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The complaint alleged that respondent POM Wonderful LLC (“POM?”), its sister
company Roll Global LLC, and principals Stewart A. Resnick, Lynda Rae
Resnick, and Matthew Tupper (collectively “Respondents™) falsely advertised
that POM-branded pomegranate juice could treat prostate cancer and erectile
dysfunction or reduce the risk of heart disease. The complaint alleged that
Respondents lacked a reasonable basis for making these representations.
Following an administrative hearing, the Administrative Law Judge issued an
Initial Decision, 153 F.T.C. __, ruling that 19 of the challenged advertisements
were false or deceptive. On appeal, the Commission upheld the Initial Decision,
finding that Respondents made false or deceptive claims in 36 of the challenged
advertisements and promotional materials. The Commission issued an Order
barring Respondents from making any claim that a food, drug, or dietary
supplement is effective in the diagnosis, treatment, or prevention of any disease,
including heart disease, prostate cancer, and erectile dysfunction, without
supporting evidence from two clinical trials. The Order also prohibits
misrepresentations regarding any test, study, or research, and requires
Respondents to provide competent and reliable scientific evidence to support
any health claims regarding any food, drug, or dietary supplement.
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OPINION OF THE COMMISSION
By OHLHAUSEN, Commissioner, for a unanimous Commission.
I. Introduction

Respondents POM Wonderful LLC (“POM Wonderful” or
“POM?”), Roll Global LLC (“Roll Global”), Stewart A. Resnick,
Lynda Rae Resnick, and Matthew Tupper (collectively,
“Respondents”) appeal from Administrative Law Judge (“ALJ”)"
D. Michael Chappell’s Initial Decision and Order holding them
liable for violating Sections 5(a) and 12 of the Federal Trade
Commission Act (“FTC Act”), 15 U.S.C. §§ 45 and 52, by
making false or misleading claims in multiple media fora to
promote their pomegranate juice products, specifically POM
Wonderful Juice, POMx Pills, and POMx Liquid (collectively,

' For purposes of this opinion, we use the following abbreviations in
referencing the record:

ALJ: Administrative Law Judge D. Michael Chappell

Tr.: Transcript of trial testimony before the ALJ

Dep.: Transcript of deposition

ID: Initial Decision

IDF: Initial Decision Findings of Fact

CCA: Complaint Counsel’s Appeal Brief

RA: Respondents’ Appeal Brief

RAns: Respondents’ Answering Brief

RR: Respondents’ Reply Brief

CX: Complaint Counsel Exhibit

PX: Respondent Exhibit
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“Challenged POM Products”). Complaint Counsel cross-appeal
the ALJ’s finding that some of the challenged advertisements did
not make the representations alleged in the Complaint, his holding
concerning the level of scientific support needed to make the
alleged claims, and the injunctive relief outlined in the ALJ’s
Order. We conclude that the Respondents have violated Section
5(a) and Section 12 of the FTC Act, based on both the findings of
the ALJ and on additional challenged advertisements, and we
issue a Final Order which differs in some respects from the Order
attached to the Initial Decision.

Respondents have marketed the Challenged POM Products
using a variety of means since they began selling and marketing
POM Wonderful Juice in 2002. Between 2002 and 2010, sales for
all Challenged POM Products totaled close to $250 million.

On September 24, 2010, the Commission issued an
administrative complaint alleging that Respondents engaged in
deceptive acts and practices and disseminated false advertising in
violation of Sections 5(a) and 12 of the FTC Act in promoting the
Challenged POM Products. = The Complaint alleged that
Respondents disseminated advertising and promotional materials
representing that consumption of certain doses of Challenged
POM Products treats, prevents or reduces the risk of heart disease,
prostate cancer, or erectile dysfunction (“ED”), without having a
reasonable basis to substantiate these claims. The Complaint also
alleged that Respondents disseminated advertising and
promotional materials representing that clinical studies, research,
and/or trials prove that consumption of the Challenged POM
Products in certain doses treats, prevents or reduces the risk of
heart disease, prostate cancer, or ED, when in fact clinical studies,
research, or trials do not so prove.

At trial, Complaint Counsel challenged a total of 43 items,
including print advertisements, newsletters, separate ‘“web
captures” of Respondents’ websites, Internet banner
advertisements, press releases, and media interviews.
Respondents denied that such materials make the claims alleged
and argued that the claims that were made in their advertising and
promotional materials were substantiated adequately by scientific
research. Some of POM’s ads and marketing materials stated that
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the Challenged POM Products were supported by over $30
million in medical research.

In his Initial Decision, the ALJ found that 19 of the 43
challenged advertisements and promotional materials contained
implied claims that the Challenged POM Products treat, prevent
or reduce the risk of heart disease, prostate cancer, or ED, and that
in 14 of these ads, there were implied claims that the effects on
disease were clinically proven; that those claims were false or
misleading; and that the claims were material to consumers’
purchasing decisions. ID at 5-6. In his opinion, the ALJ
determined that in the case of a safe food that is not advertised as
a substitute for medical treatment, competent and reliable
scientific evidence includes clinical studies though not necessarily
double-blind, randomized, placebo-controlled clinical trials. Id. at
328. The ALJ attached to the Initial Decision an order that would,
if issued by the Commission, prohibit the Respondents from
making representations that any food, drug, or dietary supplement,
including but not limited to the Challenged POM Products, is
effective in diagnosing, curing, treating, mitigating, or preventing
any disease unless such representations are not misleading and are
based on competent and reliable scientific evidence. Id. at 332.
The order would also prohibit Respondents from misrepresenting
the results of any test, study or research in connection with the
advertisement or sale of any food, drug, or dietary supplement,
including but not limited to the Challenged POM Products. Id. In
addition, the order would prohibit Respondents from making any
representation about the health benefits, performance, or efficacy
of any food, drug, or dietary supplement, including but not limited
to the Challenged POM Products, unless the representation is non-
misleading and based on Respondents’ reliance on competent and
reliable scientific evidence. 1d. The order would define
“competent and reliable scientific evidence” as “tests, analyses,
research, or studies, 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.”
Id. at 331.

Respondents’ principal claims on appeal are that the ALJ
erred in (1) finding that any of the challenged advertising and
promotional materials contain implied efficacy or establishment
claims (i.e., those asserting that the efficacy claims are established
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scientifically) that the Challenged POM Products treat, prevent or
reduce the risk of heart disease, prostate cancer, or ED; (2)
holding that substantiation for such claims required clinical
studies; and (3) finding the foregoing claims to be material.
Respondents also allege that the relief ordered is impermissibly
broad and runs afoul of the First and Fifth Amendments.

Complaint Counsel’s principal claims on cross-appeal are (1)
the ALJ should have found that all of the challenged
advertisements and promotional materials (including four media
interviews) made efficacy claims; (2) all but four of these
materials also included establishment claims; (3) the ALJ
incorrectly applied a substantiation standard requiring only
clinical studies, rather than the higher standard of well-designed,
well-conducted, double-blind, randomized controlled clinical
trials (referred to in this opinion as “RCTs”); and (4) in his order,
the ALJ should have required pre-approval by the Food and Drug
Administration (“FDA”) of any future disease claims made by
Respondents with respect to the Challenged POM Products.

Based on our consideration of the entire record in this case
and the arguments of counsel, we deny Respondents’ appeal and
grant in part, and deny in part, Complaint Counsel’s cross-appeal.
We find Respondents liable on the basis of a larger number of
advertisements containing false and misleading claims than the
ALJ found. The basis of Respondents’ liability under the FTC
Act is their lack of sufficiently reliable evidence — namely, RCTs
(as described more fully below in this opinion) — to substantiate
the claims that we found. Complaint Counsel’s experts testified
that two RCTs are necessary to substantiate the heart disease
claims at issue, while the prostate cancer and ED claims can be
substantiated with at least one RCT. See CX1291 at 15 (Sacks
Expert Report) (for heart disease “most scientists and researchers .
. . believe that at least two-well designed studies . . . showing
strong results are needed to constitute reliable evidence”);
CX1287 at 6 (Eastham Expert Report) (stating “qualified experts
in the field of urology, including the prevention and treatment of
prostate cancer, . . . would require that Respondents’ claims be
supported by at least one well-conducted, randomized, double-
blind, placebo-controlled clinical trial with an appropriate
endpoint”); and CX1289 at 4 (Melman Expert Report) (“[t]o
constitute competent and reliable scientific evidence, experts in
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the field of erectile dysfunction would require at least one clinical
trial, involving several investigatory sites, that is well-designed,
randomized, placebo-controlled, and double-blinded”).  The
Commission need not, and does not, reach the question of the
number of RCTs needed to substantiate the claims made because,
as discussed below, Respondents failed to proffer even one RCT
that supports the challenged claims that we found they made.’
The Final Order we issue today differs from that proposed by the
ALJ and contains fencing-in relief by providing that any disease-
related establishment or efficacy claims made about the
Challenged POM Products or in connection with Respondents’
sale of any food, drug, or dietary supplement must be supported
by at least two RCTs.” However, we do not reach the question of
liability based on the four challenged media interviews, and
today’s Final Order does not include a provision requiring FDA
pre-approval of any future claims made by Respondents.

I1. Factual Background and Proceedings Below

Respondent POM Wonderful is a limited liability company
wholly owned by the Stewart and Lynda Resnick Revocable Trust
dated December 27, 1988. IDF 1, 3. In 2002, POM Wonderful
launched the first of the Challenged POM Products, POM
Wonderful Juice, and currently sells all of the Challenged POM
Products. IDF 5, 6. Respondent Roll Global is a separate
corporation wholly owned by the same trust; Roll Global owns a
number of companies, including POM Wonderful LLC, FIJI
Water, Suterra, Paramount Farms, Paramount Citrus, Teleflora,
Neptune Shipping, Paramount Farming, and Justin Winery. IDF
7,9, 11. Roll International Corporation reorganized at the end of
2010 and is currently known as Roll Global. IDF 8. Roll Global
uses an in-house advertising agency for POM and its other
affiliated companies. IDF 14.

* The Commission applies the same rationale throughout this opinion when
it refers to a requirement of “RCTs” for Respondents’ liability under the FTC
Act.

> As explained more fully in Section X.B, Commissioner Ohlhausen
supports an order provision requiring at least one RCT, viewed in light of the
relevant scientific evidence, for disease-related efficacy and establishment
claims made about the Challenged POM Products or in connection with the
sale of any food, drug, or dietary supplement by the Respondents.
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The individual Respondents in this case include Stewart
Resnick, Lynda Resnick, and Matthew Tupper. Stewart Resnick
is the Chairman and CEO of POM Wonderful, and Chairman and
President of Roll Global. IDF 19-21.* His responsibilities
include setting the marketing, advertising, and medical research
budgets for POM Wonderful. IDF 23. Although he leaves most
of the marketing decisions about POM Wonderful to his wife,
Lynda Resnick, he considers himself responsible for whether
advertising should or should not be published and has been
involved at a high level with POM’s advertising and marketing
campaigns. IDF 25-26. Lynda Resnick is Vice Chairman of Roll
Global and sole owner of POM Wonderful along with Stewart
Resnick. IDF 15, 28. Mrs. Resnick was still the chief marketing
executive at POM as of 2011, working with POM’s marketing
department and internal advertising agency to implement creative
concepts for POM’s campaigns. IDF 31, 33. Mrs. Resnick has
the “final say” with respect to POM’s marketing and advertising
content and concepts. IDF 34. Matthew Tupper joined POM in
2003 as Chief Operating Officer and became President of POM
Wonderful in 2005 before retiring from POM at the end of 2011.
IDF 37-38, 40. Mr. Tupper was responsible for the day-to-day
affairs of POM, including managing the operations of the
marketing team. IDF 44. The head of POM’s Marketing
Department reported to Mr. Tupper, and one of Mr. Tupper’s
responsibilities was to serve as a liaison between the marketing
staff and the researchers who performed the medical studies
sponsored by POM. IDF 50, 52.

The Challenged POM Products are POM Juice, POMx Liquid,
and POMx Pills. POM Juice is a 100% juice product produced by
pressing whole pomegranates, filtering and/or enzyme-treating the
juice, concentrating the juice, reconstituting it with water,
pasteurizing it, and bottling it. IDF 58-60. A single serving of
POM Juice is eight ounces, and it is sold in grocery stores for a
price of approximately $3 for an eight-ounce bottle. IDF 64-65,
97. POM Juice contains a variety of polyphenols (including
ellagitannins and gallotannins, anthocyanins, and ellagic acid).
IDF 62-63. POMx Liquid “is the product of the pressed whole

* Another Respondent, Mark Dreher, Ph.D., agreed to an administrative
consent order to resolve the claims against him.  See
http://www.ftc.gov/os/caselist/0823122/100927pomagree.pdf.
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fruit after most of the juice is extracted and the polyphenols are
concentrated by filtering and concentrating using juice
processing.” IDF 67 (quoting CX0096, in camera, at 0014). A
single serving is one teaspoon daily. IDF 69. POMx Pills are
made through a process by which POMx Liquid is extracted. IDF
70. POMx Pills do not contain anthocyanins, nor do they contain
the calories or sugar found in POM Juice. IDF 73, 75. A single
serving is one pill daily. IDF 76. POMx Pills and POMx Liquid
are available for sale via the Respondents’ website or through a
telephone call center; POMXx Pills are also available through some
retail outlets. IDF 68, 72. If purchased from the POM website,
the cost of a bottle containing 30 POMx Pills or a five ounce
bottle of POMx Liquid (containing extract) was $29.95, excluding
shipping. IDF 101-102.

POM Wonderful has engaged in a number of advertising
campaigns to promote the Challenged POM Products, including
print advertisements in magazines, freestanding inserts in
newspapers, billboards, posters in bus shelters, posters in health
clubs and doctors’ offices, advertising on prescription drug bags,
Internet websites, online banner advertisements, medical outreach,
radio and television ads, and press releases. IDF 171. POM
Wonderful considers health-conscious, educated, affluent
consumers to be its target audience. IDF 172, 176, 178, 181.

The POM Juice print advertisements at issue were
disseminated in a wide variety of publications, including but not
limited to the Chicago Tribune, Prevention, Details, Rolling
Stone, Health, InStyle, Town and Country, Men’s Health, and
Men’s Fitness. IDF 169. The POMx Pills print advertisements
challenged by Complaint Counsel were disseminated in
publications including but not limited to Fortune, The New York
Times, Discover, Men’s Health, Popular Science, Time, and
Playboy. IDF 170. Some of POM’s challenged advertisements
are creative in nature, depicting the POM Wonderful Juice bottle
in a number of unusual ways (for example, as an intravenous bag;
covered by medical equipment such as a blood pressure cuff or
EKG sensors; anthropomorphized lying on a therapist’s couch or
in a bikini top; and as a superhero) and accompanied by headlines
such as “[a]lmaze your cardiologist” and “[IJucky I have super
HEALTH POWERS.” See CX0033; CX0034; CX0103; CX0109;
CX0192; CX0274; CX0372. Many of the challenged
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advertisements include statements touting the Challenged POM
Products’ effects on heart disease, prostate cancer, and/or ED,
sometimes by quoting from or citing to various scientific studies.

At trial, Complaint Counsel challenged 43 promotional
materials that Respondents disseminated. The Complaint alleges
that POM’s materials claim that drinking POM Juice, taking
POMXx Pills, or taking POMx Liquid daily (1) prevents or reduces
the risk of heart disease, including by decreasing arterial plaque,
lowering blood pressure, and/or improving blood flow to the heart
(Compl. q 12.A); (2) treats heart disease, including by decreasing
arterial plaque, lowering blood pressure, and/or improving blood
flow to the heart (Compl. q 12.B); (3) prevents or reduces the risk
of prostate cancer, including by prolonging prostate-specific
antigen doubling time (“PSADT”) (Compl. § 14.A); (4) treats
prostate cancer, including by prolonging PSADT (Compl. q
14.B); (5) prevents or reduces the risk of ED (Compl. § 16.A); and
(6) treats ED (Compl. § 16.B). In sum, the Complaint alleges that
Respondents made six different claims regarding the efficacy of
the Challenged POM Products.

The Complaint also alleges that Respondents have represented
that “clinical studies, research, and/or trials prove that” drinking
POM lJuice or taking POMx Pills or Liquid treats heart disease,
prostate cancer, and erectile dysfunction or prevents or reduces
the risk of each of these diseases. Compl. 9 12, 14, 16. Thus, in
addition to the claim that the Challenged POM Products treat,
prevent or reduce the risk of disease, the Complaint alleges that
some of the ads convey that there is clinical proof of the efficacy
of the Challenged POM Products, i.e., that they make
“establishment” claims.

Following an administrative trial that began on May 24, 2011,
and concluded on November 4, 2011, the ALJ filed a 335-page
Initial Decision, with 1,431 findings of fact and a 108-page
appendix on May 17, 2012. The ALJ found that 19 of the 43
challenged advertisements and promotional materials contained
implied claims that the Challenged POM Products treat, prevent
or reduce the risk of heart disease, prostate cancer, or ED, and that
14 of these ads also contained implied claims that these effects on
disease were clinically proven. ID at 211-34. The ALJ also
found that the claims at issue are material to consumers. Id. at
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290-96. The ALJ further determined that the appropriate level of
substantiation for such claims is competent and reliable scientific
evidence, which for claims that a food or food-derived product
treats, prevents or reduces the risk of disease must include
adequate clinical studies, though not necessarily RCTs. Id. at
234-50. The ALJ determined that Respondents did not have such
evidence to substantiate their claims, rendering them false or
misleading under Sections 5(a) and 12 of the FTC Act. Id. at 250-
290. According to the ALJ’s cease and desist order against the
corporate and individual Respondents pursuant to Section 5(b) of
the FTC Act, Respondents would be prohibited from engaging in
deceptive advertising practices with respect to any food, drug, or
dietary supplement that may be advertised by Respondents in the
future. 1d. at 309-25. The ALJ did not require that Respondents
seek FDA pre-approval for any future disease claims with respect
to the Challenged Products. See id. at 314-23.

I11. Legal Standard

The Commission reviews the record de novo by considering
“such parts of the record as are cited or as may be necessary to
resolve the issues presented and . . . exercis[ing] all the powers
which [the Commission] could have exercised if it had made the
initial decision.” 16 C.F.R. § 3.54. In this case, the Commission
adopts the ALJ’s findings of fact to the extent those findings are
not inconsistent with this opinion.

An advertisement is deceptive if it contains a representation or
omission of fact that is likely to mislead a consumer acting
reasonably under the circumstances, and that representation or
omission is material to a consumer’s purchasing decision.” FTC
Policy Statement on Deception, 103 F.T.C. 174, 175 (1984)
(appended to Cliffdale Assocs., Inc., 103 F.T.C. 110 (1984))
(“Deception Statement”); see also, e.g., In re Novartis Corp., 127
F.T.C. 580, 679 (1999), aff’d, 223 F.3d 783 (D.C. Cir. 2000); In

> The Complaint alleges that Respondents violated both Sections 5 and 12
of the FTC Act. Section 5 prohibits “deceptive” acts or practices in or affecting
commerce, 15 U.S.C. § 45(a), while Section 12 specifically addresses the
dissemination of any “false advertisement,” i.e., one that is “misleading in a
material respect,” 15 U.S.C. § 55(a)(1), for food, drugs, devices, services, or
cosmetics. The deception standard is the same under both provisions.
Deception Statement, 103 F.T.C. at 182.
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re Stouffer Foods Corp., 118 F.T.C. 746, 798 (1994); In re Kratft,
Inc., 114 F.T.C. 40, 120 (1991), aff’d, 970 F.2d 311 (7th Cir.
1992). In addition, the Commission long has held that making
objective claims without a reasonable basis constitutes a deceptive
practice in violation of Section 5. FTC Policy Statement
Regarding Advertising Substantiation, 104 F.T.C. 839 (1984)
(appended to Thompson Med. Co., 104 F.T.C. 648 (1984))
(“Substantiation Statement”); see, e.g., In re Auto. Breakthrough
Scis., Inc., 126 F.T.C. 229, 293 & 293 n.20 (1998); In re Jay
Norris, Inc., 91 F.T.C. 751, 854 (1978), aff’d as modified, 598
F.2d 1244 (2d Cir. 1979). Consequently, the determination of
whether Respondents disseminated false advertisements in
violation of the FTC Act requires a three-part inquiry: (1) whether
Respondents disseminated advertisements conveying the claims
alleged in the Complaint; (2) whether those claims were false or
misleading; and (3) whether those claims are material to
prospective consumers. Kraft, Inc. v. FTC, 970 F.2d 311, 314
(7th Cir. 1992); FTC v. Pantron | Corp., 33 F.3d 1088, 1095 (9th
Cir. 1994); FTC v. Direct Mktg. Concepts, Inc., 569 F. Supp. 2d
285, 297 (D. Mass. 2008), aff’d, 684 F.3d 1 (Ist Cir. 2010).

IV.Respondents Disseminated Advertising or Promotional
Material Making Disease Treatment, Prevention and Risk
Reduction Claims

The Commission’s approach to ad interpretation is well
established, and the general framework is not disputed on appeal.
The Commission “will deem an advertisement to convey a claim
if consumers, acting reasonably under the circumstances, would
interpret the advertisement to contain that message.” In re
Thompson Med. Co., 104 F.T.C. 648, 788 (1984), aff’d, 791 F.2d
189 (D.C. Cir. 1986); Deception Statement, 103 F.T.C. at 176. A
reasonable interpretation is one that would be shared by at least a
significant minority of reasonable consumers. Kraft, Inc., 114
F.T.C. at 122; In re Telebrands Corp., 140 E.T.C. 278, 291 (2005)
(“[aln ad is misleading if at least a significant minority of
reasonable consumers are likely to take away the misleading
claim”), aff’d, 457 F.3d 354 (4th Cir. 2006); Deception Statement,
103 F.T.C. at 177 n.20 (citing In re Kirchner, 63 F.T.C. 1282
(1963) (explaining a reasonable interpretation is one that would be
shared by more than an insignificant and unrepresentative
segment of the class of persons to whom the represented is
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addressed)). Where an ad conveys more than one meaning, only
one of which is misleading, a seller is liable for the misleading
interpretation even if non-misleading interpretations are possible.
See, e.g., In re Bristol-Myers Co., 102 F.T.C. 21, 320 (1983),
aff’d, 738 F.2d 554 (2d Cir. 1984); Nat’l Comm’n on Egg
Nutrition v. FTC, 570 F.2d 157, 161 n.4 (7th Cir. 1977). The
primary evidence of the representations that an advertisement
conveys to reasonable consumers is the advertisement itself.
Deception Statement, 103 F.T.C. at 176; see also Novartis Corp.,
127 E.T.C. at 680; Stouffer Foods Corp., 118 F.T.C. at 798; Kraft,
Inc., 114 F.T.C. at 121. In determining what claims may
reasonably be attributed to an advertisement, the Commission
examines the entire advertisement and assesses the overall “net
impression” it conveys. Deception Statement, 103 F.T.C. at 178;
see also Novartis Corp., 127 F.T.C. at 679, Kratft, Inc., 114 F.T.C.
at 122; FTC v. QT, Inc., 448 F. Supp. 2d 908, 958 (N.D. IlI. 2006)
(“the Court looks to the overall, net impression made by the
advertisement to determine whether the net impression is such
that the ads would be likely to mislead reasonable consumers”),
aff’d, 512 F.3d 858 (7th Cir. 2008).

The Complaint alleges that Respondents’ advertisements
claim that consuming the Challenged POM Products daily treats,
prevents or reduces the risk of heart disease, prostate cancer, or
ED. These claims that the Challenged POM Products are
effective without expressly or impliedly representing a particular
level of support are “efficacy claims.” The Complaint also alleges
that Respondents have represented that “clinical studies, research,
and/or trials prove that” drinking POM Juice or taking POMx
Pills or Liquid treats the diseases or prevents or reduces the risk of
each of the diseases. A claim that there is a certain type or level
of support is considered an “establishment claim.” Thompson
Med. Co., 791 F.2d at 194; see also Bristol-Myers Co., 102 F.T.C.
at 321 (noting that a claim of clinical proof can be express or
implied). While “[t]here 1s no conceptual or practical reason to
single out such claims . . . for special treatment . . . the express or
implied claim that an advertiser possesses a particular level of
substantiation” is an additional representation, which we also
evaluate to ensure that it is not misleading. Thompson Med. Co.,
104 F.T.C. at 821-22 n.59.
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It is well established that the Commission has the common
sense and expertise to determine “what claims, including implied
ones, are conveyed in a challenged advertisement, so long as
those claims are reasonably clear.” Kraft, Inc., 970 F.2d at 319;
accord FTC v. Colgate-Palmolive Co., 380 U.S. 374, 391-92
(1965); FTC v. Nat’l Urological Grp., Inc., 645 F. Supp. 2d 1167,
1189-90 n.12 (N.D. Ga. 2008) (holding that facial analysis is a
sufficient basis to find an alleged claim was made if it is “clear
and conspicuous” or “apparent” on the face of the ad), aff’d, 356
Fed. Appx. 358, (11th Cir. 2009) (unpublished opinion); Daniel
Chapter One, 2009 WL 5160000 at *14-15 (F.T.C. 2009), aff’d,
405 Fed. Appx. 505 (D.C. Cir. 2010) (unpublished opinion),
available at 2011-1 Trade Cas. (CCH) 477,443 (D.C. Cir. 2010).

Claims may be either express or implied. The Commission
reviews implied claims as if they are on a continuum: at one end
claims are virtually synonymous with express claims; at the other
end are claims that use language that few consumers would
interpret as making a particular representation. Novartis Corp.,
127 F.T.C. at 680. To determine whether a particular implied
claim has been made, the Commission starts with a facial analysis
of the advertisement. A facial analysis of an ad considers “an
evaluation of such factors as the entire document, the
juxtaposition of various phrases in the document, the nature of the
claim, and the nature of the transaction.” Deception Statement,
103 F.T.C. at 176. “If, after examining the interaction of all the
different clements in the ad, the Commission can conclude with
confidence that an advertisement can reasonably be read to
contain a particular claim, a facial analysis is sufficient basis to
conclude that the advertisement conveys the claim.” Stouffer
Foods Corp., 118 F.T.C. at 798; accord Novartis Corp., 127
F.T.C. at 680; Kraft, Inc., 114 F.T.C. at 121. Nonetheless, “the
Commission may not inject novel meanings into ads . . . ; ads
must be judged by the impression they make on reasonable
members of the public.” Bristol-Myers Co., 102 F.T.C. at 320.

Extrinsic evidence is unnecessary to establish the impression
that consumers would take away from an ad if the claims are
reasonably clear from the face of the advertisement. Kraft Inc.,
970 F.2d at 319 (holding that “the Commission may rely on its
own reasoned analysis to determine what claims, including
implied ones, are conveyed in a challenged ad, so long as those
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claims are reasonably clear from the face of the advertisement.”);
accord Nat’l Urological Grp., 645 F. Supp. 2d at 1189-90 n.12
(holding that facial analysis is a sufficient basis to find an alleged
claim was made if claims are “clear and conspicuous” or
“apparent” on the face of the advertisement); FTC v. QT, Inc., 448
F. Supp. 2d at 958 (quoting FTC v. Febre, No. 94 C 3625, 1996
WL 396117, at *4 (N.D. IIl. July 3, 1996), aff’d, 128 F.3d 530
(7th Cir. 1997)); Kraft, Inc., 970 F.2d at 320) (“‘There is no
authority for defendants’ contention that implied claims cannot be
found to be deceptive absent extrinsic evidence. The courts and
the FTC have consistently recognized that implied claims fall
along a continuum from those which are so conspicuous as to be
virtually synonymous with express claims to those which are
barely discernible. It is only at the latter end of the continuum
that extrinsic evidence is necessary.” Where implied claims are
conspicuous and ‘reasonably clear from the face of the
advertisements,” extrinsic evidence is not required.”) (citations
omitted); Stouffer Foods Corp., 118 E.T.C. at 798 (“If after
examining the interaction of all the different elements in the ad,
the Commission can conclude with confidence that an ad can
reasonably be read to contain a particular claim, a facial analysis
is sufficient basis to conclude that the ad conveys the claim.”); see
also Zauderer v. Office of Disciplinary Counsel, 471 U.S. 626,
652-53 (1985) (“When the possibility of deception is as self-
evident as it is in this case, we need not require the State to
‘conduct a survey of the . .. public before it [may] determine that
the [advertisement] had a tendency to mislead.””) (quoting FTC v.
Colgate-Palmolive Co., 380 U.S. at 391-92).

Yet, if extrinsic evidence has been introduced, that evidence
“must be considered by the Commission in reaching its
conclusion” about the meaning of the advertisement. Bristol-
Myers Co., 102 F.T.C. at 319; see also Thompson Med. Co., 104
F.T.C. at 794 (finding that the Commission was “obliged to
consider” extrinsic evidence offered by the parties). In this case,
extrinsic evidence includes expert testimony by Dr. Ronald
Butters and Dr. David Stewart, a survey of consumer responses to
billboard headlines, and evidence regarding the intent of
Respondents to convey particular messages in their advertising.

We find that in the context of POM Wonderful’s challenged
advertisements, reasonable consumers would read claims to
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“prevent” or “reduce the risk of” heart disease, prostate cancer, or
ED as conveying the claim that consuming the Challenged POM
Products substantially reduces the likelihood that the consumer
will contract the disease or condition, not that the products would
absolutely prevent the onset of these conditions. Because the
development of heart disease, cancer, or ED may be influenced by
many factors, in the context of the particular advertisements
challenged in this matter, most reasonable consumers would not
interpret the language, imagery, and other elements of the
advertisements to convey claims that consuming the Challenged
POM Products would eliminate all possibility that the consumer
might develop these diseases at some later time.  This
interpretation of the implied claims in Respondents’
advertisements does not affect our conclusion that Respondents
disseminated advertisements or promotional materials that
contained the claims alleged in the Complaint, which was phrased
in the disjunctive (prevent or reduce risk) rather than the
conjunctive (prevent and reduce risk).°

A. Facial Analysis

In the Initial Decision, Judge Chappell found claims alleged
by Complaint Counsel were conveyed in 19 advertisements or
promotional materials. He found that 11 of these ads conveyed
efficacy claims that the Challenged POM Products treat, prevent
or reduce the risk of heart disease. IDF 580, 583. He found that
eight ads conveyed efficacy claims that the Challenged POM
Products treat, prevent or reduce the risk of prostate cancer, IDF
581, and four ads conveyed efficacy claims that the Challenged
POM Products treat, prevent or reduce the risk of ED. IDF 582.”
In 15 of the 19 advertisements, the ALJ found that the
advertisements contained establishment claims that clinical
studies supported the heart disease, prostate cancer, and ED
efficacy claims. IDF 580, 581, 582. In our review of the ads, the

 To the extent this interpretation affects the substantiation that the
Respondents must possess to support their claims, we incorporate this
interpretation in our analysis. See discussion infra Section V.A.

" The ALJ found some of the ads to make claims relating to more than one
disease.
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Commission finds that 36° ads convey the claims alleged by
Complaint Counsel.” The attached Claims Appendix provides an
analysis of each of the challenged ads in this case. We evaluate
treatment claims separately from claims that the Challenged POM
Products prevent or reduce the risk of disease (which, as
explained above, are viewed as equivalent in the context of this
matter). We also explain in the Claims Appendix the basis for our
findings that Respondents made establishment claims. The
Claims Appendix describes the facial analysis of each ad.

Although we find that more ads contain claims alleged by
Complaint Counsel than the ALJ did, we agree with Judge
Chappell’s approach to the facial analysis regarding the
juxtaposition of elements in the ads to find that Respondents
represented that the Challenged POM Products treat heart disease
and that the Challenged POM Products prevent or reduce the risk
of heart disease. As Judge Chappell explained,

Respondents made these claims indirectly and obliquely,
typically presenting, through words and images, a logical
syllogism that: free radicals cause or contribute to heart
disease; the POM Products contain antioxidants that
neutralize free radicals; and, therefore, the POM Products
are effective for heart disease. IDF 294-295, 301-303, 348,
374, 394-396, 398, 407, 414, 444, 452-453, 460-462.

ID at 225. We also adopt the ALJ’s reasoning regarding the basis
for finding establishment claims in the ads that contain heart
disease claims and incorporate his findings.

¥ The Commission finds three of the 39 exhibits we reviewed on appeal
contain none of the disease claims alleged in the Complaint and seven of those
39 exhibits contain only some of the asserted claims. As explained below, see
discussion infra, the Commission did not reach the question of whether the four
media interviews conveyed the challenged claims.

’ For most of the challenged advertisements, Commissioner Ohlhausen
agrees with the majority of the Commission about the claims conveyed. As
explained in her Concurring Statement, for some advertisements, however,
Commissioner Ohlhausen either did not find certain claims were made or
believes extrinsic evidence is necessary to determine whether consumers would
take away such claims.
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Against this background, many of the advertisements
further state or represent that the POM Products have been
shown in one or more clinical, medical, or scientific studies
[sic], to reduce plaque, lower blood pressure, and/or
improve blood flow to the heart, in a context where it is
readily inferable that the referenced study results involve
heart disease risk factors and, therefore, constitute clinical
support for the effectiveness claim. IDF 295, 301, 303,
349, 373, 376, 379, 395-397, 400, 407, 414, 420.

ID at 225-26.

We similarly adopt and incorporate the ALJ’s approach to the
facial analysis of Respondents’ ads regarding the presence of
prostate cancer claims.

These advertisements typically communicate the claim by
juxtaposing statements and representations that prostate
cancer is a leading cause of death in men; antioxidants,
such as those provided by the POM Products, may help
prevent cancer; that PSA is an indicator of prostate cancer;
that PSA doubling time is an indicator of prostate cancer
progression; and that the POM Products have been shown
in clinical testing to slow PSA doubling time. IDF 310-
318, 332, 334-336, 352-353, 371, 381, 389-392, 398, 400-
405, 409, 429.

ID at 228. The ALJ further explained that he found the
establishment claims because the ads “connect both POM-
provided antioxidants, and the study results, to effectiveness for
prostate cancer.” Id.

We likewise adopt and incorporate the ALJ’s reasoning for the
facial analysis for the ads containing ED claims.

Respondents disseminated print advertisements that stated
and represented, for example, that (1) the superior
antioxidants in the POM Products protect against free
radicals, which can damage the body; (2) powerful
antioxidants enhance the actions of nitric oxide in vascular
endothelial cells, showing potential for management of
“ED”; and (3) a preliminary study on “erectile function”
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showed that men who consumed POM Juice reported “a
50% greater likelihood of improved erections,” as
compared to a placebo. IDF 323-324. . . . Presenting a
study on “erectile function” showing “improved erections”
is reasonably read to imply effectiveness for erectile
dysfunction, particularly when juxtaposed to an express
reference to management of “ED.” IDF 323-325.

ID at 229-230.

Respondents argue that this chain of reasoning to determine
whether a significant minority of reasonable consumers would
interpret the ads as containing the alleged claims is improper
because the approach requires leaps in logic or the addition of
missing elements in a chain of deduction. Respondents further
argue that a facial analysis cannot provide those missing elements,
but instead such analysis is strictly constrained by what actually
appears in ad. We disagree. When conducting a facial analysis of
an advertisement, the advertisement must be viewed as a whole
“without emphasizing isolated words or phrases apart from their
context[.]” Removatron Int’l Corp. v. FTC, 884 F.2d 1489, 1496
(1st Cir. 1989) (quoting Am. Home Prods. Corp. v. FTC, 695 F.2d
681, 687 (3d Cir. 1982)); FTC v. Sterling Drug, Inc., 317 F.2d
669, 674 (2d Cir. 1963) (explaining “[t]he entire mosaic should be
viewed rather than each tile separately”). Respondents’ ads drew
a logical connection between the antioxidant claims and the
specific disease treatment or prevention claims through the
associated explanatory text, the specific findings of the study
results, and references to diseases or medical conditions.
Ultimately, we assess the net impression of each ad, and we find
that for many of Respondents’ ads, the net impression is more
than any individual element of the ad.

The ALJ did not individually analyze those exhibits for which
he did not find the claims alleged by Complaint Counsel. Instead,
he summarized generally a variety of factors explaining why he
did not find such claims, including that the “advertisements . . . do
not mention heart disease, prostate cancer, or erectile dysfunction;
use vague, non-specific, substantially qualified, and/or otherwise
non-definitive language; use language and/or images that, in the
context of the advertisement, are inconsistent with the alleged
claim; and/or do not draw a connection for the reader, such as
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through associated explanatory text, between health benefits, or
study results, and effectiveness for heart disease, prostate cancer,
or erectile dysfunction.” ID at 222.

Based on a facial analysis of the ads, as well as a
consideration of the relevant extrinsic evidence, we find that
Respondents conveyed the efficacy claims alleged in the
Complaint in more ads than the ALJ did. '°

For example, we overrule the ALJ’s with regard to Figure 7
(“Cheat Death” print ad) because we find that this ad conveyed to
at least a significant minority of reasonable consumers that
drinking eight ounces of POM Juice daily prevents heart disease.
We make this finding based on the net impression of the
advertisement, including the statements that drinking eight ounces
of POM lJuice a day “can help prevent . . . heart disease,” and
“[t]he sooner you drink it, the longer you will enjoy it,” as well as
imagery of the POM Juice bottle with a noose around the neck of
the bottle.

We also overrule some of the ALJ’s findings with regard to
Figure 11 (“Decompress” print ad) because we find that this ad
conveyed to at least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice daily prevents
or reduces the risk of heart disease. The ad containing medical
imagery depicts the POM Juice bottle wrapped in a blood pressure
cuff. Moreover, express language in the ad establishes a link
between POM Juice, which “helps guard . . . against free radicals
[that] . . . contribute to disease,” and the $20 million of “scientific
research from leading universities, which has uncovered
encouraging results in prostate and cardiovascular health.” The
ad also states that POM Juice will help “[k]eep your ticker
ticking.” In combination, these elements communicate the
message that POM Juice prevents or reduces the risk of heart

disease, and that those efficacy claims are scientifically
established.

In addition, we reverse the findings of the ALJ with regard to
Figure 22 (“Drink to Prostate Health” print ad). Based on the

12 See Summary Table of Commission Findings Regarding POM Exhibits,
appended to this opinion.
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overall net impression, we find that this ad conveyed to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice daily treats prostate cancer and that this
claim is scientifically established. Factors contributing to this net
impression include the language “Drink to prostate health” and
express language equating POM Juice to “good medicine.”
Furthermore, the ad describes “[a] recently published preliminary
medical study [that] followed 46 men previously treated for
prostate cancer” which found that “[a]fter drinking 8 ounces of
POM Wonderful 100% Pomegranate Juice daily for at least two
years, these men experienced significantly longer PSA doubling
times.”

Regarding the establishment claims, we agree with the ALJ
that “[t]he majority of the Challenged Advertisements that have
been found herein to have made the claims alleged in the
Complaint [also] represented that clinical studies supported the
claimed effectiveness of the POM Products.” ID at 225. Not
“every reference to a test [or study] necessarily gives rise to an
establishment claim. The key, of course, is the overall impression
created by the ad.” Bristol-Myers Co., 102 F.T.C. at 321 n.7. An
establishment claim may be made by such words and phrases as
“established” or “medically proven,” but an establishment claim
may also be made “through the use of visual aids (such as
scientific texts or white-coated technicians) which clearly suggest
that the claim is based upon a foundation of scientific evidence.”
Id. at 321 (citing Am. Home Prods., 98 F.T.C. 136, 375 (1981),
aff’d, 695 F.2d 681 (3d Cir. 1982)).

For four ads, Figures 4-7, the ALJ found that the ads conveyed
heart disease efficacy claims but not establishment claims. See
IDF 583. As recognized by Judge Chappell, Complaint Counsel
did not allege establishment claims for two of the ads, Figures 5
and 7. For Figures 4 and 6, the ALJ explained that he did not find
establishment claims when the ads “either do not reference any
clinical testing or refer to clinical testing in such a way and in
such context, that it cannot be concluded with confidence that a
significant minority of reasonable consumers would take away the
message that the efficacy claim is ‘clinically proven.”” ID at 227.
The ALJ found that these ads represented that the Challenged
POM Products treat, prevent or reduce the risk of heart disease,
but he explained that “the only reference to any scientific support
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is in very small print, at an asterisk at the bottom of the page,
which states ‘Aviram, M. Clinical Nutrition, 2004. Based on a
clinical pilot study.”” He concluded that “this small print, single
reference to a study, particularly in the context of a qualified
assertion that POM Juice ‘can’ reduce plaque, is insufficient to
conclude with confidence” that reasonable consumers would
interpret the ads “to be claiming that POM Juice is clinically
proven to be effective for heart disease.” Id. at 227-28 (citing IDF
446-447, 466-467).

The Commission disagrees.'' We find that specificity of the
representation in the text of the ad that drinking “eight ounces a
day can reduce plaque by up to 30%!” — which is in the same size
font as the rest of the ad text — would lead at least a significant
minority of reasonable consumers to interpret the ad to convey
that there is clinical proof of the heart disease claims. The
specific percentage reduction of plaque in someone’s arteries
cannot be ascertained by any means other than by scientific
measurement, and the statement therefore implies that the claim
of plaque reduction is scientifically established. The claim of
scientific proof is bolstered by the asterisk that directs the reader
to the quoted citation for the “clinical pilot study,” which the
Commission acknowledges is in small print.

Respondents argue that none of their ads make establishment
claims asserting “clinical proof” because any references to studies
in the ads are only accurate descriptions of specific study findings
rather than broad establishment claims. Respondents claim that it
is improper to treat reports of particular study results about
PSADT or reduced plaque in arteries as claimed clinical proof of
treatment or prevention of prostate cancer or heart disease. We
disagree. As we explain in the Claims Appendix, these ads drew
a logical connection between the study results and effectiveness
for the particular diseases. Reasonable consumers are unlikely to
differentiate the precise medical differences after reading a
headline proclaiming “Prostate Cancer Affects 1 Out of Every 6
Men,” see Figure 17; a statement that “Prostate cancer is the most
commonly diagnosed cancer in men in the United States,” see

" Commissioner Ohlhausen would uphold the ALJ’s findings for CX0031
and CX0034 (Figures 4 and 6). See Commissioner Ohlhausen’s Concurring
Statement.
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Figures 21 and 27; or the headline “Amaze your cardiologist.”
See Figure 6.

Respondents also argue that the ads cannot reasonably be
interpreted as making establishment claims asserting “clinical
proof” because the ads simply report study results in a qualified
manner with words such as “preliminary,” “promising,”
“encouraging,” or “hopeful.” It is well established that if the
disclosure of information is necessary to prevent a representation
from being deceptive, the disclosure must be clear. See, e.g.,
Pantron | Corp., 33 F.3d at 1088; Thompson Med. Co., 104
F.T.C. at 789 n.9, 842-43. Respondents’ use of one or two
adjectives does not alter the net impression that clinical studies
prove their claims. This is especially true when the chosen
adjectives — promising, encouraging, or hopeful — provide a
positive spin on the studies rather than a substantive disclaimer.'?
As the ALJ explained, in the context of the particular ads, “the
foregoing language fails to materially alter the overall net
impression that such advertisements were claiming clinical
proof.” See, e.g., IDF 300-301, 312, 333, 342, 349-350, 354; see
also IDF 519 (noting that Dr. Stewart had opined that “the typical
consumer would likely have little understanding of what ‘initial’
or ‘pilot’ means, particularly in the context of [a study] being
referred to as having been published in a major journal”)."

"2 Our analysis here is consistent with the Commission’s experience in
other situations where it has found the use of qualifiers to be inadequate to
sufficiently modify an otherwise false or misleading claim to render it non-
deceptive.  See, e.g.,, Guides Concerning Use of Endorsements and
Testimonials in Advertising, 16 C.F.R. § 255.2 (ads with endorsements will
likely be interpreted as conveying that the endorser’s experience is
representative of what consumers will generally achieve, even when they
include disclaimers such as “Results not typical” and “These testimonials are
based on the experiences of a few people and you are not likely to have similar
results”); FTC Staff Report, Effects of Bristol Windows Advertisement with an
“Up To” Savings Claim on Consumer Take-Away and Beliefs (May 2012),
available at http://www.ftc.gov/opa/2012/06/uptoclaims.shtm (when marketers
use the phrase “up to” in their ads, such as making a claim that consumers will
save “up to 47%” in energy costs by purchasing replacement windows, the
qualifier does not affect consumers’ overall takeaway that the percentage
savings depicted is typical of what they can expect to achieve).

" In Commissioner Ohlhausen’s view, the use of qualified terms such as
“preliminary studies,” or “initial studies” in the main text of an ad is
significantly different than including a disclosure like “results not typical” in
small print at the bottom of an ad. In her opinion, for some of the exhibits, the
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Moreover, we note that in many instances, ads describing
study results using such qualifying language include other
elements that also contribute to the net impression that the claims
at issue are clinically proven, such as the use of medical imagery
(including the caduceus, a well-recognized symbol of the medical
profession), or statements relating to the overall amount of money
spent on “medical” research, ranging from $20 million to over
$30 million, depending on the relevant time period. When an ad
represents that tens of millions of dollars have been spent on
medical research, it tends to reinforce the impression that the
research supporting product claims is established and not merely
preliminary.

Whether an ad conveys the implied claims alleged by
Complaint Counsel is a question of fact. See, e.g., Removatron
Int’l, 884 F.2d at 1496, Nat’l Urological Grp., 645 F. Supp. 2d at
1189. As we explain here, and in more detail in the Claims
Appendix, based on our weighing of all of the evidence, the
Commission finds that the net impression conveyed to at least a
significant minority of reasonable consumers was that there is
clinical proof for the disease treatment, prevention or risk
reduction claims at issue. In this case, extrinsic evidence is not
required because the establishment claims are in fact apparent
from the overall, common-sense, net impression of the words and
images of the advertisements themselves.

B. Extrinsic Evidence

Even though only a facial analysis is necessary to determine
whether Respondents had indeed made the claims alleged by
Complaint Counsel, both Complaint Counsel and Respondents
provided extrinsic evidence in support of their arguments
regarding claim interpretation. Specifically, Respondents offered
the expert report and testimony of Dr. Ronald R. Butters, who was
qualified as an expert in linguistics, as to the meaning of
Respondents’ advertisements. IDF 262, 264. In rebuttal,
Complaint Counsel offered the expert report and testimony of

qualifying language regarding studies warrants extrinsic evidence before
finding implied establishment claims. See Commissioner Ohlhausen’s
Concurring Statement.
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rebuttal witness Dr. David Stewart, who is accepted as an expert
in advertising, marketing, consumer behavior, and survey
methodology, to review Dr. Butters’ report and counter his
conclusions. IDF 287-89. Complaint Counsel also relied on the
Bovitz Survey, a 2009 study of billboard headlines commissioned
by Respondents to compare the impact of two advertising
campaigns related to a number of the advertisements challenged
by Complaint Counsel. ID at 222. Except where noted here and
in the accompanying Claims Appendix, we agree with the ALJ’s
conclusions with respect to the extrinsic evidence provided in this
case.

Extrinsic evidence can include results from methodologically
sound surveys about the ads in question, the common usage of
language, accepted principles from market research concerning
consumers’ response in general to ads, and the opinions of expert
witnesses on how an advertisement might reasonably be
interpreted.  See Kraft Inc., 114 F.T.C. at 121 (explaining
extrinsic ~ evidence  includes  “reliable  results  from
methodologically sound consumer surveys”); Thompson Med.
Co., 104 F.T.C. at 790.

1. Dr. Butters’ Expert Report and Dr. Stewart’s Analysis

Dr. Butters examined the challenged ads and offered his
opinion that none of them conveyed that scientific research proves
that the use of the Challenged POM Products successfully treats,
prevents or reduces the risk of heart disease, prostate cancer, or
ED. IDF 264, 480-83; PX0158 (Butters Expert Report at 0003).
He concluded that, at most, the ads would convey that
pomegranate juice is a health beverage and that preliminary
research suggests there may be health benefits. IDF 486; PX0158
(Butters Expert Report at 0003, 0043.) Additionally, Dr. Butters
opined that what people might infer with respect to a food product
may differ from what they might infer with respect to a drug
regarding treatment claims. IDF 491-92; Butters, Tr. 2817-18.
During trial, Dr. Butters testified and proffered his opinion on the
interpretation of many of the challenged ads. See IDF 496-511.
Dr. Stewart provided a useful analysis of Dr. Butters’ expert
report, but Dr. Stewart did not conduct his own facial analysis of
the challenged ads, and because he could not opine on what the
ads meant, his analysis has inherent limitations. IDF 513. He
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explained that Dr. Butters’ linguistic approach to ad interpretation
fails to take into account the characteristics of the viewer and how
consumers use information. Stewart, Tr. 3170-73.

We agree with the ALJ’s conclusion that, notwithstanding Dr.
Butters’ opinion to the contrary, the use of qualified language
such as “may” or “can” with respect to the effects of the
Challenged POM Products on disease does not modify the
messages being conveyed.'* In fact, we agree that such qualifiers
may create the inference of a stronger claim by garnering reader
trust and that their meaning can depend on context. ID at 233;
IDF 527, 589. We also agree with the ALJ’s conclusion that
notwithstanding Dr. Butters’ opinion to the contrary, the use of
humor, parody, and hyperbole in an advertisement does not block
communication of a serious message. ID at 233; IDF 487-89.
Indeed, it may be the humor that grabs the reader’s eye but the
serious message that holds the reader’s interest. The Commission
agrees with the ALJ’s conclusion based on Dr. Stewart’s
testimony that qualifying language with respect to cited studies
(such as “preliminary,” “promising,” ‘“encouraging,” or
“hopeful”) “fails to materially alter the overall net impression that
such advertisements were claiming clinical proof.” ID at 232;
IDF 519. In sum, we find Dr. Butters’ linguistic analysis of the
advertisements in question to be of limited value in our overall
assessment of the net impression of the ads at issue.

2. Bovitz Survey

In 2009, POM engaged the Bovitz Research Group to design a
consumer survey to evaluate the relative effectiveness of the then-
running “Super Hero” advertising campaign compared to POM’s
earlier “Dressed Bottle” campaign. The survey exposed survey
respondents to POM’s billboard advertising, which included
taglines related to antioxidants but contained no additional text.
Four of the billboard advertisements share headlines and imagery
that appear in certain challenged ads in this case. IDF 544, 546,
547, 550, 552. We note at the outset that Complaint Counsel
offered the Bovitz Survey as supporting extrinsic evidence only in

'* Commissioner Ohlhausen believes that the qualifying language in some
of the exhibits requires extrinsic evidence before finding implied claims. See
Commissioner Ohlhausen’s Concurring Statement.
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the context of the testimony of its rebuttal witness, Dr. Stewart.
Stewart, Tr. 3205-21; 3241-42.

In  determining whether a consumer survey is
methodologically sound, we consider whether the survey “draws
valid samples from the appropriate population, asks appropriate
questions in ways that minimize bias, and analyzes the results
correctly.”  Thompson Med. Co., 104 F.T.C. at 790. The
Commission does not require methodological perfection before it
will rely on a copy test or other type of consumer survey, but
looks to whether such evidence is reasonably reliable and
probative. See Stouffer Foods Corp., 118 F.T.C. at 807; Bristol-
Myers Co., 85 F.T.C. at 743-44, 744 n.14. Flaws in the
methodology may affect the weight that is given to the results of
the survey. See Stouffer Foods Corp., 118 F.T.C. at 807-08.

We agree with the ALJ’s conclusion that the Bovitz study is
not particularly persuasive. The ALJ concluded that the Bovitz
Survey’s conclusions on consumers’ interpretations of billboard
messages are entitled to little weight for assessing whether the
print advertisements at issue in this case conveyed the alleged
claims. ID at 223. The ALJ reasoned that even when the
billboard headlines appeared in the challenged print ads, the
billboard images did not include the additional text contained in
the print ads, such as references to scientific studies, that might
modify the message. 1d.

3. Respondents’ Intent

Finally, the ALJ rejected Complaint Counsel’s argument that
Respondents’ intent to make disease claims in their
advertisements should be considered in this matter as extrinsic
evidence that the claims were made. See ID at 216 (“This Initial
Decision need not, and does not, determine whether or not
Respondents intended to make the disease claims alleged in the
Complaint because the evidence is sufficient to conclude that
Respondents disseminated advertisements containing the alleged
claims, without regard to Respondents’ alleged intent.”). It is true
that a showing of intent to make a particular claim is not required
to find liability for violating Section 5. See, e.g., Chrysler Corp.
v. FTC, 561 F.2d 357, 363, 363 n.5 (D.C. Cir. 1977); Novartis
Corp., 127 E.T.C. at 683; Kraft, Inc., 114 F.T.C. at 121. But itis
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also well established that a showing that an advertiser intended to
make particular claims can help demonstrate that the alleged
claim was in fact conveyed to consumers. See Telebrands Corp.,
140 F.T.C. at 304 (concluding that ‘“ample evidence that
respondents intended to convey the challenged claims” provided
further support for the conclusion that advertisements made the
alleged claims); Novartis Corp., 127 F.T.C. at 683 (“evidence of
intent to make a claim may support a finding that the claims were
indeed made”); Thompson Med. Co., 104 F.T.C. at 791.

Here, we only consider whether Respondents intended to
make the disease claims challenged by Complaint Counsel in their
advertisements; whether Respondents intended to make claims
about general health benefits in their advertisements is not
relevant to our analysis.

We find that the record includes evidence of Respondents’
intent to make claims in their advertisements about the
Challenged POM Products’ effects on heart disease, prostate
cancer, and ED. For example, Mr. Resnick testified that POM
communicates to consumers the company’s “belief that
pomegranate juice is beneficial in treating some causes of
impotence, for the purpose of promoting sales of its product.”
IDF 1316 (citing CX1372 at 45 (S. Resnick, Tropicana Dep.)).
Separate creative briefs for POMx Pills, dated September 1 and 5,
2006, respectively, stated that their “main creative focus is
prostate cancer,” and that other versions of the creative brief
“should definitely focus on the other benefits of POM —
antioxidant, anti-aging, heart health, etc.” IDF 1327, 1328.
Although we rely principally on a facial analysis of the challenged
ads in determining their net impression, evidence of Respondents’
intent to convey claims about disease treatment and prevention
supports our reading of Respondents’ ads.

V. Respondents’ Disease Claims Are False or Deceptive

Having determined that a significant number of the
advertisements at issue on their face convey the claims challenged
by Complaint Counsel, we turn next to whether such claims are
false or likely to mislead consumers. There are two analytical
routes by which Complaint Counsel can prove that Respondents’
ads are deceptive or misleading, and both arise in this case.
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The first is to demonstrate that the claims in the ads are false.
See Thompson Med. Co., 104 F.T.C. at 818-19. In this case, the
claims that Complaint Counsel alleges are false are Respondents’
establishment claims. These claims may be deemed false where
Respondents represent expressly or implicitly that there is clinical
proof that the Challenged POM Products treat, prevent or reduce
the risk of heart disease, prostate cancer, or ED but Respondents
lacked such proof at the time the representations were made. If
Respondents do not have such clinical proof, Respondents’
establishment claims are false. See, e.g., Removatron Int’l Corp.,
111 F.T.C. 206, 297-99 (1988) (“If an advertisement represents
that a particular claim has been scientifically established, the
advertiser must possess a level of proof sufficient to satisfy the
relevant scientific community of the claim’s truth.”), aff’d, 884
F.2d 1489 (1st Cir. 1989); Sterling Drug, 102 E.T.C. 395, 762
(1983) (“when an advertiser represents in its ads that there is a
particular level of support for a claim, the absence of that support
makes the claim false™).

The second approach is through the “reasonable basis” theory,
which Complaint Counsel asserts with regard to the efficacy
claims in Respondents’ ads. This theory rests on the principle that
an objective claim about a product’s performance or efficacy
carries with it an express or implied representation that the
advertiser had a reasonable basis of support for the claim.
Thompson Med. Co., 104 F.T.C. at 813 n.37. “Consumers find
these representations of support to be important in evaluating the
reliability of the product claims. Therefore, injury is likely if the
advertiser lacks support for the claims.” Id. For that reason,
“[t]he reasonable basis doctrine requires that firms have
substantiation before disseminating a claim.”  Substantiation
Statement, 104 F.T.C. at 840. To determine what constitutes a
reasonable basis, the Commission considers the “Pfizer factors,”
which are factors relevant to the benefits and costs of developing
substantiation for the claim. See In re Pfizer Inc., 81 F.T.C. 23
(1972); Substantiation Statement, 104 F.T.C. at 840 (the
“determination of what constitutes a reasonable basis depends . . .
on a number of relevant factors relevant to the benefits and costs
of substantiating a particular claim ...[including,] the type of
claim, the product, the consequences of a false claim, the benefits
of a truthful claim, the cost of developing substantiation for the
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claim, and the amount of substantiation experts in the field believe
is reasonable”).

In the Initial Decision, the ALJ recognized that both the falsity
of the establishment claims and the lack of a reasonable basis for
Respondents’ efficacy claims involved questions of the level of
substantiation that Respondents needed to possess. He further
recognized that the experts who testified in this case explained
that they would find the establishment and efficacy claims to be
properly supported with the same level of evidence. See ID at
243. Thus, the ALJ consolidated his analysis of the establishment
and efficacy claims and appears to have applied the Pfizer factors
to both types of claims when he evaluated the expert testimony.
See id. at 243-44. To the extent that the ALJ’s approach may be
interpreted as applying the Pfizer factors to determine the level of
substantiation necessary to support the establishment claims, we
do not adopt the analysis. Removatron Int’l Corp., 111 F.T.C. at
297 (“[I]f the ad . . . implies a particular level of substantiation to
reasonable consumers, application of the Pfizer factors is not
required.”); Thompson Med. Co., 104 F.T.C. at 821-22 n.59;
Bristol-Myers, 102 F.T.C. at 321, 331.

The ALJ also failed to differentiate the opinions and testimony
of the expert witnesses regarding the particular claims that they
were addressing. The ALJ correctly recognized that the level of
evidence “required to support a claim depends on the claim being
made.” IDF 688 (citing Stampfer, Tr. 830-31; Miller, Tr. 2195,
2210). See also PX0206 at 11 (Miller Expert Report) (“whether
clinical science is necessary to substantiate a particular claim
would vary according to the strengths of the basic science and the
particular claim”). Yet, the ALJ appears to have relied on expert
testimony about the level of substantiation necessary for broad,
generalized health and nutritional benefits when he determined
the level of substantiation needed to address the specific disease
treatment, prevention and risk reduction claims at issue in this
case. Our review of the record leads us to conclude that, to the
extent the ALJ did so, his conclusions are not properly supported.

Throughout this case, Respondents have argued that their
scientific studies of the Challenged POM Products support claims
about broad health benefits, which may contribute to a reduced
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risk of disease.'” Thus, within the category of claims related to
disease risk reduction, Respondents would include general dietary
recommendations and qualified claims regarding any health
benefits of food, which they contend are equivalent to the
representations made in their ads.

The starting point for Respondents’ experts was the position
that Respondents put forward on ad interpretation, namely that the
challenged ads convey only that the Challenged POM Products
generally promote good health. As a result, Respondents’ experts
provided opinions regarding the level of science needed to
substantiate claims about general health benefits, testifying that
lower levels of substantiation — for instance, the totality of the
evidence, including basic science and pilot studies — are
sufficient. See PX0025 at 5 (Ornish Expert Report) (“Taken as a
whole, the scientific evidence from basic science studies, animal
research, and clinical trials in humans indicates that pomegranate
juice in its various forms . . . is likely to be beneficial in
maintaining cardiovascular health and is likely to help reduce the
risk of cardiovascular disease.”); PX0192 at 9, 11 (Heber Expert
Report) (“It is not appropriate to require the use of double-blind
placebo-controlled studies for evaluating the health benefits of
foods that have been consumed for their health benefits for
thousands of years” and “the body of research on pomegranate
juice and extract, revealing how they act in the body, provides
support for potential health benefits for heart disease, and prostate
cancer.”); PX0149 at 6-7 (Burnett Expert Report) (“[T]he basic
scientific and clinical evidence is sufficient to support the use of
pomegranate juice as a potential benefit for vascular blood flow
and the vascular health of the penis. . . . It is also my opinion that
further such studies as double blinded, placebo-based tests are not
required before permitting this information to be given to the
public.”); PX0189 at 3 (Goldstein Expert Report) (“[P]hysicians

15 See, e.g., RAns at 5 (“[TThe gist of these ads — their ‘net effect’” — is to
convey the idea that POM’s Products are natural foods high in health-
enhancing antioxidants, much like other healthy foods, such as broccoli and
blueberries, which may improve one’s odds of staying in good health but are
not medicine to prevent or treat disease.”); RA at 26 (“What, then, do the
statements in POM’s advertisements mean? The plain reading of these
messages is that the high antioxidant content of POM juice is likely a good
thing, because it can help promote healthy functioning of various natural
processes in the body.”).
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who treat patients concerned with erectile health would not hold
pomegranate juice to the standards of safety and efficacy
traditionally required by the FDA for approval of a
pharmaceutical (including performance of large, double-blind,
placebo-controlled pivotal clinical trials) before recommending
pomegranate juice to their patients. The available body of
scientific literature — including in vitro, in vivo, and preliminary
clinical trials — strongly suggests that consuming pomegranate
juice promotes erectile health.”).

Yet, on cross-examination these experts revealed that even
they distinguish the type of evidence that would be necessary to
substantiate disease treatment, prevention or risk reduction claims,
which are precisely the type of the representations we conclude
are made in Respondents’ ads. See, e.g., IDF 684 (“Dr. Burnett
testified that the standard of substantiation is different for a
product that is directly associated as a treatment for erectile
dysfunction and for a product that claims to have helpful benefits
for or improves one’s erectile function.”); PX0192 at 40-41
(Heber Expert Report) (“To the extent [Complaint Counsel’s
expert] Dr. Stampfer claims that pomegranate juice and extract
have not been proven absolutely effective to treat, prevent, or
reduce the risk of heart disease and prostate cancer, I agree. But .
.. [1]n my expert opinion, there is credible scientific evidence that
pomegranate juice and pomegranate extracts have significant
health benefits for human cardiovascular systems . . . [and] the
following effects on prostate biology relevant to reducing the risk
of prostate cancer . . .”). Likewise, as the ALJ recognized, claims
regarding general health benefits for heart, prostate, or erectile
function are not the equivalent of claims to treat, prevent or
reduce the risk of heart disease, prostate cancer, and erectile
dysfunction. See ID at 282, 288, 289.'°

Similarly, Complaint Counsel’s experts, who testified that
RCTs would be necessary to support Respondents’ disease

'® This key distinction between general health benefit claims and disease
treatment, prevention or risk reduction claims is the basis for Commissioner
Ohlhausen’s Concurring Statement regarding what claims were made in a
number of Respondents’ advertisements. See Commissioner Ohlhausen’s
Concurring Statement Regarding Exhibit Claims.
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treatment and prevention claims, have explained that less rigorous
evidence may be sufficient to support some claims regarding
health or nutritional benefits of food. See IDF 637 (Dr. Stampfer
has made public health recommendations regarding diet that were
not supported by RCTs), 644-45 (Dr. Sacks testified that RCTs
are not necessary to test the benefit of food categories that are
included in a diet already tested in an RCT for the same benefit).

In fact, the testimony of experts called by both Complaint
Counsel and Respondents was consistent on this issue. They
acknowledged the differences in the level of substantiation that
would be necessary for general nutritional and health benefit
claims compared to the level of substantiation necessary for the
specific disease treatment and prevention claims at issue in this
case. See IDF 631 (citing Stampfer, Tr. 830-31) (explaining if the
claim does not imply a causal link, then evidence short of RCTs
may support that claim), 649 (explaining even if a product is safe
and might create a benefit, like a fruit juice, Dr. Eastham would
still require an RCT to justify claims that Respondents are
charged with making) (citing Eastham, Tr. 1325-31), 684 (“Dr.
Burnett testified that the standard of substantiation is different for
a product that is directly associated as a treatment for erectile
dysfunction and for a product that claims to have helpful benefits
for or improves one’s erectile function.”); Heber, Tr. 2145-47
(explaining that his prior testimony was that the totality of
evidence showed that the Challenged POM Products likely
reduced the risk in a “probabilistic sense” rather than “actual”; he
did not previously testify that the Challenged POM Products treat
prostate cancer, but rather they “help to treat” prostate cancer
because he would not opine that the Challenged POM Products
should substitute for conventional treatment); PX0206 at 11
(Miller Expert Report) (“an unqualified claim that the product has
been shown to slow the progression of PSA doubling times should
actually be supported by clinical evidence” whereas a “qualified
claim that POM products may be effective ... is reasonable” if
additional conditions are met, including there is “no suggestion”
that pomegranate alone can “absolutely prevent the disease™).

Although there is substantial expert testimony regarding the
level of support required for generalized nutritional and health
benefit claims, such evidence does not address the issue before us.
We need not determine the level of substantiation required to
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support all health claims, and we therefore decline to make such a
finding. We consider only the claims that, as found by the
Commission, Respondents made in this case — that the
Challenged POM Products treat, prevent or reduce the risk of
heart disease, prostate cancer, and ED, and that such claims are
scientifically established. The expert evidence was clear that
RCTs are necessary for adequate substantiation of these
representations.

Accordingly, we reject the ALJ’s conclusion that “RCTs are
not required to convey information about a food or nutrient
supplement where . . . the safety of the product is known; the
product creates no material risk of harm; and the product is not
being advocated as an alternative to following medical advice.”
See ID at 243. Other than to endorse the Commission’s prior
statements that health claims in food advertising be supported by
“competent and reliable scientific evidence,”'” we do not reach
the issue regarding the level of substantiation for other
unspecified health claims involving food products. We simply
reject the ALJ’s findings and conclusions regarding any health
benefits not specifically challenged in the Complaint.

Just as we limit our findings to the specific disease treatment
and prevention claims that are before us, we also reject the ALJ’s
determination that the level of substantiation needed to support
representations that a product treats, prevents or reduces the risk
of disease varies according to whether the advertiser offers the
product as a replacement for traditional medical care. See ID at
243. Again, we address only the level of substantiation needed to
support the claims that are at issue in this case and do not address
hypothetical claims.

7 «qClompetent and reliable scientific evidence’ has been more
specifically defined in Commission orders addressing health claims for food
products to mean: tests, analysis, research, studies or other evidence based on
the expertise of professionals in the relevant area, that have 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.” FTC Enforcement Policy Statement on Food Advertising, (1994),
available at  http://www.ftc.gov/bep/policystmt/ad-food.shtm  (citing
Gracewood Fruit Co., 116 F.T.C. 1262, 1272 (1993); Pompeian, Inc., 115
F.T.C. 933, 942 (1992)) (“Food Advertising Statement”).
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A. Claims That Are False

We turn next with more specificity to Respondents’ claims
that are alleged to be false. According to the Complaint, and as
we found above, Respondents have represented that “clinical
studies, research, and/or trials prove” that the Challenged POM
Products treat, prevent or reduce the risk of heart disease, prostate
cancer, and ED. Compl. qq 12, 14, 16. When “ads contain
express or implied statements regarding the amount of support the
advertiser has for the product claim . . . , the advertiser must
possess the amount and type of substantiation the ad actually
communicates to consumers.”'® Substantiation Statement, 104
F.T.C. at 839. Moreover, “[i]f an advertisement represents that a
particular claim has been scientifically established, the advertiser
must possess a level of proof sufficient to satisfy the relevant
scientific community of the claim’s truth.” See Thompson Med.
Co., 104 F.T.C. at 821-22 n.59; Removatron Int’l Corp., 111
F.T.C. at 297.

Because Complaint Counsel bears the burden of showing that
these claims are false, Thompson Med. Co., 104 F.T.C. at 818-19,
Complaint Counsel must demonstrate that Respondents did not
have the amount and type of substantiation they claimed to have
had. See Sterling Drug, 102 F.T.C. at 762; Thompson Med. Co.,
791 F.2d at 194. To meet this burden, Complaint Counsel must
establish the standards that clinical studies, research, or trials must
meet to pass muster in the view of the relevant scientific and
medical communities as support for the claims Respondents were
making, and then show that the studies Respondents possessed did
not meet those standards. If Respondents do not possess the level
of clinical studies, research, or trials demanded by those scientific
and medical communities, then Respondents’ claims of clinical
proof are false. See, e.g., Sterling Drug, 102 F.T.C. at 762

18 As noted above, for these establishment claims, unlike efficacy claims,
we need not perform an evaluation of the various factors set out in Pfizer to
establish the appropriate level of substantiation because the ads themselves
make express or implied substantiation claims. We simply hold Respondents
to the level of substantiation that the ads claim. “We treat such claims like any
other representations contained in the ad. We verify that it is reasonable to
interpret the ad as making them, that the claims were material, and that they are
false. If so, they are deceptive under Section 5(a) of the FTC Act.” Thompson
Med. Co., 104 F.T.C. at 821-22 n.59.
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(“[W]hen an advertiser represents in its ads that there is a
particular level of support for a claim, the absence of that support
makes the claim false.”).

Based on our review of the entire record, we conclude that a
higher level of substantiation 1is necessary to support
Respondents’ establishment claims than what the ALJ found. The
ALJ found that experts in the relevant fields would require
“competent and reliable evidence [that] must include clinical
studies although not necessarily RCTs” to support Respondents’
claims. See ID at 253. We disagree. The Commission finds that
experts in the relevant fields would require RCTs (i.e., properly
randomized and controlled human clinical trials described in more
detail below) to establish a causal relationship between a food and
the treatment, prevention, or reduction of risk of the serious
diseases at issue in this case.

To determine the standards that the relevant scientific and
medical communities would demand, we review the testimony of
expert witnesses qualified in the fields of heart disease, prostate
cancer, and ED. The Commission finds that the preponderance of
the credible expert testimony establishes that the level of
substantiation experts in the field would consider necessary to
support Respondents’ establishment claims — that clinical studies,
research, or trials prove that the Challenged POM Products treat
and prevent or reduce the risk of heart disease, prostate cancer, or
ED - is RCTs. Cf. Thompson Med. Co., 104 F.T.C. at 821
(finding the standard generally adhered to by the medical
scientific community for testing the efficacy of a drug is well-
controlled clinical tests (or RCTs)).  Here, Respondents’
advertisements on their face convey the net impression that
clinical studies or trials show that a causal relation has been
established between consumption of the Challenged POM
Products and its efficacy to treat, prevent or reduce the risk of the
serious diseases in question. The record testimony in this case
indicates that experts in the fields of heart disease, prostate
cancer, and ED would find that causation has been shown only if
RCTs have been conducted and the appropriate data demonstrates
that each study’s hypothesis has been fully supported. See
CX1293 at 8, 9 (Stampfer Expert Report) (observational studies
“typically cannot confirm causality” and “best evidence of a
causal relationship between a nutrient or drug . . . and a disease
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outcome in humans is a randomized, double blind, placebo-
controlled, clinical trial”’); IDF 639 (stating Dr. Sacks testified that
most scientists in the fields of nutrition, epidemiology and the
prevention of disease believe RCTs “are needed to constitute
reliable evidence that an intervention causes a result”); IDF 687
(explaining Dr. Goldstein testified that “RCTs are considered the
criterion standard for determining causality”); accord Federal
Judicial Center, Reference Manual on Scientific Evidence 218 (3d
ed. 2011) (“[r]andomized controlled experiments are ideally
suited for demonstrating causation”). That is, we find that RCTs
are required to substantiate Respondents’ disease claims because
it is necessary to isolate the effect of consuming the Challenged
POM Products on the incidence of the disease, and the expert
testimony revealed that only RCTs can isolate that effect.

As discussed previously, our conclusion differs from that of
the ALJ in that the ALJ relied on expert testimony describing the
level of substantiation that would support general claims of
“health benefits” associated with the consumption of the
Challenged POM Products, rather than focusing on the expert
testimony about the level of substantiation needed to support the
specific disease treatment and prevention claims that are
conveyed by Respondents’ ads. See ID at 222. The ALJ
recognized that “claims of efficacy can be made only when a
causal relationship with human disease is established by
competent and reliable scientific evidence.” Id. at 247. Yet, the
ALJ nonetheless relied on expert testimony addressing health
benefit claims that do not assert a causal relationship to conclude
that clinical evidence that is less than RCTs would support
Respondents’ claims. See id. at 247 (relying on IDF 631
(explaining public health recommendations that are not based on
causation could be supported by evidence other than RCTs)). We
find that the ALJ’s conclusion that clinical evidence that is less
than RCTs would substantiate Respondents’ disease treatment,
prevention, and risk reduction claims is not supported by the
record.

Based on the expert testimony, we also find that the RCTs
necessary to substantiate the serious disease claims made by
Respondents share several essential attributes. First, to show the
efficacy of the Challenged POM Products to treat, prevent or
reduce the risk of disease, experts in the field would require the
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studies or trials to show causation, which would require the trial
to be well-controlled. See, e.g., CX1293 at 8-10 (Stampfer
Expert Report); CX1291 at 11 (Sacks Expert Report); cf. Burnett,
Tr. 2260-62 (discussing well-controlled studies to be validated by
FDA). “A controlled study is one that includes a group of patients
receiving the purported treatment . . . and a control group . ... A
control group provides a standard by which results observed in the
treatment group can be evaluated. A control group allows
investigators to distinguish between real effects from the
intervention, and other changes, including those due to the mere
act of being treated (‘placebo effect’), the passage of time, change
in seasons, other environmental changes, and equipment
changes.” IDF 611 (citations omitted).

Second, subjects should be randomly assigned to the test and
control groups. Randomization “increases the likelihood that the
treatment and control groups are similar in relevant
characteristics, so that any difference in the outcome between the
two groups can be attributed to the treatment . . . [and] also
prevents the investigator from . . . introduc[ing] bias into the
study.” IDF 612.

Third, for clinical studies or trials to prove that the Challenged
POM Products treat, prevent or reduce the risk of heart disease,
prostate cancer, or ED, the studies need to examine variables that
are known to be predictive of or measure the incidence of the
disease. That is, the studies or trials need to examine disease
endpoints or validated surrogate markers that “have been shown
to be so closely linked to a direct endpoint that a change in the
surrogate marker is confidently predictive of a change in the
disease.” IDF 621. Validated measures or assessment tools are
those that have been established as reliable through rigorous
assessments. IDF 621. Study results affecting variables that are
not confidently predictive of a change in the incidence of disease
do not prove that the Challenged POM Products treat, prevent or
reduce the risk of the particular diseases.

Fourth, the testimony indicates that the scientific and medical
communities would require that results of the trial be statistically
significant to demonstrate that clinical studies prove that the
tested product treats or prevents disease. IDF 616 (citing CX1291
at 12-13 (Sacks Expert Report); Burnett, Tr. 2269) (“If the results
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of the treatment group are statistically significant from those of
the control group at the end of the trial, it can be concluded that
the tested product is effective.”) (emphasis added), 618 (citing
CX1291 at 12 (Sacks Expert Report); Eastham, Tr. 1273; Ornish,
Tr. 2368; Melman, Tr. 1102-03) (explaining statistical
significance means that differences are not due to chance or other
causes). Moreover, the population from which the groups draw
must be appropriate for the purposes of the study. See CX1287 at
12, 15 (Eastham Expert Report) (explaining that in a prostate
cancer prevention trial the appropriate population would involve
healthy men having no sign of prostate cancer, whereas in a
prostate cancer treatment trial, the appropriate sample population
would depend on the stage of the disease targeted by the study).

Fifth, the clinical trials should be double-blinded when
feasible. Blinding refers to steps taken to ensure that neither the
study participants nor the researchers conducting the outcome
measurements are aware of whether a patient is in the active
group or the control group. IDF 614. Double blinding, which is
the blinding of both the subjects and investigators, is optimal to
prevent bias arising from actions of the subjects or investigators.
IDF 615. The expert testimony revealed in some instances that it
may not be possible to conduct blinded clinical trials of food
products. In that regard, the experts in the field might demand
different well-controlled human clinical trials of foods than they
would expect in other areas. The expert testimony in this case
indicated that, for clinical tests involving food, participants in the
study may be able to determine the products that they are
consuming.'”” See IDF 641; Sacks, Tr. 1435-36 (describing
controlled study testing low sodium diet in which subjects were
able to taste the saltiness of the diet); Ornish, Tr. 2328-29, 2356;
Goldstein, Tr. 2600-01. In such cases, there may be some
flexibility in the double-blind requirement when determining

' This testimony is consistent with the FDA’s “Guidance for Industry:
Evidence-Based Review System for the Scientific Evaluation of Health Claims
- Final,” available at
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/Guidan
ceDocuments/FoodLabelingNutrition/ucm073332.htm, which states: “When
the substance is a food, it may not be possible to provide a placebo and
therefore subjects in such a study may not be blinded. Although the study may
not be blinded in this case, a control group is still needed to draw conclusions
from the study.”
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whether a well-controlled human clinical trial satisfies the
standard that experts in the field would consider support for
particular claims for food. Although we note that Respondents
submitted several studies with pomegranate juice that were
described as double blind RCTs,*® and we recognize that double-
blinding would lend more credence to a clinical trial, we
acknowledge that blinding of subjects may not always be feasible
for the reasons stated above. We note, however, that clinical trials
involving products such as the POMx pills should not face these
types of blinding challenges.

Respondents argue that they should not be required to meet
“an impossibly high and legally untenable standard of dispositive
proof through the clinical studies” that their products treat,
prevent or reduce the risk of disease in order to provide
substantiation for their claims. RA at 30. We reject Respondents’
argument. Respondents’ ads convey a net impression that
scientific and medical evidence support their representations. We
are simply holding Respondents to their claims by requiring the
standard by which the scientific and medical communities would
accept their claims of efficacy. We do not impose a standard
requiring ““dispositive” proof; rather we require the scientific
standard for proof, which demands statistically significant results
on a metric that is recognized as a valid marker for the particular
disease in a controlled human clinical study. According to the
expert testimony, statistical significance with a p-value that is less
than or equal to 0.05 is the recognized standard to show that a
study’s hypothesis has been proven. IDF 618. This is the level of
“proof” that Respondents’ must possess.

Respondents further argue that statistically significant proof
requires studies that are too large and costly. The response to this
argument is twofold. First the need for RCTs is driven by the
claims Respondents have chosen to make (i.e., establishment
claims about a causal link between the Challenged POM Products
and the treatment or prevention of serious diseases). Second, the
requisite size of a clinical trial — the number of subjects required
for an appropriately designed study — is guided by several factors,
including the need to produce both clinically and statistically

2 See, e.g., IDF 808-818 (Ornish MP study), 849-859 (Ornish CIMT
study), 872-883 (Davidson CIMT study), 941-943 (Heber/Hill Diabetes study).
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significant results. See, e.g., CX1287 at 15 (Eastham Expert
Report) (explaining that clinical and statistical significance for a
prostate cancer treatment trial may require a sample population
that involves hundreds to thousands of men). A large number of
participants is not always necessary, however. RCTs differ
widely in size, depending, in part, on what the study is trying to
show. If, despite a relatively small size, a well-conducted RCT
produces significant results, then the study would constitute
evidence of efficacy that would provide the substantiation that
experts would accept. The main limitation of smaller studies is
that it may prove difficult to detect real differences between the
active and control substances, because sampling variance is
inversely related to sample size. Cf. CX1338, in camera (Padma-
Nathan, Dep. at 108-09) (larger number of participants may have
helped Forest/Padma-Nathan study achieve overall statistical
significance). Smaller studies may require a large difference in
outcomes between the two arms of a clinical trial to produce
statistically significant results. Thus, designers of clinical studies
have a natural incentive to make them as large as possible.

Similarly, Respondents argue that it is improper to impose the
testing standards for drugs on food products. We do not impose
such standards in this case. Although the Commission does not
enforce federal drug approval requirements, we note at the outset
that our sister federal agency, the Food and Drug Administration,
promulgates and enforces regulations regarding investigational
new drug approvals, and that those regulations require multiple
phases of clinical trials that collectively represent different — and
considerably greater — substantiation than the RCTs required
here.”  We note too, that FDA regulations separately require
FDA approval of health claims made on behalf of food products,
and that approval of such claims requires the submission of well-
designed scientific evidence.”” Respondents’ representations

*! See, e.g., 21 CFR §§ 312.21-23 (regarding three phases of clinical trials
for investigational new drug applications for products not previously tested,
where both Phase 2 and Phase 3 trials comprise clinical studies of
effectiveness).

2 See, e.g., 21 CFR § 101.14(c) (validity requirement for food health
claims); see also FDA, Guidance for Industry: Evidence-Based Review System
for the Scientific Evaluation of Health Claims, available at
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/Guidan
ceDocuments/FoodLabelingNutrition/ucm073332.htm.
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claim clinical proof of efficacy for treating, preventing, or
reducing the risk of serious diseases (two of which are potentially
fatal). Nonetheless, the Commission’s determination that experts
in the field would require RCTs to support Respondents’ health
claims does not require the FDA standard of proof for drugs.

1. Evidence Regarding Substantiation for Heart Disease
Claims

We find that the greater weight of credible expert testimony
establishes that experts in the field of heart disease would require
RCTs to support Respondents’ claims that clinical studies
establish that the Challenged POM Products treat, prevent or
reduce the risk of heart disease. Complaint Counsel’s expert, Dr.
Frank Sacks, testified that to show that clinical studies, research,
or trials prove that a product treats, prevents or reduces the risk of
heart disease, it is necessary to rely on appropriately analyzed
results of “well-designed, well-conducted, randomized, double-
blinded, controlled human clinical studies (RCTs).” CX1291 at
10-11 (Sacks Expert Report). Dr. Sacks also opined that the
findings of the studies must be statistically significant; the results
must demonstrate significant changes in valid surrogate markers
of cardiovascular health that are recognized by the FDA or
experts in the field, such as blood pressure, LDL cholesterol, C-
reactive protein, HDL cholesterol, and triglycerides. IDF 711,
712, 761-63, 765-66. Similarly, Dr. Meir Stampfer, another
expert witness for Complaint Counsel, testified that scientists in
the fields of clinical trial epidemiology and the prevention of
cardiovascular disease would believe that randomized, double-
blind, placebo-controlled studies are needed to show that products
such as POM Juice, POMx Pills, and POMx Liquid can prevent,
reduce the likelihood of, or treat cardiovascular disease because a
well-controlled clinical trial is necessary to establish a causal
inference. Stampfer, Tr. 717-18.

Respondents’ experts, Dr. David Heber and Dr. Dean Ornish,
testified that the preponderance of scientific evidence from basic
scientific studies, animal research, and human clinical trials
reveals that pomegranates are likely to be beneficial in
maintaining cardiovascular health and are likely to help reduce the
risk of cardiovascular disease. IDF 954, 959. Yet, as we
previously observed, Respondents’ experts generally do not
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address the specific heart disease claims alleged in the Complaint.
For example, Dr. Ornish only addressed whether RCTs would be
necessary “to test and substantiate health claims of something like
pomegranate juice.” Ornish, Tr. 2329. He did not specifically
address whether in vitro and animal studies could provide support
for claims that a product treats, prevents or reduces the risk of
heart disease. Similarly, Dr. Heber testified about “the juice’s
ability to promote health” when he explained that experts would
look at the totality of science rather than requiring RCTs as the
only acceptable evidence. Heber, Tr. 1948-49; see also PX0192
at 9, 40 (Heber Expert Report) (explaining “[i]t is not appropriate
to require the use of double-blind placebo-controlled studies for
evaluating the health benefits of foods . . .” and “there is credible
scientific evidence that pomegranate juice and pomegranate
extracts have significant health benefits for human cardiovascular
systems, including: 1) decreases in arterial plaque; 2) lowering of
blood pressure; and 3) improvement of cardiac blood flow”)
(emphasis added).

Based on our evaluation of this evidence, we conclude that the
expert testimony establishes that to support claims that clinical
studies prove that the Challenged POM Products treat, prevent or
reduce the risk of heart disease, experts in the field of heart
disease would require RCTs.

Respondents have sponsored several in vitro and in vivo
animal studies to examine the effect of the Challenged POM
Products on cardiovascular health. The ALJ considered 13 in
vitro and in vivo studies and made findings regarding the results
of the studies, as well as the expert witnesses’ assessments of the
studies. See IDF 732-55. We adopt the ALJ’s findings on this
basic science and the preclinical studies regarding cardiovascular
health. As Judge Chappell observed, experts for both Complaint
Counsel and Respondents acknowledge that some of
Respondents’ in vitro studies have shown pomegranate juice’s
favorable effects on particular mechanisms involved in
cardiovascular disease, see IDF 745, 746, but experts for both
sides also acknowledged that in vitro and animal studies do not
provide reliable scientific evidence of what effects a treatment
will have inside the human body. IDF 752, 753. Thus, while the
basic research possessed by Respondents is part of the totality of
evidence that must be examined, we conclude, similar to the ALJ,
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that experts in the field would agree that Respondents’ in vitro
and animal studies need to be replicated in humans to show an
effect on preventing or treating a disease and therefore do not
provide adequate substantiation for Respondents’ heart disease
claims alleged in the Complaint. IDF 755.

The Complaint alleges that Respondents claim that clinical
studies, research, or trials prove that the Challenged POM
Products treat, prevent or reduce the risk of heart disease by (1)
lowering blood pressure; (2) decreasing arterial plaque; and/or (3)
improving blood flow to the heart. The Initial Decision
methodically examines in detail Respondents’ ten published
clinical studies and several unpublished clinical studies on
humans regarding the effect of the Challenged POM Products on
cardiovascular health. See IDF 756-947; ID at 256-69. For each
study, the ALJ describes the methodology, including any
shortcomings in design, as well as the results. The ALJ also
describes the expert testimony regarding each study. After
evaluating each study in detail, Judge Chappell concludes that
these studies “do[] not provide competent and reliable scientific
evidence to support claims that the Challenged POM Products
treat, prevent, or reduce the risk of heart disease.” IDF 786
(Aviram ACE/BP Study), 804 (Aviram CIMT/BP Study), 848
(Ornish MP Study), 868 (Ornish CIMT Study), 900 (Davidson
CIMT Study), 914 (Davidson BART/FMD Study), 938 (Denver
and San Diego Overweight Studies), 947 (Diabetes Studies).

For Respondents’ claims that the Challenged POM Products
lower blood pressure, the ALJ describes and evaluates the Aviram
ACE/BP Study, see IDF 774-86, and the Aviram CIMT/BP Study,
see IDF 787-804, and examines the results of five other studies
that measured blood pressure as part of the protocol. The ALIJ
concludes that the expert testimony regarding the Aviram
ACE/BP Study and Aviram CIMT/BP Study is conflicting, but
“[t]he greater weight of the persuasive expert testimony on the
studies sponsored by Respondents measuring blood pressure
demonstrates that the scientific evidence relied upon by
Respondents is not adequate to substantiate a claim that the
Challenged POM Products treat, prevent, or reduce the risk of
heart disease through reducing blood pressure, or that clinical
studies show the same.” ID at 259.
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With respect to claims that the Challenged POM Products
reduce arterial plaque, the ALJ describes and evaluates the
Aviram CIMT/BP Study, see IDF 787-804, the Davidson CIMT
Study, see IDF 869-900, and the Ornish CIMT Study, see IDF
849-68. Again, the ALJ concludes that “[t]he greater weight of
the persuasive expert testimony on the studies sponsored by
Respondents measuring CIMT demonstrates that the scientific
evidence relied upon by Respondents is not adequate to
substantiate a claim that the Challenged POM Products treat,
prevent, or reduce the risk of heart disease through reducing
arterial plaque, or that clinical studies show the same.” ID at 265.

For Respondents’ claims that the Challenged POM Products
improve blood flow, the ALJ describes and evaluates the Ornish
MP Study, see IDF 805-48. Here, the ALJ concludes that “[t]he
greater weight of the persuasive expert testimony on the Ornish
MP Study demonstrates that the scientific evidence relied upon by
Respondents is not adequate to substantiate a claim that the
Challenged POM Products treat, prevent, or reduce the risk of
heart disease through improving blood flow, or that clinical
studies show the same.” ID at 269.

The ALJ also describes and evaluates additional clinical
studies regarding heart disease. The ALJ considers the Denver
Overweight Study, see IDF 915-23, 934-36; the San Diego
Overweight Study, see IDF 924-33; the Rock Diabetes Study, see
IDF 939-40, 944; and the Heber/Hill Diabetes Studies, see IDF
941-47. Again, the ALJ concludes that the studies do not provide
scientific evidence to substantiate a claim that the Challenged
POM Products treat, prevent or reduce the risk of heart disease.

We rely on the ALJ’s detailed findings regarding each of the
studies. Indeed, Respondents do little on appeal to contest the
ALJ’s findings regarding the particular clinical studies regarding
cardiovascular health and heart disease. Instead, Respondents
urge us only to overlook particular shortcomings of some of the
studies in order to conclude that Respondents possess adequate
substantiation for their claims. See RR at 7-10. We do not find
Respondents’ arguments persuasive and we agree with the ALJ’s
conclusions that each study fails to provide substantiation for
Respondents’ claim that clinical evidence proves that the
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Challenged POM Products treat, prevent or reduce the risk of
heart disease.

In particular, Respondents encourage us to focus on the
improved measurements of blood pressure and arterial plaque in
the Aviram ACE/BP and Aviram CIMT/BP studies rather than
focus on the small size of the studies. RR at 7-8. Yet, the
criticism of the studies is not limited to their size. In the Aviram
ACE/BP study, ten elderly, hypertensive patients drank 50 ml of
pomegranate concentrate daily for two weeks. IDF 774. The
study was unblinded and had no control group. Instead, each
patient’s “before” measures were compared to the “after”
measures. IDF 776. Expert testimony criticized the study
because the sample size was too small to provide reliable
evidence that the observed effects would be generally applicable
to a larger population; the two-week period was too short to
provide evidence that the improvements would last; one of the
measured endpoints (angiotensin converting enzyme (ACE)
activity) is not a validated surrogate marker of cardiovascular
disease; and the lack of a control group meant that it is not
possible to conclude that consumption of the pomegranate
concentrate was the cause of reported improvements in blood
pressure levels. IDF 780-81.

Similarly, in the Aviram CIMT/BP study, a group of ten
patients with severe carotid artery stenosis drank up to 50 ml of
concentrated pomegranate juice daily for one year, and five
continued doing so for three years. A second group of nine
patients did not consume pomegranate juice and acted as a control
group. IDF 790. Respondents emphasize that the study found
that members of the group that drank pomegranate juice
consumption experienced, after one year, a reduction in carotid
intima-media thickness (CIMT) by up to 30% and statistically
significant reductions in systolic blood pressure. IDF 791, 794.
Expert testimony regarding the study explained, however, that “a
qualified scientist would not be able to conclude with any
credibility that the Aviram CIMT/BP Study’s reported
improvements in the treatment group were caused by their
consumption of pomegranate juice and not some other factor
because of the lack of a randomized, placebo-controlled group;
the fact that the patients in the active and control groups received
different treatment; the small sample size, and the lack of any
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between-group statistical analysis.” IDF 798. Even one of
Respondents’ experts conceded the study was “not at all
conclusive, the study suggests a benefit.” IDF 802 (quoting Dr.
Ornish). We find that the limitations of the Aviram ACE/BP and
Aviram CIMT/BP studies go beyond the small sample size. As
discussed above, there are several ways in which these two studies
do not satisfy the criteria for well-controlled, well-designed
clinical studies that are necessary to demonstrate that a product
treats, prevents or reduces the risk of heart disease.

Regarding the specifics of the Davidson CIMT Study,
Respondents argue that the Study should be recognized for the
positive results for patients at the 12-month mark despite the lack
of positive results for the patient group at 18 months. RR at 9.
Respondents argue that “[a]lthough these results were not
replicated at 18 months for the entire patient group, . . . the most
likely explanation for the drop-off was the fact that patients may
have stopped following the protocol of drinking POM Juice.” Id.
We reject Respondents’ arguments. First, “[a]dherence to study
product consumption was assessed at each visit by reviewing
daily consumption diaries maintained by the subjects.” IDF 876.
Second, while the Study reported the 12-month results, those
results were not the basis for any conclusions. See IDF 878
(explaining, for instance, “anterior and posterior wall CIMT
values and progression rates did not differ significantly between
treatment groups at any time”). Moreover, peer reviewers of the
study considering the study for publication concluded “it was a
negative study.” IDF 880, 881-82, 883. We do not find that the
12-month results of the Davidson CIMT Study provide evidence
on which experts in the field of heart disease would rely to
establish that there is clinical proof that the Challenged POM
Products treat, prevent or reduce the risk of heart disease.

Respondents also argue that the Ornish MP Study provides
substantiation for the heart disease claims because the Ornish MP
study found that POM Juice caused a statistically significant 35%
improvement in blood flow to the heart. Respondents emphasize
the testimony of Dr. Ornish that blood flow to the heart is the
“bottom line” when it comes to heart disease, and Respondents
also point out that the “[s]cientists and clinicians routinely
consider biomarkers for heart disease other than the two officially
recognized by the FDA.” RR at 8. Respondents’ argument
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acknowledges that the Ornish MP Study does not provide
evidence that experts in the field of heart disease would accept as
support for claims that the Challenged POM Products treat,
prevent or reduce the risk of heart disease because the study does
not consider surrogate markers that are accepted as correlated to
heart disease. IDF 825. As a result, Respondents’ argument
recognizes the failure of the Ornish MP Study to provide evidence
of the issue that is before us. In addition, the Ornish MP Study
suffered from significant problems, including that data on all
patients was not reported; subjects in the placebo group did not
receive a placebo treatment; a group of patients were unblinded
before their test dates; the control group differed from the active
group at the outset of the study; and the study was ended after
three months even though it was designed to last for twelve
months. See IDF 819-824, 835-837, 843-845. Dr. Ornish
admitted many of the problems were not “optimal.” IDF 819. As
with the other studies, we conclude that the Ornish MP study does
not provide clinical proof of the Challenged POM Products’
efficacy for heart disease.

2. Evidence Regarding Substantiation for Prostate Cancer
Claims

We find that the expert testimony establishes that experts in
the field of prostate cancer would require RCTs to support
Respondents’ claims that clinical studies establish that the
Challenged POM Products treat, prevent or reduce the risk of
prostate cancer. Complaint Counsel’s experts, Dr. James Eastham
and Dr. Meir Stampfer, state that to support claims that the
Challenged POM Products prevent prostate cancer, or that they
have been clinically proven to do so, experts in the field of
prostate cancer would require at least one well-designed,
randomized, double-blind, placebo-controlled clinical trial
involving an appropriate sample population and endpoint. IDF
626, 648. Drs. Eastham and Stampfer also stated that at least one
well-designed, randomized, double-blind, placebo-controlled
clinical trial would be necessary to support claims that the
Challenged POM Products treat prostate cancer, or that they have
been clinically proven to do so. IDF 626, 648. Dr. Eastham
explained that the appropriate sample population for a cancer
prevention trial would involve healthy men, aged 50 to 65, who
have no sign of prostate cancer, and that the study must be
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conducted over a long enough period to see an effect over time.
IDF 1092-93. He also testified that “[t]he primary endpoint in a
prostate cancer prevention trial for measuring whether a product
has been effective is the prevalence or incidence of prostate
cancer between the treatment and placebo groups at the
conclusion of the study.” IDF 1089.

Respondents’ expert stated that in vitro and animal studies
provide evidence that the Challenged POM Products promote
prostate health. Dr. Jean deKernion testified that the Challenged
POM Products are beneficial to prostate health. IDF 1124. For
instance, Dr. deKernion testified that RCTs are not necessary to
substantiate “health benefit” claims for prostate health, but he did
not address the level of science needed for prostate cancer
treatment or prevention claims. See IDF 965; see also IDF 1126
(explaining deKernion testified there is a high probability that the
Challenged POM Products provide a special benefit to men with
detectable PSA after radical prostatectomy). Dr. David Heber
similarly provided an opinion that in vitro studies, animal studies,
and clinical evidence provide a strong scientific rationale for
claims that pomegranate juice promotes prostate “health.” See
PX0192 at 0027 (Heber Expert Report). Respondents’ experts did
not specifically address the claims alleged in the Complaint,
which we found Respondents to have made. Therefore, we find
that experts in the field of prostate cancer would require RCTs to
support Respondents’ claims that clinical studies establish that the
Challenged POM Products treat, prevent or reduce the risk of
prostate cancer.

Respondents had conducted four in vitro studies and four
animal studies relating to prostate cancer by 2009. IDF 1010. As
we have previously described, such studies are used to identify
potential biologic mechanisms and generate hypotheses for
studies in humans, IDF 594-97, and Respondents’ in vitro and
animal studies showed possible mechanism of action of
pomegranates in the prostate. See IDF 991-1017. But, as experts
for both Complaint Counsel and Respondents testified, the results
from in vitro and animal studies cannot always be extrapolated to
what the results would be in humans, so this evidence alone does
not provide clinical evidence that shows that the Challenged POM
Products treat, prevent or reduce the risk of prostate cancer. IDF
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1019 (describing opinions of Dr. Stampfer and Dr. Eastham),
1022 (describing opinion of Dr. deKernion), 1024.

Respondents also possessed two human clinical trials at the
time of the hearing before Judge Chappell. In the Initial Decision,
the ALJ makes detailed findings regarding the Pantuck Study,
IDF 1026-1069, 1086-1094, 1105-1127, and the Carducci Study.
IDF 1064-1085, 1096-1099, 1105-1127. We do not repeat the
ALJ’s detailed findings regarding the human clinical studies.
Based on his findings regarding each study, Judge Chappell
concluded “[t]here is insufficient competent and reliable scientific
evidence to support the conclusion that the Challenged POM
Products treat, prevent, or reduce the risk of prostate cancer or
that clinical studies, research and/or trials establish these effects.”
IDF at 1143.

We reach the same conclusions. We note that neither study
included a placebo-control group, see IDF 1037, 1068-69, so that
even though the studies found statistically significant results, one
cannot be sure that the effects observed in each study are
attributable to consuming the Challenged POM Products. IDF
1083 (“Dr. Carducci . . . testified that without a placebo, he cannot
be sure that the effect on [the observed outcome] in the Carducci
Study is attributable to POMx.”), 1087-88 (Dr. Stampfer and Dr.
Eastham testified that without a placebo control group in the
Pantuck Study, it is not possible to know whether the outcome
would have been observed in the patient group without receiving
the Challenged POM Products), 1096 (without a placebo control
group in the Carducci Study, it is not possible to conclude POMx
caused the change in outcome), 1114, 1118 (Dr. deKernion
testified that a control arm is not necessary for a “Phase II study
that is exploratory in nature,” but “without a placebo, one cannot
be certain that the effect on [outcome] seen in the Carducci Study
is attributable to POMXx.”).

Additionally, both the Pantuck Study and the Carducci Study
examined men who had been diagnosed with prostate cancer and
had been treated with a radical prostatectomy or other radical
treatment. Both studies used prostate specific antigen (PSA)
doubling time as the primary endpoint for measuring results. The
presence of detectable PSA after radical prostatectomy usually
indicates cancer is present. IDF 1041. There is conflicting expert



50 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 155

Opinion of the Commission

testimony regarding whether use of PSA doubling time is an
appropriate measure. See IDF 1059 (Dr. Pantuck stated “[i]t
remains controversial whether modulation of PSA levels
represents an equally wvalid clinical endpoint”); 1060-1063
(explaining an RCT examining another product found that PSA
levels changed for both the placebo and active groups, which
“suggests caution is required when using changes in PSA
[doubling time] as an outcome in uncontrolled trials); 1101-1104
(describing opinions of Drs. Eastham and Stampfer); 1105-1113
(describing assessments by Drs. deKernion and Heber). Yet,
experts for both Complaint Counsel and Respondents testified that
PSA doubling time is not an accepted surrogate endpoint by
experts in the field of prostate cancer. IDF 1100 (describing
opinions of Drs. Eastham and Stampfer), 1111 (describing
opinion of Dr. deKernion).

Moreover, both the Pantuck Study and the Carducci Study
examined men who had been diagnosed with prostate cancer.
Thus, the studies do not examine whether the Challenged POM
Products prevent or reduce the risk of prostate cancer. IDF 1084
(“According to Dr. Carducci, the Carducci Study was never
designed to prove, and did not prove, that POMx prevents or
reduces the risk of prostate cancer.”), 1091 (Pantuck Study was
designed as a treatment study conducted in men with prostate
cancer and does not provide any evidence that POM Juice is a
prostate cancer preventative), 1099 (Carducci Study cannot
provide support for prevention claims because it evaluated effect
of POMx in men who already had prostate cancer).

Given these limitations of the Pantuck and Carducci Studies,
like the ALJ we find that experts in the field of prostate cancer
would not consider these studies to be clinical proof that the
Challenged POM Products treat, prevent or reduce the risk of
prostate cancer.

3. Evidence Regarding Substantiation for Erectile
Dysfunction (ED) Claims

We find that the expert testimony establishes that experts in
the field of ED would require RCTs to support claims that clinical
evidence proves a product treats, prevents or reduces the risk of
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ED. Complaint Counsel’s expert, Dr. Melman,* opined that in
order to make a claim that the Challenged POM Products have
been clinically proven to treat, prevent or reduce the risk of ED, at
least one well-designed human RCT involving several
investigatory sites is required. IDF 654. Dr. Melman also opined
that a well-designed human RCT must use a validated tool for
measuring treatment outcomes and that the clinical trial must have
a sample population that is large enough to produce statistically
significant and clinically significant results. IDF 655.

Respondents’ expert, Dr. Arthur Burnett, testified that a safe
food product, which is not used as a substitute for proper medical
treatment, does not require RCTs to substantiate erectile health

» We disagree with the ALJ’s assessment that Dr. Melman’s opinions are
“attenuated,” see ID at 284; we do not find Dr. Melman’s opinions to lack
credibility. We first note that Judge Chappell’s assessment is not based on his
observation of Dr. Melman’s courtroom demeanor, but rather on his assessment
of the breadth of Dr. Melman’s knowledge about ED studies. See id. We
disagree with the ALJ’s assessment in light of the fact that Dr. Melman was
part of an international consortium that defined the requirements of clinical
trials in the field of ED, his prior role as an editor of Sexuality and Disability,
and his role as an editorial reviewer for prominent medical and urological
journals. Melman, Tr. 1113-1114; CX1289 at 2. The ALJ discounted Dr.
Melman’s testimony because Dr. Melman was unfamiliar with the Global
Assessment Questionnaire (GAQ) used in Respondents’ study. We do not find
that Dr. Melman’s unfamiliarity with the tool reduces the value of Dr.
Melman’s opinion because, as the ALJ and each expert recognized, the GAQ is
not a validated measure for assessing erectile function. IDF 1196 (citing
Melman, Burnett, Goldstein); Melman, Tr. 1100-1102 (explaining unvalidated
tools have not been shown to be reliable, validated tools are commonly used
and unvalidated tools would not be used alone). Moreover, Dr. Melman
researched the GAQ to provide his opinion in this case. The ALJ also
discounted Dr. Melman’s opinion because Dr. Melman supposedly made
claims about a gene transfer therapy for ED that was based on only an animal
study and one preclinical study of eleven men. See ID at 284. Yet, the record
shows that these alleged statements are not in conflict with his testimony in this
case because Dr. Melman’s actions were consistent with traditional scientific
protocol. Dr. Melman made a presentation about the animal and preclinical
study only to a scientific audience and publication. He did not state that such
evidence supported marketing claims to the public. Moreover, he is continuing
to test the product before it is marketed. Dr. Melman’s publicly reported
statements were made only in the context of an unsolicited interview with the
popular press when he was approached after the scientific presentation.
Melman, Tr. 1149-1157. We find Dr. Melman’s testimony to be credible.
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claims. See IDF 683, 684. He testified that a combination of
basic science and clinical evidence can support a conclusion that a
product improves erectile health and function. See IDF 242.
Similarly, Respondents’ expert, Dr. Goldstein, opined that RCT
studies are not required to substantiate claims that pomegranate
juice can aid in erectile health and that in vitro and animal studies
demonstrated a likelihood that pomegranate juice improves
erectile health. See IDF 686. Yet, Dr. Burnett also testified that
“experts in the field of erectile dysfunction would require that a
product be scientifically evaluated through rigorous scientific and
clinical studies, and believe that animal and in vitro studies alone
are not sufficient, before concluding that pomegranate juice treats
erectile dysfunction in a clinical sense.” IDF 1148 (citing
Burnett, Tr. 2261-64; 2285-86; 2303). See also Burnett, Tr. 2284-
85 (explaining that the “erectile dysfunction” testimony of
Respondents’ nutrition expert, Dr. Heber, addressed the idea that
the Challenged POM Products are beneficial to erectile health
rather than the clinical condition). Because Respondents’ experts
testified about the support necessary for general claims regarding
erectile function or erectile health rather than claims that a
product treats, prevents or reduces the risk of ED, we conclude
that, on the basis of the record in this case, experts in the field of
ED would require RCTs to substantiate the ED claims alleged in
the Complaint.

As the ALJ determined, Respondents did not possess the
scientific evidence to substantiate their claims that clinical studies
prove that the Challenged POM Products treat, prevent or reduce
the risk of ED. See ID at 285-89. The ALJ systematically
examined Respondents’ scientific evidence. The ALJ analyzed
Respondents’ six preclinical in vitro and in vivo studies, and that
analysis is not appealed. See IDF 1260-1302. Similar to the basic
science evidence for heart disease and prostate cancer, preclinical
studies “are used to identify potential biologic mechanisms and
generate hypotheses.” IDF 594. These results, however, often are
not replicated in humans. Id. Here, the basic science describes a
possible mechanism by which pomegranate juice may affect
human penile erections, but the expert testimony indicated that the
studies demonstrated only a “benefit to erectile function,” see,
e.g., IDF 1299, 1298 (“potential benefit . . . to likely improve
one’s erection physiology”), 1300, but “cannot alone prove that
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POM Juice treats, prevents, or reduces the risk of erectile
dysfunction in humans.” IDF 1301.

Respondents relied on one human clinical trial regarding ED,
the Forest/Padma-Nathan study.”® That study was an RCT
examining 53 men with mild to moderate ED, using the Global
Assessment Questionnaire (GAQ) as the primary outcome
measure. The GAQ is not a validated instrument for erectile
function. In addition, the GAQ results for the Forest/Padma-
Nathan study came close to statistical significance but failed to
actually reach statistical significance. IDF 1210-25. The study
also used the International Index of Erectile Function (IIEF),
which is a validated tool; the IIEF results were “nowhere near
approaching statistical significance.” IDF 1226. Dr. Padma-
Nathan testified that the study concluded there was a potential for
beneficial effects on ED, but further studies were needed to
confirm such a claim. IDF 1229. Moreover, a peer reviewer
considering the study for publication stated that it was “a negative
study” and the results should be presented that way, and a
published review stated that the study had negative results.”> IDF
1231, 1232. Thus, we conclude that Respondents’ human clinical
trial does not provide substantiation for the claim that clinical
studies prove that the Challenged POM Products treat, prevent or
reduce the risk of ED. See IDF 1253. In addition, we note that
the Forest/Padma-Nathan study examined men with mild to
moderate ED; Respondents do not possess any clinical studies
examining the effects of consuming the Challenged POM
Products on men without ED to substantiate the claims that the
Challenged POM Products prevent or reduce the risk of ED.

 One cardiovascular study, the Davidson BART/FMD study, also asked a
subset of participants to complete an ED questionnaire, but, as the ALJ found,
the International Index of Erectile Function (IIEF) results of that study do not
support the conclusion that consuming the Challenged POM Products treats,
prevents or reduces the risk of ED. See IDF 1254-59.

* To the extent that the ALJ concluded that the expert testimony regarding
the Forest/Padma-Nathan study demonstrates that pomegranate juice provides a
positive benefit to erectile health and erectile function, see ID at 288, IDF
1250-52, we reject those conclusions because such benefits were not
challenged and tried by Complaint Counsel.
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Having fully considered and weighed all of the evidence and
the expert testimony on Respondents’ basic science and clinical
trials, the greater weight of the persuasive expert testimony
demonstrates that there is insufficient competent and reliable
scientific evidence to substantiate a claim that clinical studies,
research or trials prove that the Challenged POM Products treat
heart disease, prostate cancer, or ED. Similarly, we find that the
greater weight of the persuasive expert testimony demonstrates
that there is insufficient competent and reliable scientific evidence
to substantiate a claim that clinical studies, research or trials prove
that the Challenged POM Products prevent or reduce the risk of
heart disease, prostate cancer, or ED. Consequently, such claims
are false.

Our conclusion is consistent with the ALJ’s finding that
Respondents’ substantiation was inadequate to meet even the
lower substantiation standard that he found was necessary to
support Respondents’ claims. It naturally follows that
Respondents’ substantiation for the establishment claims is
inadequate to satisfy the higher standard we find is demanded by
the record.

B. Claims Lacking A Reasonable Basis

We now turn to whether Respondents had a reasonable basis
for the product claims at issue in this case. The theory underlying
the analysis is that claims about a product’s attributes,
performance, or efficacy carry with them the express or implied
representation that the advertiser had a reasonable basis of support
for the claim. See, e.g., Daniel Chapter One, 2009 WL 5160000
at *16; Thompson Med. Co., 104 F.T.C. at 813 n.37; Direct Mktg.
Concepts, Inc., 569 F. Supp. 2d at 298. “Consumers find these
representations of support to be important in evaluating the
reliability of the product claims. Therefore, injury is likely if the
advertiser lacks support for the claims.” Thompson Med. Co., 104
F.T.C. at 813 n. 37.

For each of the ads for which there is an establishment claim
that clinical studies or trials prove that the Challenged POM
Products treat, prevent or reduce the risk of disease, Respondents
also make a corresponding efficacy claim. In addition, for two
ads, Figures 5 and 7, we find that Respondents make efficacy
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claims without also representing that there is clinical proof of the
Challenged POM Products’ efficacy to treat, prevent or reduce the
risk of disease. See discussion infra Claims Appendix.

We must first determine the level of substantiation the
advertiser is required to have before we can determine whether
Respondents had a reasonable basis to make their claims. Then,
we determine whether Respondents possessed that level of
substantiation. See, e.g., Pantron | Corp., 33 F.3d at 1096;
Removatron Int’l Corp., 884 F.2d at 1498. Respondents “have the
burden of establishing what substantiation they relied on for their
product claims. [Complaint Counsel] has the burden of proving
that [Respondents’] purported substantiation is inadequate.” QT,
Inc., 448 F. Supp. 2d at 959. If Respondents cannot meet that
substantiation burden, then the ads will be found deceptive.

Starting with Pfizer Inc., 81 F.T.C. 23, our reasonable basis
cases have identified several factors that we will weigh in
determining the appropriate level of substantiation the advertiser
is required to have for objective advertising claims: (1) the type
of claim; (2) the type of product; (3) the benefits of a truthful
claim; (4) the ease of developing substantiation for the claim; (5)
the consequences of a false claim; and (6) the amount of
substantiation experts in the field would agree is reasonable. See
Substantiation Statement, 104 F.T.C. at 840; Removatron Int’l
Corp., 111 E.T.C. at 306-07; Thompson Med. Co., 104 F.T.C. at
821; Daniel Chapter One, 2009 WL 2584873 at *84 (FTC Aug. 5,
2009) (Initial Decision). As we explained in Pfizer, the analysis
to determine the level of substantiation necessary to support the
claims in an ad is not a simple tallying of the number of factors
that demand higher or lower levels of substantiation; the analysis
is a flexible application that considers the interplay of the Pfizer
factors. See Pfizer, 81 F.T.C. at 64 (“The question of what
constitutes a reasonable basis is essentially a factual issue which
will be affected by the interplay of overlapping considerations
such as (1) the type and specificity of the claim made . . . ; (2) the
type of product . . .”).

Applying those factors in this case leads us to conclude that
Respondents’ efficacy claims that POM products treat, prevent or
reduce the risk of heart disease, prostate cancer, and ED must be
substantiated with RCTs.
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The first factor that we consider is the type of claim.
Respondents made claims regarding serious diseases. The
Commission has previously stated in general terms that the
substantiation  standard  for  health claims, including
structure/function claims, for food products is “competent and
reliable scientific evidence.”*® For such claims, competent and
reliable scientific evidence means tests, analyses, research, studies
or other evidence based on the expertise of professionals in the
relevant area, that have been conducted and evaluated in an
objective manner by persons qualified to do so, using procedures
generalg accepted in the profession to yield accurate and reliable
results.

Such a standard is consistent with prior cases that have
determined that “claims whose truth or falsity would be difficult
or impossible for consumers to evaluate by themselves” require a
high level of substantiation. See Removatron Int’l Corp., 111
F.T.C. at 306 n.20 (citing Thompson Med. Co., 104 F.T.C. at 822)
(discussion of this Pfizer factor explained that consumers’ limited
ability to evaluate claims that hair removal device’s results were
permanent “militates in favor of a one-clinical [test]
requirement”).

But our consideration of the type of claim goes beyond merely
identifying Respondents’ claims broadly as health claims. Here,
the evidence in the record shows that many of Respondents’
claims went beyond structure/function claims to represent that the
Challenged POM Products treat, prevent or reduce the risk of
serious diseases. As previously discussed, Respondents’ specific
disease claims require proof of causation. As the Commission has
found in other cases (see, €.g., Thompson Med. Co., 104 F.T.C. at
321), and as demonstrated by the weight of expert testimony in

*% Food Advertising Statement. Health claims in food labeling are those
that “characterize the relationship of a substance in a food to a disease or
health-related condition” and “structure/function” claims are those that
represent the “effect on the structure or function of the body for maintenance of
good health and nutrition.” Id. at n.2.

77 1d. (citing Gracewood Fruit Co., 116 F.T.C. 1262, 1272 (1993);
Pompeian, Inc., 115 F.T.C. 933, 942 (1992)).
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this case, proof of causation requires RCTs. See discussion supra,
Section V.A.*®

The second Pfizer factor we consider is the type of product.
In this case, the products are foods and dietary supplements
derived from a fruit that is known to be safe. Therefore,
Respondents argue, and the ALJ concurred, that the level of
substantiation for a food product should be set at a lower level
than for other products such as drugs. However, as previously
discussed, the particular claims made by Respondents assert a
causal relationship between the Challenged POM Products and
the treatment, prevention or reduction of risk of disease. See, e.g.,
CX1291 at 10-11 (Sacks Expert Report) (explaining controlled
studies are necessary to show a product, “including a conventional
food or dietary supplement” treats, prevents, or reduces the risk of
heart disease). The relative safety of the product does not alter the
requirement that the scientific evidence establish causality.

In other cases we have considered the third and fourth Pfizer
factors in tandem. The third factor is the benefit of a truthful
claim. The fourth factor is the ease of developing substantiation
for the claim. Our concern in analyzing these factors is to ensure
that the level of substantiation we require is not likely to prevent
consumers from receiving potentially valuable information about
product characteristics. Thompson Med. Co., 104 F.T.C. at 823.

* See also Food Advertising Statement (explaining the level of

substantiation required for claims about a diet-disease relationship: “The
NLEA directed FDA to apply [a] ‘significant scientific agreement’ standard in
determining whether there was adequate substantiation to permit health claims
for ten specific diet-disease relationships. . . . In evaluating health claims, the
Commission looks to a number of factors to determine the specific level of
scientific support necessary to substantiate the claim. Central to this analysis is
an assessment of the amount of substantiation that experts in the field would
consider to be adequate. The Commission regards the ‘significant scientific
agreement’ standard, as set forth in the NLEA and FDA’s regulations, to be the
principal guide to what experts in the field of diet-disease relationships would
consider reasonable substantiation for an unqualified health claim. Thus, it is
likely that the Commission will reach the same conclusion as FDA as to
whether an unqualified claim about the relationship between a nutrient or
substance in a food and a disease or health-related condition is adequately
supported by the scientific evidence.”).
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In the discussion of these factors and based on the rationale
for their consideration, the ALJ found that in a nutritional context,
RCTs can be prohibitively expensive and may not be feasible. ID
at 247-48. Thus, in order to prevent limiting information about
product characteristics that might provide benefits to consumers,
he concluded that where the product is safe and where the
advertisement does not suggest that the product be used as a
substitute for conventional medical care or treatment, it is
appropriate to favor disclosure. Id. at 248. But the ALJ’s failure
to distinguish Respondents’ particular disease treatment and
prevention claims from those asserting some general health
benefits led him to an incorrect conclusion. A determination that
RCTs are necessary to support Respondents’ specific claims that
the Challenged POM Products treat, prevent or reduce the risk of
particular diseases will not erect a barrier that will prevent the
disclosure to the public of useful nutritional information. We
have not determined the level of substantiation that is required to
support all health and nutritional claims.”” Thus, while our
reasoning may be informative about our likely approach to
evaluate other health claims, our ruling in this case should address
only the substantiation of claims regarding the efficacy of
particular foods to treat, prevent or reduce the risk of serious
diseases.

* Regarding support for structure/function claims, the Commission has
previously indicated its desire for consistency with the Dietary Supplement
Health and Education Act of 1994 (DSHEA): “DSHEA ... requires that
structure/function claims in labeling be substantiated and be truthful and not
misleading. This requirement is fully consistent with the FTC’s standard that
advertising claims be truthful, not misleading and substantiated.” Dietary
Supplements: An Advertising Guide for Industry (2001), available at
http://business.ftc.gov/documents/bus09-dietary-supplements-advertising-
guide-industry. The FDA has also signaled its intent to be consistent with the
FTC in the application of a standard for such claims: “The FTC has typically
applied a substantiation standard of ‘competent and reliable scientific evidence’
to claims about the benefits and safety of dietary supplements and other health-
related products. FDA intends to apply a standard for the substantiation of
dietary supplement claims that is consistent with the FTC approach.” Guidance
for Industry: Substantiation for Dietary Supplement Claims Made Under
Section 403(r) (6) of the Federal Food, Drug, and Cosmetic Act (2008),
available at
http://www.fda.gov/food/guidancecomplianceregulatoryinformation/guidanced
ocuments/dietarysupplements/ucm073200.htm.
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Moreover, we do not interpret these two Pfizer factors to give
an advertiser license to make particular claims that go beyond the
substantiation it possesses and then ask the Commission to excuse
the inadequacy of its support by asserting that advertiser did the
best it could because the proper substantiation for the actual claim
would be too expensive. See Eastham, Tr. 1328-29 (explaining
cost does not change scientific burden). As we have previously
explained, “[w]here the demands of the purse require such
compromises [in methodology], the advertiser must generally
limit the claims it makes for its data or make appropriate
disclosures to insure proper consumer understanding of the
survey’s results.” Kroger Co., 98 F.T.C. 639, 737 (1981).

We also observe that among the studies that Respondents
present as support for their claims are several clinical trials that
were designed as RCTs. See, e.g., IDF 808-818 (describing
Ornish MP study), 849-859 (describing Ornish CIMT study), 872-
883 (describing Davidson CIMT study), 941-943 (describing
Heber/Hill Diabetes study). Among the limitations of these
studies was that the results were not statistically significant. As
discussed above, we determined that these well-controlled human
clinical trials do not provide substantiation for Respondents’
claims. In our evaluation of the evidence, we interpret the failure
of these RCTs to provide support for Respondents’ claims as
evidence that there is insufficient scientific and clinical evidence
of the efficacy of the Challenged POM Products; we do not
interpret the results of the particular studies as an indication that
the appropriate standard here — that Respondents possess RCTs
with statistically significant results — is set too high.

The fifth factor that we weigh is the consequences of a false
claim. In this regard, the ALJ stated that he found no evidence
that Respondents urged individuals to consume the Challenged
POM Products in place of medical treatment. Thus, he concluded
the injury is limited to consumers paying a premium for an
ineffective product and that such economic injury is not a
significant factor in determining the required level of
substantiation in this case. ID at 248-49.° We disagree with the

%% The ALJ noted that although these costs may not be insignificant at least
for the POM Juice, consumers are at a minimum buying what is considered to
be a premium fruit juice. ID at 249.
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ALJ that the economic injury from unsubstantiated health benefits
is immaterial under Pfizer. See Thompson Med. Co., 104 F.T.C.
at 824 (significant economic harm “result[s] from the repeated
purchase of an ineffective product by consumers who are unable
to evaluate” the efficacy claims, even where “there is little
potential for the product to cause serious injury to consumers’
health); FTC v. Pantron | Corp., 33 F.3d at 1102 (“[A] major
purpose of the Federal Trade Commission Act is to prevent
consumers from economic injuries.”). Consumers pay a higher
price for POM products at least in part because of their ostensible
health benefits.”’

The sixth and final factor that we consider is the amount of
substantiation experts in the field would agree is reasonable. As
the prior detailed discussion indicated, experts in the fields of
heart disease, prostate cancer, and ED would expect RCTs to
support Respondents’ particular disease claims.

Therefore, based upon our review of the six Pfizer factors, the
Commission concludes that the proper level of substantiation for
Respondents’ disease efficacy claims is RCTs. “The inability of
consumers to evaluate” the treatment and prevention effects of the
Challenged POM Products “by themselves in an uncontrolled
environment is a persuasive reason for consumers to expect (and
us to require) appropriate scientific testing before efficacy claims
are made.” Thompson Med. Co., 104 F.T.C. at 826. We note that
under this analysis we would expect the same attributes in RCTs
as we discussed in Section V.A., supra (i.e., randomized controls,
valid endpoints, and statistically significant results).

Having determined that Respondents are required to have
RCTs to support their claims that the Challenged POM Products
treat, prevent or reduce the risk of heart disease, prostate cancer,
and ED, and based upon our prior review of the substantiation that

' As the ALJ noted, a one-year supply of POM Juice cost at least $780
and a one-year supply of POMx cost approximately $315, amounts that the
ALJ acknowledged were “not insignificant.” ID at 249. There is record
evidence that consumers paid a premium for POM Products, at least in part
because of the ostensible disease-fighting capability of the Challenged POM
Products. See CX0221 at 0009 (“POM Juice’s 16 oz skus are $4+/bottle,
roughly a 30% premium to our pomegranate competitors.”); CX0283 at 002
(“Health benefits — this is why they put up with the price”).
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Respondents possess, we conclude they lack support for each of
their claims.*> We therefore hold that Respondents’ advertising is
deceptive for failure to have a reasonable basis.  Thus,
Respondents’ advertising violates Sections 5(a) and 12 of the FTC
Act. See Removatron Int’l Corp., 884 F.2d at 1498 (finding that
where advertisers lack a reasonable basis, their ads are deceptive
as a matter of law).

V1. Respondents’ False and Misleading Claims are Material

The ALJ found that a preponderance of the evidence
demonstrated that the challenged claims that he determined were
false and misleading are material to consumers’ decisions to
purchase the Challenged POM Products. ID at 292. On appeal,
Respondents argue that any false or misleading claims are not
material and accordingly that such claims cannot form the basis
for liability under the FTC Act. Respondents argue that the lack
of materiality is demonstrated by the results of the Reibstein
Survey and the fact that none of the challenged advertisements
had more than a single run such that consumers were not
repeatedly exposed to them. RA at 36-37. Respondents further
argue that the Commission should discount their creative
advertisement briefs because they were written by junior
employees and only demonstrated an intent to communicate
generalized benefits, and that other surveys relied upon by the
ALJ as evidence of materiality were methodologically flawed.
RA at 37-39. Although we find that the challenged
advertisements contain more false and misleading claims than
found by the ALJ (as set forth in Section IV), we agree with the
ALJ’s ultimate conclusion that such claims are material and
accordingly run afoul of Section 5 and Section 12 of the FTC Act.

“A misleading claim or omission in advertising will violate
Section 5 or Section 12, however, only if the omitted information

> We separately find that Respondents lack support for their claims that
(1) the Challenged POM Products treat heart disease, (2) the Challenged POM
Products prevent or reduce the risk of heart disease, (3) the Challenged POM
Products treat prostate cancer, (4) the Challenged POM Products prevent or
reduce the risk of prostate cancer, (5) the Challenged POM Products treat
erectile dysfunction, and (6) the Challenged POM Products prevent or reduce
the risk of erectile dysfunction.



62 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 155

Opinion of the Commission

would be a material factor in the consumer’s decision to purchase
the product.” Am. Home Prods. Corp., 98 F.T.C. at 368. A
“material” misrepresentation is defined as one that is likely to
affect a consumer’s conduct with respect to the product or service.
Deception Statement, 103 F.T.C. at 182. In determining whether
false or misleading claims in an advertisement are “material” to
consumers, the Commission may first consider whether a claim is
presumptively material, including “express claims, claims
significantly involving health or safety, and claims pertaining to
the central characteristic of the product.” Novartis Corp., 127
F.T.C. at 686 (citing Deception Statement, 103 F.T.C. at 182). A
respondent may rebut a presumption of materiality by providing
evidence that the claim is not material: “Respondent can present
evidence that tends to disprove the predicate fact from which the
presumption springs (€.g., that the claim did not involve a health
issue) or evidence directly contradicting the initial presumption of
materiality. This is not a high hurdle.” Id. at 686. If Respondent
rebuts the presumption of materiality, then the Commission
examines the facts that gave rise to the presumption, any rebuttal
evidence, and any other evidence on materiality provided by
Complaint Counsel. Id. at 686-87. The Commission should also
consider an advertiser’s intent to make a claim, which, in the case
of implied claims like the ones at issue in this case, requires
consideration of (though not reliance on) extrinsic evidence. Id.
at 687-88.

The claims made in the challenged advertisements are health-
related claims, which are presumptively material as set forth in
Novartis Corp. ID at 292; IDF 580-83. Respondents do not
refute this. However, the ALJ determined that he need not rely on
a presumption of materiality given Respondents’ presentation of
rebuttal evidence because “the preponderance of the evidence
shows that the challenged claims are material.” ID at 292. After
considering the fact that the claims in the challenged
advertisements are health-related, Respondents’ own statements
and creative briefs, and the three surveys relied upon by
Complaint Counsel and Respondents as either evidence of
materiality or lack thereof, we agree that the preponderance of the
evidence demonstrates that the challenged claims are material.

As set forth above, Respondents do not refute that the claims
made in the challenged advertisements are health-related. In fact,
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their main argument with respect to what kind of claims are made
in the advertisements is that the advertisements make claims about
the Challenged POM Products’ health benefits rather than disease
claims. Respondents’ own statements and creative briefs provide
further evidence of materiality, as set forth in the ALJ’s opinion
and detailed findings of fact. ID at 292-95; IDF 113, 128, 131,
145-51, 154, 181, 1316-21, 1323-35, 1340-43. For example, Mrs.
Resnick testified that POM juice is “health in a bottle,” which is
its “unique selling proposition.” IDF 112; CX1375 at 41-42 (L.
Resnick, Tropicana Dep.). Mr. Resnick similarly stated his belief
that a large number of POM Juice consumers purchase the
product because they believe “that we’ve proven that . . . [POM
Juice] really does prolong people’s lives if they are getting the
onset of prostate cancer.” IDF 1318 (quoting CX1376 at 218-19
(S. Resnick Ocean Spray Dep.)).

The focus of the ads challenged by Complaint Counsel were
POM’s disease claims, not the products’ taste, price, or other
attributes. The products’ central characteristic, as depicted in the
challenged ads, was their impact on heart disease, prostate cancer
or ED. Respondents thought their products impact on health was
such a strong selling point that they invested over $35 million to
develop supporting evidence that they could use in marketing. 1D
at 295. As the ALJ explained, under these circumstances,
“particularly that POM was aware that among those purchasing
the Challenged POM Products were ‘people that have heart
disease or prostate cancer in their family, or have a fear of having
it themselves,” [IDF] 1320, it defies credulity to suggest that
Respondents would advertise study results related to these
conditions if such advertising did not affect consumer behavior.”
We agree with the ALJ that it is “no great leap,” Novartis Corp.,
127 F.T.C. at 687, to find that consumer purchasing decisions
would likely be influenced by claims that the Challenged POM
Products treat, prevent, or reduce the risk of these diseases.

In support of their contention that the claims were not
material, Respondents rely on the Reibstein Survey. The ALIJ
rejected this argument, citing methodological and other flaws in
that survey, including that “it only assessed consumer motivations
generally; it did not actually assess whether any of the challenged
claims . . . would be important to the survey respondent’s decision
to purchase the products,” and “the survey did not ask any follow-
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up questions, including of the 35.2% of POM Juice purchasers
who stated that they bought or would repurchase POM Juice
because it was ‘healthy.”” ID at 295-96; IDF 1354, 1361, 1373,
1375. We agree with the ALJ’s assessment of the Reibstein
Survey.

Accordingly, the Commission holds that Respondents’
misleading claims were material. ™

VII.  First Amendment Analysis

Respondents contend that a finding of liability would violate
the First Amendment. They argue that the ALJ ignored Supreme
Court case law that defines what it means for commercial speech
to be false or misleading. We disagree. As Respondents
acknowledge, see RA at 19, commercial speech must at least
“concern lawful activity and not be misleading” to qualify for
constitutional protection. Cent. Hudson Gas & Elec. Corp. v.
Pub. Serv. Comm’n, 447 U.S. 557, 566 (1980); see also, e.g., In re
R.M.J., 455 U.S. 191, 200 (1982) (“False, deceptive or misleading
advertising remains subject to restraint.”).

Respondents first contend that the Commission cannot
determine that ads are “actually misleading” unless there is
empirical or extrinsic evidence that consumers were deceived.
Next, Respondents contend that the FTC cannot judge an
advertisement to be “inherently misleading” on its face when the
ad states accurate and verifiable facts. Respondents then argue
that based on the evidence the Commission may only determine
that Respondents’ ads are “potentially misleading.” If the ads are
only potentially misleading, according to Respondents’ logic, then
precedent establishes that, at most, the FTC could require limited
disclaimers that are tailored to satisfy the test in Central Hudson,
because a disagreement about the meaning of scientific evidence
cannot justify a bar of Respondents’ health claims. We address
Respondents’ arguments in turn.

* In light of this conclusion based on the foregoing considerations that
Respondents’ claims were important to consumers in making purchasing
decisions, the Commission need not decide whether the OTX A&U Study or
the Zoomerang study, on which Complaint Counsel relies, offer further
evidence of materiality.
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A. Actually Misleading

Contrary to Respondents’ claim, empirical or extrinsic
evidence is not necessarily required for the Commission to
conclude that Respondents’ ads are actually misleading.
Respondents mischaracterize the law in arguing that the
Commission is limited to finding an advertisement is actually
misleading only in instances where extrinsic or empirical
evidence exists of actual deception. In terms of First Amendment
jurisprudence, the Commission’s determination of whether
particular ads establish that the ads are “actually misleading” does
not require extrinsic or empirical evidence. See Kraft, Inc., 970
F.2d at 319, 325 (in a case where “the Commission found implied
claims based solely on its own intuitive reading of the ads
(although it did reinforce that conclusion by examining the
proffered extrinsic evidence),” explaining “[t]Jo begin with, the
Commission determined that the ads were actually misleading,
not potentially misleading, thus justifying” the Commission’s
remedy); Daniel Chapter One, 2009 WL 5160000 at *20, n.2
(explaining “implied claims . . . have been specifically
adjudicated in the present case to be actually misleading” in a case
where Complaint Counsel did not introduce extrinsic evidence).

Just as in Kraft and Daniel Chapter One, in this case, the
Commission’s findings based on its own expertise — Respondents
disseminated advertising or promotional material that contained
implied claims, Respondents lacked substantiation to support
those claims, and the claims are material — legally establish that
Respondents’ advertising is actually misleading. Here, in 34 ads,
Respondents represented to consumers that clinical studies proved
that the Challenged POM Products treat, prevent or reduce the
risk of heart disease, prostate cancer, or ED when, in fact, well-
controlled clinical studies did not establish such efficacy for the
particular diseases; these claims that clinical research or studies
proved the efficacy of the Challenged POM Products were false.
Therefore, Respondents’ ads were deceptive and actually
misleading. In addition, in 36 ads, Respondents represented that
the Challenged POM Products treat, prevent or reduce the risk of
heart disease, prostate cancer, or ED when Respondents did not
possess a reasonable basis to support such claims. Again,
Respondents’ ads are deceptive as a matter of law. See FTC v.
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Direct Mktg. Concepts, Inc., 624 F.3d 1, 8 (Ist Cir. 2010)
(“Where the advertisers lack adequate substantiation evidence,
they necessarily lack any reasonable basis for their claims. And
where the advertisers so lack a reasonable basis, their ads are
deceptive as a matter of law.”) (citation omitted).

The proposition that the First Amendment requires extrinsic
evidence in every case has been raised and rejected by the
Supreme Court and courts of appeals. See, e.g., Zauderer, 471
U.S. at 652-53 (stating that no First Amendment concerns are
raised when facially apparent claims are found without
“conduct[ing] a survey of the . . . public” to determine that an ad
is misleading); Kraft, Inc., 970 F.2d at 321 (“Kraft’s first
amendment challenge is doomed by the Supreme Court’s holding
in Zauderer, which established that no first amendment concerns
are raised when facially apparent implied claims are found
without resort to extrinsic evidence.”); Daniel Chapter One, 2009
WL 5160000 at *14-15 (“Respondents repeatedly assert . . . the
ALJ was obliged by the Due Process Clause and the First
Amendment of the Constitution to consider ‘extrinsic’ evidence.
More specifically, Respondents claim that ‘Complaint Counsel
should have been required to produce evidence that consumers
were actually misled by Respondents’ promotional efforts and
representations[.]’ . . . That is not the law. Federal courts have
long held that the Commission has the common sense and
expertise to determine ‘what claims, including implied ones, are
conveyed in a challenged advertisement, so long as those claims
are reasonably clear.””) (citation omitted). Indeed, even the case
which Respondents cite for their claim that empirical evidence is
necessary, Peel v. Att’y Registration & Disciplinary Comm’n, 496
U.S. 91 (1990), relied on a facial analysis of the ads — not
empirical evidence — to find that the ads were not actually
misleading. 1d. at 105-06 (describing evaluations and explaining
“two state courts that have evaluated lawyers’ advertisements of
their certifications as civil trial specialists by NBTA have
concluded that the statements were not misleading or deceptive on
their face, and that, under our recent decisions, they were
protected by the First Amendment”) (emphasis added).

Once the Commission has determined that Respondents’ ads
are actually misleading, no further analysis is necessary because
misleading commercial speech is not protected by the First
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Amendment. Each of the cases cited by Respondents
acknowledges that ‘[t]he Federal Government [is] free to prevent
the dissemination of commercial speech that is false, deceptive, or
misleading.” Zauderer, 471 U.S. at 638. The three-part analysis
for determining whether regulation of commercial speech is
constitutional under Central Hudson — whether the regulation is
based on a substantial governmental interest, whether the
regulation directly advances the governmental interest asserted,
and whether the regulation is not more extensive than necessary to
serve that interest — is applicable only if a threshold inquiry
determines that the speech in question is not false or misleading.
See Cent. Hudson Gas & Elec. Corp., 447 U.S. at 566; Edenfield
v. Fane, 507 U.S. 761, 768 (1993); Daniel Chapter One, 2009
WL 5160000 at *19-20. We nonetheless address Respondents’
additional First Amendment arguments.

B. Inherently Misleading

Respondents contend that “an advertisement cannot be
inherently misleading on its face when it states objectively
accurate and verifiable facts,” but also admit “[a]n advertisement
that states accurate and verifiable facts may, in some instances, be
potentially misleading.” RA at 20. Indeed, Respondents’
admission is the more accurate description of the law. Courts
have regularly found “that even literally true statements can have
misleading implications” and challenging such deception does not
violate the First Amendment. Kraft Inc., 970 F.2d at 322 (citing
Zauderer, 471 U.S. at 652; Thompson Med. Co., 791 F.2d at 197,
Removatron Int’l Corp., 111 F.T.C. at 292-95; Am. Home Prods.
Corp., 695 F.2d at 687).

It appears that Respondents’ argument is that when addressing
advertising that is considered inherently misleading on its face,
each element of the ad is to be evaluated in isolation for its
accuracy. The cases that Respondents cite — R.M.J., 455 U.S. at
205, Zauderer, 471 U.S. at 645; Peel, 496 U.S. at 100; Ibanez v.
Fla. Dep’t of Bus. & Prof’l Regulation, Bd. of Accountancy, 512
U.S. 136, 144 (1994) — addressed bans on statements in
professional advertising where the regulatory bodies found
advertising to be misleading based on simple affirmative
representations, such as stating the jurisdictions where the
attorney was licensed or certifications that the attorney held. The
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Court struck down the regulations because it found that, for
example, so long as the attorney was still licensed in the
jurisdiction, providing the information to the public was not
misleading because consumers could easily confirm the licensing
or certification.

Respondents assert that the statements in their ads also are
objectively accurate and verifiable facts. Respondents point to
statements in their ads that the Challenged POM Products are high
in antioxidants and to the citations of their studies to explain that
the studies were conducted by world-renowned researchers, the
results were published in peer-reviewed journals, and the
statements about the disease-specific findings as proof the
statements, like those in R.M.J., are objectively are accurate and
verifiable. We agree that many of the facts in Respondents’ ads
are verifiable. However, there are many omissions of material
facts in Respondents’ ads that consumers cannot verify
independently. For example, consumers cannot verify that one of
the five studies referenced in the ads, IDF 126, was rejected as an
abstract by the American Heart Association and was rejected by
the Journal of the American Medical Association because of
shortcomings of the research, and was only accepted for
publication in the American Journal of Cardiology without peer
review. IDF 816-818. Similarly, consumers could not verify that
the results of a much larger, well-designed, well-controlled study
— the Davidson CIMT Study, which was completed in 2006 and
showed, at most, a 5% decrease in arterial plaque in some patients
measured at an interim point — were inconsistent with the
statement in ads running through 2009 (e.g., CX0029, CX0280,
CX0328/CX0331/CX0337, CX0473) that asserted “Pomegranate
juice consumption resulted in significant reduction in IMT
(thickness of arterial plaque) by up to 30% after one year” based
on the unblinded Aviram CIMT/BP study because Respondents
delayed publication of the negative results. See CX0716 at 0033
(under study protocol, Respondents’ approval was needed to
present results of the study); S. Resnick, Tr. 1685-96 (explaining
that Davidson was denied authorization to submit study results to
the American Heart Association meeting in 2007 because of the
study’s inconsistent findings, but later allowing Davidson to
submit the study for publication in 2008); CX1336 at 144, 165-
68, 180-81 (Davidson Dep.). We conclude that many of
Respondents’ representations are qualitatively different from the
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verifiable statements in the professional advertising cases that
Respondents cite.

C. Potentially Misleading

Finally, Respondents argue that, because their ads are not
actually misleading or inherently misleading, a position that this
opinion has already rejected, then their ads can only be evaluated
as potentially misleading, and potentially misleading commercial
speech cannot be prohibited. Respondents assert that the D.C.
Circuit’s holding in Pearson v. Shalala, 164 F.3d 650 (D.C. Cir.
1999), leads to the conclusion that Respondents’ representations
cannot be banned on the basis of a genuine dispute about the level
or meaning of scientific evidence. We do not interpret Pearson v.
Shalala to preclude us from finding that Respondents’ claims are
misleading because they lack substantiation, even if the
Commission’s conclusion were evaluated as a finding that
Respondents’ ads are potentially misleading, rather than actually
misleading.

In Pearson, manufacturers of dietary supplements sought pre-
approval from the FDA for four health claims that the
manufacturers wanted to make in labeling for their products. The
FDA refused to approve the claims on the grounds that they were
not supported by the “significant scientific agreement” standard of
evidence under that agency’s regulatory scheme. The FDA,
consistent with agency practice, refused to consider the
manufacturers’ argument that the use of disclaimers could prevent
these four health claims from being misleading. On appeal from a
district court decision upholding the constitutionality of the
FDA’s determination, the D.C. Circuit reversed. When
considering the government’s argument that health claims for
dietary supplements are potentially misleading to consumers if
significant scientific agreement does not support the claims, the
D.C. Circuit recognized that the government has a substantial
interest in ensuring the accuracy of consumer information in the
marketplace and that banning potentially misleading health claims
would appear to directly advance that interest. 1d. at 655-56. The
court, however, went on to hold that the government did not meet
its burden of proving that there was a reasonable fit between
banning these claims and the government’s interest in preventing
fraud. Id. at 657. The D.C. Circuit concluded that potentially
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misleading claims could be remedied by “prominent” disclaimers.
Id. at 658, 659.

In this case, we reviewed Respondents’ claims in light of any
disclaimers or disclosures that Respondents actually made in their
ads. Respondents’ disclaimers, disclosures, or qualifications to
their claims are much less that what the D.C. Circuit hypothesized
would be sufficient to prevent health claims with disputed
scientific support from being misleading.* If Respondents’ had
made disclaimers such as those described in Pearson (i.e., “the
evidence in support of this claim is inconclusive,” id. at 659), the
Commission would have considered the representations in the ads
in light of such statements. Without such disclaimers,
Respondents’ ads are deceptive and misleading.

In addition, the Commission’s approach to address misleading
advertising, which is a case-by-case adjudication after ads have
been disseminated, differs from regulatory efforts that prohibit
categories of speech or rely on prior approval of the language to
be used. The latter serve as illustrations of “bars” on commercial
speech and are inapplicable to the detailed ex post analysis we
engage in here, based on a full record about the ads in question.
See Kraft Inc., 970 F.2d at 317 (explaining that “a prophylactic
regulation applicable to all lawyers, completely prohibiting an
entire category of potentially misleading commercial speech” at
issue in Peel, is sufficiently distinct for constitutional purposes
from ““an individualized FTC cease and desist order prohibiting a
particular set of deceptive ads”) (citation omitted); Daniel
Chapter One, 2009 WL 5160000 at *15 (citing Kraft, Inc. to
explain that FTC finding that ads are misleading in administrative
adjudication does not violate First Amendment). As the ALJ
explained in this case, “Respondents’ generalized assertion that
none of its commercial speech should be ‘barred’ is without merit.
Requiring adequate substantiation for advertising claims does not
‘bar’ commercial speech, but serves to prevent dissemination of
misleading claims.” ID at 323 n.32 (internal citation omitted).
The FTC’s case-by-case adjudication, which examines whether an

** Commissioner Ohlhausen’s view is that, with regard to some exhibits,
the Respondents included sufficient qualifying language to at least raise the
need for extrinsic evidence before finding implied misleading claims. See
Commissioner Ohlhausen’s Concurring Statement.
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advertiser made limited claims or provided appropriate
disclaimers, neither bars nor discourages the free flow of
commercial speech that would expand consumer knowledge
regarding the goods and services available in the market.

VIII. Fifth Amendment Analysis

In Respondents’ Answering Brief, Respondents argue for the
first time that a finding that RCTs are required to substantiate
Respondents’ claims violates constitutional due process principles
because the Commission would be retroactively applying a
standard that deviates from the Commission’s current approach
articulated in both FTC policy statements and case law. RAns at
24-28. As set forth above, the Commission finds that the required
substantiation for Respondents’ disease claims about the
Challenged POM Products is RCTs. Given that this
substantiation finding is a fact-based determination based on the
experts’ opinion of what constitutes competent and reliable
scientific evidence for the claims at issue, and that basing this
factual determination on expert testimony follows clearly
established legal precedent, we reject Respondents’ claim that
such a finding raises due process concerns.

“A fundamental principle in our legal system is that laws
which regulate persons or entities must give fair notice of conduct
that is forbidden or required. This requirement of clarity in
regulation is essential to the protections provided by the Due
Process Clause of the Fifth Amendment.” FCC v. Fox Television
Stations, Inc., 132 S. Ct. 2307, 2317 (2012) (citations omitted). A
number of the Commission’s policy statements provide support
for the principle that determining what constitutes sufficient
substantiation for particular claims is a fact-based analysis that
rests in large part on scientific expert opinion. The Substantiation
Statement discusses the fact that extrinsic evidence may be useful
to determine the proper level of substantiation (including expert
testimony or consumer surveys) regarding substantiation of
implied efficacy claims: “Extrinsic evidence, such as expert
testimony or consumer surveys, is useful to determine what level
of substantiation consumers expect to support a particular product
claim and the adequacy of evidence an advertiser possesses.”
Substantiation Statement, 104 F.T.C. at 840. The Food
Advertising Statement provides additional (and more detailed)
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support for the Commission’s reliance on competent and reliable
scientific evidence and expert determination of what constitutes
such evidence for particular claims:

Like FDA, the Commission imposes a rigorous substantiation
standard for claims relating to the health or safety of a product,
including health claims for food products. The Commission’s
standard that such claims be supported by “competent and reliable
scientific evidence” has been more specifically defined in
Commission orders addressing health claims for food products to
mean:

tests, analyses, research, studies or other evidence based on
the expertise of professionals in the relevant area, that have
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.

Thus, both the Commission and FDA look to well-designed
studies, including clinical research and other forms of
reliable and probative scientific evidence, in evaluating
health claims for foods. (footnotes omitted).

In evaluating health claims, the Commission looks to a
number of factors to determine the specific level of
scientific support necessary to substantiate the claim.
Central to this analysis is an assessment of the amount of
substantiation that experts in the field would consider to be
adequate. =~ The Commission regards the ‘“significant
scientific agreement” standard, as set forth in the NLEA
and FDA’s regulations, to be the principal guide to what
experts in the field of diet-disease relationships would
consider reasonable substantiation for an unqualified health
claim.

Food Advertising Statement at § IV.A; see also id. at n.79 (“This
approach is consistent with the Commission’s approach to
evaluating the substantiation for claims made for drug products
and medical devices regulated by FDA.”).

A number of cases and Commission decisions reiterate the
principle that the proper level of substantiation is a factual
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determination which is rooted in a reliance on expert testimony.
See, e.g., Bristol-Myers Co., 102 F.T.C. at 332-38; QT, Inc., 448
F. Supp. 2d at 961-62. Of particular relevance to this case is
Thompson Medical Company, where the Commission applied the
Pfizer factors to determine that well-controlled clinical tests (or
RCTs) were required as a reasonable basis for efficacy claims
regarding a topical analgesic. Thompson Med. Co., 104 F.T.C. at
826. In addition to determining that the type of claim made, as in
this matter, was one “whose truth or falsity would be difficult or
impossible for consumers to evaluate by themselves,” the
Commission determined that experts in the field would require
well-controlled clinical trials as reasonable substantiation for the
efficacy of an analgesic. Id. at 822.

In sum, the Commission’s determination that RCTs are
required to substantiate Respondents’ disease claims is founded
on the well-established principle that determining the proper level
of substantiation is a fact-based and case-specific analysis based
on expert testimony as to what constitutes competent and reliable
scientific evidence for the claims at issue. Respondents were on
notice of this long-standing standard. Therefore, our decision in
this case does not raise due process concerns.

IX. Media Interviews

The four media interviews in question on appeal include
appearances by Mrs. Resnick on The Martha Stewart Show and
The Early Show, sharing recipes and marketing ideas related in
part to POM; a magazine interview with Mrs. Resnick in
Newsweek, in part promoting the sale of her book about the POM
business; and a television interview with Mr. Tupper on FOX
Business discussing the current relevance of the pomegranate and
pomegranate juice. ID at 208.

The ALJ found that the four media interviews challenged by
Complaint Counsel do not constitute advertisements within the
meaning of the FTC Act so that the Initial Decision does not
evaluate whether any claims made during the interviews are
deceptive or misleading. ID at 210. We do not adopt the
predicate for the ALJ’s ruling — that the media interviews must be
advertisements (rather than deceptive commercial speech more
broadly) in order to form the basis for liability under Section 5 of
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the FTC Act. Instead, given the limited evidence regarding the
circumstances surrounding the context of these interviews and the
numerous other deceptive claims made by Respondents, the
Commission declines to base liability on the four media
interviews in question.

In focusing solely on whether or not an advertisement must be
paid for in order to fall within the scope of Section 12 as
“advertisements,” the ALJ did not consider whether statements
made during the media interviews violate Section 5 of the FTC
Act as deceptive commercial speech.® Section 5(a)(2) of the
FTC Act states, “[tlhe Commission is hereby empowered and
directed to prevent persons, partnerships, or corporations . . . from
using unfair methods of competition in or affecting commerce and
unfair or deceptive act or practices in or affecting commerce.” In
order to determine as a preliminary matter whether respondents
are engaging in commercial speech, we consider a number of
factors.

In In re R.J. Reynolds Tobacco Company, 111 F.T.C. 539, 547
(1988), the Commission held that respondents’ advertisement
discussing a “scientific study” that allegedly assessed the hazards
of cigarette smoking constituted deceptive commercial speech,
reversing the ALIJ’s ruling granting respondents’ motion to
dismiss on the grounds that the advertisement did not constitute
commercial speech. In considering whether the advertisement
constituted commercial speech, the Commission considered (1)
the content of the speech, i.e., whether it contained a message
promoting the demand for a product or service; (2) whether the
speech referred to a specific product or service; (3) whether the

3 Notwithstanding Respondents’ claims to the contrary, deceptive
commercial speech is not constitutionally protected. See Cent. Hudson Gas &
Elec. Corp., 447 U.S. at 566 (“For commercial speech [to be protected by the
First Amendment], it at least must concern lawful activity and not be
misleading.”). Where the Commission finds that claims disseminated through
commercial speech lack proper substantiation, such findings establish as a
matter of law that such claims are deceptive and thus not protected by the First
Amendment. See Direct Mktg. Concepts, Inc., 624 F.3d at 8 (“Where the
advertisers lack adequate substantiation evidence, they necessarily lack any
reasonable basis for their claims. And where the advertisers so lack a
reasonable basis, their ads are deceptive as a matter of law.”) (citation omitted).
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speech included information about attributes of a product or
service, such as type, price, or quality, including information
about health effects associated with the use of a product; (4) the
means used to publish the speech, including whether it is paid-for
advertising; and (5) the speaker’s economic or commercial
motivation. Id. at 544-46. The Commission stated:

Evidence that may be relevant to deciding whether the
Reynolds advertisement is commercial speech includes
facts concerning the publication or dissemination of the
advertisement, such as whether it was paid-for, where and
in which publications it was disseminated, whether it was
placed in editorial space (such as an op-ed page) or
advertising space in the publication, whether it was
prepared as a letter to the editor, whether it was sent to
representatives of the media for selection on merit by
editorial boards, and to whom it was disseminated outside
the media.

Evidence about the promotional nature of the advertisement
also may be relevant. Therefore, it might be useful to
consider the circumstances surrounding the development of
the advertisement, such as whether it was targeted to
consumers or legislators; whether it was intended to affect
demand for Reynolds’ cigarettes or brands or to affect
particular legislative or regulatory proposals; whether the
advertisement was subjected to copy testing or to review by
focus groups and, if so, the nature of the questions used in
the copy tests or focus group sessions; and the results of
those procedures both in terms of what they showed and
what changes, if any, Reynolds made in response to those
showings. Evidence relating to the message(s) Reynolds
itself intended to convey through the advertisement also
may be relevant. In addition, Reynolds' share of the
cigarette market may be relevant to deciding whether
including a brand name reference is a prerequisite to a
determination = that the advertisement constitutes
commercial speech.

Id. at 550. In other words, the evidence considered by the
Commission in R.J. Reynolds Tobacco Company focuses in large
part on the “means” used to publish the speech, as well as where
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and in which publications it was disseminated and where it was
placed within such publications. These factors may apply
differently when determining whether statements fall within the
definition of commercial speech outside of the advertising
context. Compare Cent. Hudson Gas & Elec. Corp., 447 U.S. at
562-563 (“‘commonsense’ distinction between speech proposing
a commercial transaction, which occurs in an area traditionally
subject to government regulation, and other varieties of speech”)
with id. at 546 (discussing case decided by Court on the same day,
Consol. Edison Co. v. Public Serv. Comm’n, 447, U.S. 530, 544
(1980), holding that “[PSC]’s suppression of bill inserts that
discuss controversial issues of public policy directly infringes the
freedom of speech protected by the First and Fourteenth
Amendments.”); see also Oxycal Labs. v. Jeffers, 909 F. Supp.
719, 724 (S.D. Cal. 1995) (denying request for injunction
pursuant to the Lanham Act after determining that statements in a
book about the carcinogenic effects of plaintiffs’ vitamins did not
constitute commercial speech even though the book also
promoted defendants’ products: “The Court finds that the main
purpose of [defendant’s] Book is not to propose a commercial
transaction, and [defendant’s] writing is not solely related to the
economic interests of the speaker and its audience.”).

The factual record in this case, however, lacks evidence about
several of the commercial speech factors described in R.J.
Reynolds Tobacco Company. Specifically, in considering the
“means” by which such statements were made, we consider that
these statements were made in the context of much longer
interviews with the media, that the interviewer rather than the
interviewee may have a certain amount of control over the content
of the speech based on the content of the questions, and that the
interviewer may have his or her own agenda that does not focus
on advancing the commercial interests of Respondents. Here, the
record is devoid of answers to key questions. The record does not
reveal, for example, whether and how each of these interviews
came to pass or any understanding between the media
organizations and Respondents regarding the content of the
interviews. Also lacking in the record is evidence about how the
media interviews were arranged or procured, and whether
Respondents paid for them. These factors are not necessarily all
required or dispositive, and may be considered on a sliding scale.
However, absent answers to these questions, we cannot make an
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informed determination with respect to the media interviews at
issue.

Moreover, in light of the number of deceptive claims made in
the other challenged exhibits by Respondents, we need not base
Respondents’ liability in this case on these four media
appearances. We follow a precedent of restraint exhibited in other
decisions where liability has been found on other grounds. In re
Rubbermaid, 87 F.T.C. 676, 1976 WL 179998 at *20 (F.T.C. Apr.
13, 1976) (“Because we have found the contracts to be generally
violative of Section 5 [as alleged in Count I’s charge of illegal
price maintenance], there is no need to reach Count II’s charge of
violations with regard to transactions between certain States, and
we decline to do so.”).

X. Remedy
A. Cease and Desist Order

The ALJ determined that a cease and desist order is warranted
against all Respondents, finding that Respondents’ conduct is
transferable, serious, and deliberate. ID at 309-13. On appeal,
Respondents argue that injunctive relief is not warranted with
respect to the Challenged POM products because POM has
already stopped running the ads found to contain claims. In
addition, Respondents argue that the remedy is not necessary
because they began implementing a new review process for POM
ads in 2006 and only a handful of ads and web captures of
offending claims were made after that implementation. RA at 39-
40. At the outset, the Commission rejects Respondents’ argument
that a cease and desist order is not warranted because some of the
advertisements, representing a small subset of the advertisements
that the Commission finds to contain false or misleading claims,
were issued in or prior to 2006. The Commission also agrees with
the ALJ’s conclusion that a cease and desist order is appropriate
with respect to all Respondents and adopts the ALJ’s findings
with respect thereto.

In considering whether a cease and desist order is appropriate,
the Commission must determine that an order is both sufficiently
clear and reasonably related to the unlawful practices at issue.
See Colgate-Palmolive Co., 380 U.S. at 392, 394-95.
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Specifically, when determining whether an order is reasonably
related to the unlawful practices, the Commission should consider
“(1) the seriousness and deliberateness of the violation; (2) the
ease with which the violative claim may be transferred to other
products; and (3) whether the respondent has a history of prior
violations.” Stouffer Foods Corp., 118 F.T.C. at 811; see also
Telebrands Corp., 457 F.3d 354, 358 (4th Cir. 2006); Kraft, Inc.,
970 F.2d at 326. “The reasonable relationship analysis operates
on a sliding scale — any one factor’s importance varies
depending on the extent to which the others are found. . . . All
three factors need not be present for a reasonable relationship to
exist.” Telebrands Corp., 457 F.3d at 358-59.

We agree with the ALJ’s conclusion that Respondents’ actions
were serious and deliberate. Respondents claimed the Challenged
POM Products treat, prevent or reduce the risk of heart disease,
prostate cancer, or ED. Respondents made serious yet
unsupported claims about three diseases, some of which can be
life-threatening. Respondents also made numerous deceptive
representations and were aware that they were making such
representations despite the inconsistency between the results of
some of their later studies and the results of earlier studies to
which Respondents refer in their ads. See supra Section V; see
also Standard Qil Co. v. FTC, 577 F.2d 653, 662 (9th Cir. 1978)
(“Among the circumstances which should be considered in
evaluating the relation between the order and the unlawful
practice are whether the respondents acted in blatant and utter
disregard of the law.”).

The Commission finds that a greater number of ads than those
identified by the ALJ convey the claims alleged by Complaint
Counsel. Nevertheless, injunctive relief, such as that ordered by
Judge Chappell, is justified even if based only on the smaller
number of ads where the ALJ found Respondents conveyed the
claims. Thus, whether based on the ALJ’s findings or our
findings, Complaint Counsel has demonstrated that Respondents
disseminated numerous advertisements making the claims alleged
in the Complaint. It is unnecessary to find that all of the
challenged ads made the alleged claims in order to warrant
injunctive relief for deceptive advertising. Bristol-Myers Co., 102
F.T.C. at 321 n.5 (“Although we find a smaller number of
violative ads than did the ALJ, there is certainly an adequate
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number to support the order . . . .”); Fedders Corp. 85 F.T.C. 38,
71-72 (1975) (“The Commission has previously issued orders in
cases involving no more than one or a few deceptive
advertisements.”).

We also agree with the ALJ’s conclusion that the kind of
claims made by Respondents in this case would be transferable to
other products. A violation is transferrable where other products
could be sold utilizing similar techniques. Colgate-Palmolive
Co., 380 U.S. at 394-95; Sears, Roebuck & Co. v. FTC, 676 F.2d
385, 392, 394-95 (9th Cir. 1982). Here, Respondents could use
similar marketing techniques to make disease claims about other
food products, including the other food products Respondents
currently sell. By way of analogy, in the context of drug products,
“misrepresenting that doctors prefer a product, or that tests prove
the product’s superiority, is a form of deception that could readily
be employed for any non-prescription drug product.” Am. Home
Prods. Corp., 695 F.2d at 708; see also Daniel Chapter One, 2009
WL 2584873 at *104 (“In this case, the claims that the
Challenged Products prevent, treat, or cure cancer, and the use of
testimonials by doctors and consumers to make such claims, could
readily be employed for any dietary supplement.”). Although, as
set forth by the ALJ, Respondents do not have a history of prior
violations, ID at 314, the other factors strongly weigh in favor of
restraining Respondents’ conduct in the future.

B. Fencing-In Provisions

It is well established that the Commission may issue orders
containing fencing-in provisions, that is, “provisions that are
broader than the conduct that is declared unlawful.” Telebrands
Corp., 457 F.3d at 357 n.5; see also, e.g., Colgate-Palmolive Co.,
380 U.S. at 394-95; FTC v. Ruberoid Co., 343 U.S. 470, 473
(1952). As the Supreme Court recognized in Ruberoid, the
Commission’s orders need not be restricted to the “narrow lane”
of a respondent’s past actions; the Commission may effectively
“close all roads to the prohibited goal, so that its order may not be
by-passed with impunity.” Ruberoid Co., 343 U.S. at 473.

Consequently, the Order we impose applies to the Challenged
POM Products as well as to any other food, drug, or dietary
supplement products sold by POM and the other Roll entities. See
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Order, Definitions, 9 4 (“Covered Product” means any food, drug,
or dietary supplement, including, but not limited to the POM
Products.”). Courts have agreed that fencing-in provisions that
extend to products beyond those involved in the violations are
appropriate. See, e.g., Colgate-Palmolive Co., 380 U.S. at 394-
95; Telebrands Corp., 457 F.3d at 361-62; Kraft, Inc., 970 F.2d at
326-27; Am. Home Prods. Corp., 695 F.2d at 704-10. As our
prior analysis indicated, and as the ALJ recognized, the kind of
claims made by Respondents in this case would easily be
transferable to other products. See discussion supra, Section X.A;
ID at 310-12. As the ALJ explained, it is not material that the
Challenged POM Products are only a small portion of the
products sold by Respondents when the advertising claims made
for the Challenged POM Products are readily transferable to the
other categories of products covered by the Order, particularly
when Respondents have acknowledged that they have sponsored
research of the health benefits of other products they sell, such as
Wonderful Pistachios and FIJI Water. See ID at 311.

In addition, we hold that the Respondents must have at least
two RCTs before making any representation regarding a product’s
effectiveness in the diagnosis, treatment, or prevention of any
disease.’® See Order, Part I. Although we did not need to decide

3% Commissioner Ohlhausen disagrees with the majority’s view that two
RCTs are warranted in the order as fencing-in relief. She would require only
one RCT and would regard that study in view of other available scientific
evidence. Requiring a second RCT is not reasonably related to the violations at
issue in this case because a second study would not cure any particular
statistical or methodological problems. As stated in Section I of this opinion,
the Commission did not reach the question of the number of trials that are
needed to establish liability. Repetition or replication of poorly designed
studies does not make those studies sound. Moreover, although it might
provide the Commission with some subjective comfort, requiring two RCTs
does so at the expense of limiting consumer access to potentially useful
information. The product at issue is an admittedly safe food product — a type of
fruit juice. To set an unnecessarily high bar for such a product is in tension
with the balanced approach to substantiation set forth in the Commission’s own
Pfizer factors and with our policy commitment to avoid imposing “unduly
burdensome restrictions that might chill information useful to consumers in
making purchasing decisions.” FTC Staff Comment Before the Food and Drug
Administration In the Matter of Assessing Consumer Perceptions of Health
Claims, Docket No. 2005N-0413 (2006), available at
http://www.ftc.gov/be/V060005.pdf. To set an especially high bar without an
adequate rationale also raises First Amendment concerns. As the court in
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how many RCTs are necessary to substantiate Respondents’
disease claims in order to establish liability, we specify a two
RCT requirement in the Order for two reasons.

First, such a requirement is consistent with Commission
precedent, see Thompson Med. Co., 104 F.T.C. at 831-32 (“no
lesser standard than two well-controlled clinical tests is
appropriate as a general rule for any analgesic product”), and
expert testimony in the record before us recognized the need for
consistent results in independently-replicated studies. As one
expert explained, “[e]ven with the safeguards contained in an
RCT, the results contained in any one study may be due to chance
or may not be generalizable due to the uniqueness of the study
sample.” See CX1291 at 14-15 (Sacks Expert Report); Sacks, Tr.
1446-47.

Second, Respondents have a demonstrated propensity to
misrepresent to their advantage the strength and outcomes of
scientific research, as reflected by our conclusion that they made
false and misleading claims about serious diseases, including
cancer, in a number of the advertisements before us. Like the
ALJ, see ID at 312, the Commission finds that Respondents have
engaged in a deliberate and consistent course of conduct — no
mere isolated incident or mistake — in deceptively touting the
Challenged POM Products’ purported ability to affect diseases
and the scientific studies ostensibly showing such effects. To
ensure that Respondents do not bypass our order, we therefore
require that they have two substantiating RCTs before they again
advertise that one of their products prevents, reduces the risk, or
treats any disease.

In imposing a requirement of two RCTs, we reject Complaint
Counsel’s argument that our Order should prohibit Respondents
from making disease-related establishment and efficacy claims
about the Challenged POM Products unless such claims are pre-
approved by the FDA. According to Complaint Counsel, FDA
pre-approval would be reasonably related to the challenged acts

Pearson noted, “[tlhe government insists that . . . the commercial speech
doctrine does not embody a preference for disclosure over outright suppression.
Our understanding of the doctrine is otherwise.” Pearson, 164 F.3d at 657
(citing Bates v. State Bar of Arizona, 433 U.S. 350 (1977)).
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“[blecause the level of evidence required to support disease
treatment, prevention, and reduction of risk claims found in this
matter are similar to FDA’s evidentiary standards[.]” CCA at 37-
38. We agree with the ALJ’s conclusion, see ID at 317, that FDA
pre-approval is not warranted as part of the remedy in this case.

Complaint Counsel argues that requiring FDA pre-clearance
before Respondents may again advertise that their products treat,
prevent, or reduce the risk of a disease would offer a number of
benefits, including a clear, bright-line standard that would be easy
to enforce and, at the same time, provide -certainty for
Respondents. CCA at 41. The order we issue today sufficiently
accomplishes those goals by requiring at least two RCTs.*’

The requirement for two RCTs in Part I of the Order applies
only to claims for disease prevention, risk reduction, and
treatment; future representations relating to efficacy or health
benefits of covered products that fall short of disease claims are
covered by Part IIl of the Order. That provision requires
substantiation consisting of competent and reliable scientific
evidence (as defined in that Part), that must be sufficient in
quality and quantity when considered in the light of the entire
body of relevant and reliable scientific evidence, to substantiate
that the representation is true.

C. Appropriateness of Applying the Final Order to Matthew
Tupper

Respondent Matthew Tupper argues that he should not be held
individually liable or subject to any order in this case. We agree
with the ALJ’s legal conclusions and factual findings holding
Matthew Tupper individually liable and determining that he
should be subject to a Final Order along with the other
Respondents.

Courts and the Commission consistently have held that to find
an individual liable for deceptive acts or practices, the individual

37 In exercising its substantial discretion to fashion relief appropriate to the
circumstances of a particular case, the Commission has in several settlements
of false advertising claims imposed a FDA pre-approval requirement. Our
ruling today does not foreclose that we may again conclude, in an appropriate
case, that FDA pre-approval would be an appropriate remedy.
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must either have participated directly in or had the authority to
control the acts or practices at issue; both participation and control
are not required. See QT, 512 F.3d at 864 (“[The individual
respondent] not only participated in the false promotional
activities but also had the authority to control them. Either
participation or control suffices.”); FTC v. Freecom Commc’ns,
Inc., 401 F.3d 1192, 1204 (10th Cir. 2005) (“To justify the
imposition of injunctive relief against [an] individual, the FTC is
required to show the individual participated directly in the
business entity’s deceptive acts or practices, or had the authority
to control such acts or practices.”); FTC v. Publ’g Clearing
House, Inc., 104 F.3d 1168, 1170 (9th Cir. 1997); FTC v. Amy
Travel Serv. Inc., 875 F.2d 564, 573 (7th Cir. 1989); FTC v.
Consumer Alliance, Inc., 2003 WL 22287364 at *5 (N.D. Il
Sept. 30, 2003).

Even though participation and control are not both required,
the record shows that Mr. Tupper both participated directly in and
had the authority to control the acts or practices at issue.

With respect to his participation in the acts at issue, Mr. Tupper
“implement[ed] POM’s direction with regard to health benefit
advertising and the use of science in connection with the
advertising.” ID at 305; IDF 51. Mr. Tupper participated in
meetings reviewing advertising concepts and content, and
reviewed, edited, and in some cases had the final say on
advertising concepts and advertising copy. ID at 305; IDF 156,
160, 162, 1410, 1416, 1419-20. Mr. Tupper also participated in
reviewing creative briefs, providing specific medical language for
use in advertisements, drafting magazine cover wraps found by
the ALJ (and here by the Commission) to have made the claims
alleged by Complaint Counsel, and reviewing press releases. ID
at 305; IDF 306-10, 581, 1417, 1421, 1430-31. Mr. Tupper was
heavily involved in the direction of POM’s medical research. 1D
at 305; IDF 53, 119, 142, 144, 1412, 1424-29. Mr. Tupper, in his
capacity as an officer of POM, also had the authority to control its
challenged practices. ID at 306-07 (“in his capacity as an officer
[of POM], Mr. Tupper, together with others, formulated, directed,
or controlled the policies, acts, or practices of POM.”); IDF 37-
38, 42. Mr. Tupper managed the day-to-day affairs of POM,
including its marketing team, oversaw and administered its
budget, signed checks and contracts on behalf of the company,
and had the authority to determine which advertisements should
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run. ID at 306; IDF 25, 44, 45, 1406. He also had numerous
employees report to him directly and had the authority to hire and
fire POM employees, including the head of POM’s marketing
department. ID at 306-07; IDF 46-50.

In sum, the ordered relief is reasonably related to the
deceptive acts and practices of all the Respondents, including Mr.
Tupper.

Conclusion

For all the foregoing reasons, we conclude that the
Respondents have violated Sections 5(a) and 12 of the FTC Act
and we affirm the ALJ’s finding as to liability. Consequently, we
issue a Final Order to address Respondents’ conduct.
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APPENDIX A
POM Claims Appendix'

Below we examine each of the advertisements and other
promotional materials challenged by Complaint Counsel and
explain our analysis of the net impression conveyed. We begin
with a discussion of recurring elements® found in a number of
these exhibits and then turn to our review of each challenged ad.

A. Recurring Elements

Medical Imagery, Symbols, and Terminology. Many of the
challenged ads include images and symbols strongly associated
with medicine, physicians, and equipment, among them the
caduceus symbol of the medical profession or the “x” in POMx
resembling the Ry abbreviation. These images and symbols
contribute to a net impression that certain ads conveyed the
disease-related claims challenged by Complaint Counsel. As
discussed below, even the use of medical imagery in a humorous
manner can buttress this message, such as a POM bottle turned
upside down appearing as an intravenous drip bag (Figure 5), a
POM bottle connected to electrocardiogram leads (Figure 6), and
a POM bottle inside a blood pressure cuff (Figure 11). Medical
terminology also contributes to a net impression that the ads
conveyed the challenged claims. In several challenged exhibits,
the use of the word “disease” as well as references to specific
diseases and disease symptoms (€.9., “cancer,” “prostate cancer,”
“erectile dysfunction,” “coronary heart disease,”
“atherosclerosis,” “high blood pressure,” “hardening of the
arteries,” and “stroke”) conveyed that the Challenged POM
Products treat, prevent or reduce the risk of disease.

' For most of the challenged advertisements, Commissioner Ohlhausen

agrees with the majority of the Commission about the claims conveyed.
However, as explained in her Concurring Statement, for some advertisements,
Commissioner Ohlhausen either did not find certain claims were made or
believes extrinsic evidence is necessary to determine whether consumers would
take away such claims.

2 .. .
The Commission reviewed each ad separately, however, and no

individual element should be necessarily construed as sufficient to convey a
claim. Instead, each element may contribute to an ad’s net impression in
combination with other elements as described for each ad in this Claims
Appendix.
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References to Medical Professionals, Scientific Studies,
and Medical Journals. References to physicians by name or to
FDA approval or review also contribute to the net impression that
the ads conveyed the challenged claims. Moreover, references to
medical studies, particular medical journals, or other types of
scientific evaluation helped convey the asserted efficacy and
establishment claims, as did the use of statements quantifying the
amount of money spent on research (e.g., “backed by $25 million
in vigilant medical research”). Further, the characterization of the
research specifically as “medical” (as opposed to simply
Aresearch” or even “nutritional research”) contributes to the net

impression that the ads conveyed the challenged claims.

Performance Results Requiring Scientific Measurement.
Several ads contain references to quantifiable results (e.g., “eight
ounces of POM a day can reduce plaque in the arteries by up to
30%!”). Such references tend to communicate that the product’s
attributes are supported by scientific research because a reduction
in the amount of plaque in an individual=s arteries cannot be

known through casual observation, i.e., it must be measured by a
medical professional.

Use of Humor. Contrary to Respondents’ assertion, the use
of lighthearted or humorous elements does not detract from the
substance of the claims conveyed by the challenged ads. For
instance, Figure 6 shows a bottle of POM Wonderful connected to
leads for an EKG, along with the title, “Amaze your cardiologist.”
The ad text further reads, “Ace your EKG . ... A glass a day can
reduce plaque by up to 30%! Trust us, your cardiologist will be
amazed.” While the depiction of the bottle of pomegranate juice
undergoing a medical test is meant to be humorous, the humorous
element includes medical imagery that reinforces the claims
conveyed by the text. Thus, the ad conveyed the net impression
that drinking POM will reduce plaque by up to 30% and produce
improvements measurable by an EKG that will be great enough in
magnitude to impress a cardiologist. Likewise, Figure 7 depicts a
bottle of POM in a noose, along with the headline “Cheat death”
and additional text that says “Dying is so dead ... POM
Wonderful ... has more antioxidants than any other drink and can
help prevent premature aging, heart disease, stroke, Alzheimer=s,
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even cancer . . . .” Again, while the depiction of the bottle in a
noose is meant to be humorous, it does not undercut the net
impression that drinking POM extends your life to the extent that
the drinker will “Cheat death.”

Qualifying Language. Many of the ads also include
adjectives attached to scientific claims (e.g., “emerging science
suggests,” “promising results,” “preliminary studies, ” “initial
scientific research”) (emphasis added). However, the
Commission does not find that these adjectives effectively qualify
the claims conveyed in the challenged ads, when viewed in the
context of each ad in its entirety.” For example, Figure 20 states
in part: “POM Wonderful 100% pomegranate Juice is supported
by $23 million of initial scientific research from leading
universities, which has uncovered encouraging results . . . .”
While the ad literally states that the research is “initial” and has
produced “encouraging results,” the references to the fact that the
research has taken place at “leading universities” and that it cost
$23 million overwhelm these qualifiers. Moreover, in ads
specifically discussing the results of scientific studies, simply
stating that the studies are “initial” or “hopeful” or “promising”
does not neutralize the claims made when the specific results are
otherwise described in unequivocally positive terms.  For
instance, Figures 25 and 28-32 state that “an initial UCLA study
on our juice found hopeful results for prostate health, reporting
‘statistically significant prolongation of PSA doubling times,’
according to Dr. Allen J. Pantuck in Clinical Cancer Research,
2006.” In these examples, the words “initial” and “hopeful” do
not undercut the message that the results of the study were
statistically significant and positive for PSA doubling times. The
application of these principles regarding qualifiers is consistent
with the Commission’s experience in other advertising contexts.
See, e.g., Guides Concerning Use of Endorsements and
Testimonials in Advertising, 16 C.F.R. " 255.2 (ads with

consumer endorsements will likely be interpreted as conveying
that the endorser=s experience is representative of what

*  Commissioner Ohlhausen’s view is that, in the context of certain

challenged ads, the use of these qualifiers warrant the introduction of extrinsic
evidence before the Commission can find that an advertisement conveys
establishment claims. See Commissioner Ohlhausen’s Concurring Statement.
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consumers will generally achieve, even when they include
disclaimers such as “Results not typical” and “These testimonials
are based on the experiences of a few people and you are not
likely to have similar results”);* and FTC Staff Report, Effects of
Bristol Windows Advertisement with an “Up To” Savings Claim
on Consumer Take-Away and Beliefs, (May 2012) available at
http://www.ftc.gov/opa/2012/06/uptoclaims.shtm (when
marketers use the phrase “up to” in their ads, such as making a
claim that consumers will save “up to 47%” in energy costs by
purchasing replacement windows, the qualifier does not affect
consumers’ overall takeaway that the percentage savings depicted
is typical of what they can expect to achieve).

B. Facial Analysis of Individual Exhibits

Figure 1. CXO0013: 2003 press release

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0013. See ID at 99 416-420. Accordingly, we
conclude that this press release conveyed to at least a significant
minority of reasonable consumers that drinking eight ounces of
POM Juice daily treats, prevents or reduces the risk of heart
disease and that these claims have been scientifically established.

Figure 2. CX0016: “Drink and be healthy” print
advertisement

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0016. See ID at 49 290-296. Accordingly, we
conclude that CX0016 conveyed to at least a significant minority
of reasonable consumers that drinking eight ounces of POM Juice
daily prevents or reduces the risk of heart disease and that these
claims have been scientifically established.

Figure 3. CX0029: “10 out of 10 People” print advertisement
The Commission adopts the findings and conclusions of the ALJ
with regard to CX0029. See ID at 99 297-299, 301-305.
Accordingly, we conclude that CX0029 conveyed to at least a
significant minority of reasonable consumers that drinking eight

* In Commissioner Ohlhausen’s view, the use of qualified terms such as
“preliminary studies,” or “initial studies” in the main text of an ad is
significantly different than including a disclosure like “results not typical” in
small print at the bottom of an ad.
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ounces of POM Juice daily treats, prevents or reduces the risk of
heart disease and that these claims have been scientifically
established.

Figure 4. CXO0031: “Floss Your Arteries” print advertisement
The Commission adopts the conclusions of the ALJ that CX0031
conveyed to at least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice daily treats,
prevents or reduces the risk of heart disease. See ID at 99 440-
445. The statement that just drinking eight ounces a day “can
reduce plaque by up to 30%” contributes to the treatment,
prevention, and risk reduction messages, because an elevated
level of plaque in the arteries is associated with the heart disease.

Additionally, the Commission reverses the ALJ’s conclusion that
the ad did not convey that the efficacy claims are clinically
proven. See ID at 9 448. The Commission concludes that the
precise language that “[j]ust eight ounces a day can reduce plaque
by up to 30%,” within the context of the advertisement’s headline
and imagery of the POM bottle on a medicine cabinet shelf,
conveyed to at least a significant minority of reasonable
consumers that the efficacy claims made in this advertisement
have been scientifically established. A reduction in the amount of
plaque in an individual’s arteries cannot be known through casual
observation; it must be measured by a medical professional.
Thus, the use of language communicating this specific quantified
result conveyed that the results were gauged through scientific
measurement and that the claim is therefore scientifically
established.

Figure 5. CXO0033: “Life Support” print advertisement

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0033. See ID at 99 449-455. Accordingly, we
conclude that this ad conveyed to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice
daily prevents or reduces the risk of heart disease.

Figure 6. CX0034: “Amaze Your Cardiologist” print
advertisement

The Commission adopts the findings and conclusions of the ALJ
that CX0034 conveyed to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice
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daily, treats, prevents or reduces the risk of heart disease. See ID
at 99 456-464.

The statement that the antioxidants in POM fight free radicals that
“can cause sticky, artery clogging plaque” helped convey that
POM prevents or reduces the risk of heart disease. The statement
that a glass a day “can reduce plaque by up to 30%” bolsters this
prevention and risk reduction message and also contributes to a
claim that POM treats existing heart disease, as an elevated level
of plaque in the arteries is associated with heart disease. Further,
the ad makes two references to being able to “amaze[]” a
cardiologist, a physician specializing in heart disorders such as
coronary disease. Most consumers would not have any reason to
visit a cardiologist except for diagnosis or treatment of heart
disease. Thus, the statement “amaze your cardiologist” along
with the remaining text implies that drinking POM will produce
significant results for a consumer with reason to visit a
cardiologist, i.e., with heart disease.

The Commission reverses the ALJ’s finding that this
advertisement did not include an establishment claim. See ID at
99 465-468. The Commission concludes that the precise language
that a “glass a day can reduce plaque by up to 30%,” within the
context of the advertisement’s headline, medical imagery, and text
conveyed to at least a significant minority of reasonable
consumers that the efficacy claims made in this advertisement
have been scientifically established. A reduction in the amount of
plaque in an individual’s arteries cannot be known through casual
observation; it must be measured by a medical professional.
Thus, the use of language communicating this specific quantified
result conveyed that the results were gauged through scientific
measurement, and that the claim is therefore scientifically
established.

Figure 7. CX0036: “Cheat Death” print advertisement

The Commission adopts the findings and conclusions of the ALJ
that CX0036 conveyed to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice
daily reduces the risk of heart disease. See ID at 99 469-476. We
also find that the advertisement conveyed to a significant minority
of reasonable consumers that drinking eight ounces of POM Juice
daily prevents heart disease. The Commission reverses the ALJ to
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the extent that he did not make this finding. ID at 9 474. We
make this finding based on the net impression of the
advertisement, including the statements that drinking eight ounces
of POM Juice a day “can help prevent ... heart disease,” and
“[t]he sooner you drink it, the longer you will enjoy it,” as well as
imagery of the POM Juice bottle with a noose around the neck of
the bottle.

Figure 8. CX0044: September 2005 press release

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0044. Accordingly, we conclude that this
exhibit conveyed to at least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice daily, treats,
prevents or reduces the risk of heart disease, and that these claims
have been scientifically established. See ID at 9 421-427.

Figure 9. CX0065: July 2006 press release

The Commission adopts the findings and conclusions of the ALJ
that CX0065 conveyed to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice or
taking one POMXx Pill daily treats prostate cancer, and that this
claim has been scientifically established. See ID at 94 428-431.
We also conclude that the press release conveyed to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice or taking one POMx Pill daily prevents or
reduces the risk of heart disease, and that these claims are
scientifically established. In this regard, the decision of the ALJ
is reversed. See ID at 99 585-586. Several factors contribute to
this overriding message regarding the impact of POMx Pills and
POM Juice on heart disease and prostate cancer. First, the press
release references scientific research specifically indicating that
POMx and POM Juice “may protect against cardiovascular ...
disease[].” Likewise, the press release refers specifically to
published research from the American Association for Cancer
Research, which claimed that daily consumption of pomegranate
juice significantly prolonged PSA doubling time, which is a
protein marker for prostate cancer. In addition, the press release
quoted comments by a “Professor of Medicine” and “Director,
UCLA Center for Human Nutrition” about “the effects” of POMx
and POM Juice on prostate cancer.
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Figure 10.  CX1426 EXx. I: Antioxidant Superpill Brochure
The Commission adopts the findings and conclusions of the ALJ
with regard to CX1426 Ex. I. Accordingly, we conclude that this
exhibit conveyed to least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice or taking one
POMx Pill daily treats, prevents or reduces the risk of heart
disease and prostate cancer, and that these claims have been
scientifically established. See ID at 99 328-342.

The efficacy and establishment claims for treatment of prostate
cancer and heart disease are conveyed through language
describing scientific studies purportedly showing that drinking
POM slows PSA doubling time by 350% and causes a significant
decrease in cancer regrowth rate for men with advanced prostate
cancer, and that drinking POM caused a 30% decrease in arterial
plaque for patients with atherosclerosis and a 17% improvement
in blood flow for patients with impaired blood flow to the heart.

The ad also conveyed prevention and risk reduction claims for
these two diseases. The ad underscores the importance of taking
an antioxidant supplement by identifying the underlying problem
of free radicals, which may be linked to “serious health threats
like cancer and heart disease. In fact, scientists have already
linked free radicals to as many as 60 different types of diseases.”
The ad also states that: “Science tells us that pomegranate
antioxidants neutralize free radicals, helping to prevent the
damage that can lead to disease,” and that POM “promotes heart
and prostate health” and “guards your body against free radicals.”
These statements contributed to the net impression that the POMx
Pill or POM Juice will prevent or reduce the risk of heart disease
and prostate cancer in addition to treating these diseases.

Figure 11.  CX0103: “Decompress” print advertisement

The Commission adopts the findings and conclusions of the ALJ
that the evidence fails to show that CX0103 conveyed to a
significant minority of reasonable consumers that drinking eight
ounces of POM lJuice daily treats heart disease. See ID at § 587.
However, we find that this exhibit conveyed to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice daily prevents or reduces the risk of heart
disease and that these claims have been scientifically established.
In this regard, the decision of the ALJ is reversed. The ad
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containing medical imagery depicts the POM Juice bottle
wrapped in a blood pressure cuff. Moreover, express language in
the ad establishes a link between POM Juice, which “helps guard

. against free radicals [that] ... contribute to disease,” and the
$20 million of “scientific research from leading universities,
which has uncovered encouraging results in prostate and
cardiovascular health.” The ad also states that POM Juice will
help “[k]eep your ticker ticking.” In combination, these elements
communicate the message that POM Juice prevents or reduces the
risk of heart disease, and that those efficacy claims are
scientifically established.

Figure 12.  CX0109: “Heart Therapy” print advertisement
The Commission finds that CX0109 conveyed to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice daily prevents or reduces the risk of heart
disease. This exhibit is analogous to CX0103 (Figure 11 above)
in that the text of the advertisement states that drinking eight
ounces of POM Juice will “[k]eep your heart healthy,” and that
scientific evidence “has uncovered encouraging results in . . .
cardiovascular health.” We also note the bold headline touting
“Heart Therapy.” In this regard, the decision of the ALJ is
reversed. ID at 9 587. Additionally, the Commission finds that
this advertisement conveyed to at least a significant minority of
reasonable consumers that the efficacy claims have been
scientifically established. The text stating that POM Juice “is
supported by $20 million of initial scientific research from leading
universities, which has uncovered encouraging results in prostate
and cardiovascular health” contributes to this net impression. In
this regard, the decision of the ALJ is also reversed.

Figures 13-14.  CX0120: “One small pill for mankind;” and
CX0122: “Science Not Fiction” print advertisements

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0120 and CX0122 that the evidence fails to
demonstrate that these exhibits conveyed to a significant minority
of reasonable consumers that drinking eight ounces of POM Juice
or taking one POMx Pill daily prevents or reduces the risk of
prostate cancer. See ID at ] 587.

However, the Commission finds that these exhibits conveyed to at
least a significant minority of consumers that drinking eight
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ounces of POM Juice or taking one POMx Pill daily treats
prostate cancer. The text in CX0120 and CX0122 specifically
states that a study showed “hopeful results for men with prostate
cancer.” Further, in CX0120, the advertising copy, indicating that
it is a quote from the New York Times, states that “[f]indings from
a small study suggest that pomegranate juice may one day prove
an effective weapon against prostate cancer.” While the ads
include language that attempts to qualify the claims conveyed, the
Commission finds that these attempts to qualify fail to counteract
the net impression conveyed through the use of strong descriptive
language such as “incredibly powerful,” “astonishing levels of
antioxidants,” and “so extraordinary, it’s patent pending.” In this
regard, the decision of the ALJ is reversed.

Additionally, the Commission finds that the claims made in these
exhibits conveyed to at least a significant minority of reasonable
consumers that the prostate cancer treatment claims have been
scientifically established. Both exhibits state that “an initial
UCLA medical study ... showed hopeful results for men with
prostate cancer.” Further, the subtitle in CX0122 states that the
product is “backed by $20 million in medical research.” In this
regard, the decision of the ALJ is also reversed.

Figure 15.  CX0128: June 2007 press release

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0128. Accordingly, we conclude that this
exhibit conveyed to at least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice or taking one
POMXx Pill daily treats erectile dysfunction and that this claim has
been scientifically established. See ID at 9 432-439.

Figure 16.  CX1426 Ex. M: POMXx Heart Newsletter

The Commission adopts the findings and conclusions of the ALJ
with regard to CX1426 Ex. M. Accordingly, we conclude that this
exhibit conveyed to at least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice or taking one
POMx Pill daily treats, prevents or reduces the risk of heart
disease, and that these claims have been scientifically established.
See ID at 9] 346-350.



POM WONDERFUL LLC 95

Opinion of the Commission

Figure 17.  CX1426 Ex. N: POMXx Prostate Newsletter

The Commission adopts the findings and conclusions of the ALJ
with regard to CX1426 Ex. N. Accordingly, we conclude that this
exhibit conveyed to at least a significant minority of reasonable
consumers that drinking eight ounces of POM Juice or taking one
POMx Pill daily treats, prevents or reduces the risk of prostate
cancer, and that these claims have been scientifically established.
See ID at 4/ 351-354. The Commission finds, as the ALJ did, that
this newsletter draws a clear link between antioxidants and a
reduction in the risk of prostate cancer. After noting that prostate
cancer is “the second leading cause of cancer related to death in
the United States,” the newsletter addresses “risk factors” for
prostate cancer, including “diet,” and advises a diet that is rich in
antioxidants. The newsletter also expressly informs readers of
medical research in “top peer-reviewed medical journals that
document the pomegranate’s antioxidant health benefits such as
heart and prostate health.”

Figure 18.  CX0169/CX1426 Ex. L: “The Power of POM”
print advertisement

Based on the overall net impression of CX0169/CX1426 Ex. L,
the Commission finds that this exhibit conveyed to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice or taking a POMx Pill daily treats, prevents
or reduces the risk of heart disease and prostate cancer, and that
these claims are scientifically established. This ad includes a
discussion of the effects of antioxidants on “free radicals [that]
aggressively destroy healthy cells in your body — contributing to
premature aging and even disease. The good news is POM
Wonderful pomegranate antioxidants neutralize free radicals.”
The ad also describes $23 million in medical research including a
study published in Clinical Cancer Research, in which
pomegranate juice “delays PSA doubling time in humans.” In
addition, the ad discusses two studies showing “promising results
for heart health,” including improvement in ‘“myocardial
perfusion in coronary heart patients,” and the beneficial effect of
pomegranate juice on atherosclerosis. Although the ad attempts
to qualify the discussion of the medical research by using the
words  “promising,”  “hopeful,” and “preliminary,” the
Commission finds that these adjectives are ineffective, especially
where the references to the studies are introduced with a bolded
“Backed by Science” statement. We also find that the “results”
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of the studies are made especially notable by being presented in
red text.

In addition, the medical imagery of the prominent caduceus
symbol and the use of the subscript “x” in POMXx, as well as the
reference to $23 million dollars in medical research published in
named medical journals all combine to convey to at least a
significant minority of reasonable consumers that the claims have
been scientifically established. Finally, we note that the text and
imagery indicate equivalence between eight ounces of POM Juice
and one POMx Pill. Therefore, we reverse the findings of the
ALJ with regard to this exhibit.

Figures 19 and 24. CX0180/CX1426 Ex. K: “The
antioxidant Superpill;” and CX0279: “Science, Not Fiction”
print advertisements

Based on the overall net impression of CX0180/CX1426 Ex. K
and CX0279, the Commission finds that these exhibits conveyed
to at least a significant minority of reasonable consumers that
drinking eight ounces of POM Juice or taking a POMx Pill daily
treats, prevents or reduces the risk of heart disease and prostate
cancer, and that these claims are scientifically established. These
ads include references to $23 million and $25 million in medical
research including a study published in Clinical Cancer Research
that reports “statistically significant prolongation of PSA doubling
times.” The ads also describe two studies showing a decrease in
“stress-induced ischemia,” and “[p]omegranate juice consumption
resulted in a significant IMT reduction by up to 30% ,” referring
to arterial plaque.

In addition, the medical imagery of the caduceus symbol and the
use of the subscript “x” in POMX, the references to millions of
dollars in medical research published in named medical journals,
and the attribution of results to three specific named doctors, all
combine to convey to at least a significant minority of reasonable
consumers that the claims have been scientifically established.
Finally, we note that the text and imagery indicate equivalence
between eight ounces of POM Juice and one POMx Pill.
Therefore, we reverse the findings of the ALJ with regard to these
exhibits.
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Figure 20. CX0192: “What Gets Your Heart Pumping”
print advertisement

The Commission concludes that the express language of this ad
referring to “healthy arteries,” the fact that pomegranate juice
“helps guard your body against free radicals” that “aggressively
destroy healthy cells in your body and contribute to disease,” and
that “[e]ight ounces a day is enough to keep your heart pumping,”
created the net impression to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice
daily prevents or reduces the risk of heart disease. In addition, we
find the specific reference to “$23 million of initial scientific
research from leading universities, which has uncovered
encouraging results in prostate and cardiovascular health,” signals
that this beneficial effect has been scientifically established. We
therefore reverse the findings of the ALJ with regard to this
exhibit.

Figures 21 and 27. CXO0314: “Drink to Prostate Health;”
and CX0372, CX0379, CX0380: Super Health Powers series,
magazine wraps

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0314, CX0372, CX0379, CX0380. See ID at 9
306-320. Accordingly, we conclude that these exhibits conveyed
to at least a significant minority of reasonable consumers that
drinking eight ounces of POM Juice daily treats, prevents or
reduces the risk of prostate cancer, and that these claims have
been scientifically established.

Figure 22.  CX0260/CX1426 Ex. B: *“Drink to Prostate
Health” print advertisement

The Commission finds that this exhibit conveyed to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice daily treats prostate cancer and that this
claim is scientifically established. Factors contributing to this net
impression include the language “Drink to prostate health,” and
express language equating POM Juice to “good medicine.”
Furthermore, the ad describes a “recently published preliminary
medical study [that] followed 46 men previously treated for
prostate cancer” which found that “[a]fter drinking 8 ounces of
POM Wonderful 100% Pomegranate Juice daily for at least two
years, these men experienced significantly longer PSA doubling
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times.” Therefore, we reverse the findings of the ALJ with regard
to this exhibit.

Figure 23.  CX0274/CX1426 Ex. C: “I'm Off to Save
Prostates” print advertisement

Based on the overall net impression, the Commission finds that
this exhibit conveyed to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice
daily prevents or reduces the risk of prostate cancer, and that these
claims are scientifically established. The headline “I’'m off to
save PROSTATES” when read in conjunction with the text that
POM Juice “is committed to defending healthy prostates” and will
“improve prostate health,” implies that POM Juice protects men
from prostate cancer. In particular, the word “defend[]” in
conjunction with “save” gives the impression that the ad is
conveying information about a serious threat to prostates —
prostate cancer. The message of “defense” is one of warding off
this danger, i.e., preventing or reducing the risk of prostate cancer.
In addition, the language that POM Juice is “backed by $25
million in vigilant medical research” communicates that these
claims are scientifically established. Therefore, we reverse the
findings of the ALJ with regard to this advertisement.

Figures 25 and 28-32. CX0280: *“Live Long Enough;”
CX0331/CX1426 Ex. J: “Healthy Wealthy;” CX0328: “Your
New Health Care Plan;” CX0337: “First Bottle You Should
Open;” CX0342/CX0353: “Life Insurance Supplement;” and
CX0348/CX0350: “24 Scientific Studies” print advertisements
The Commission concludes that these exhibits conveyed to at
least a significant minority of reasonable consumers that drinking
eight ounces of POM Juice or taking one POMx Pill daily treats,
prevents or reduces the risk of heart disease and prostate cancer
and that these claims have been scientifically established. These
ads begin with the general proposition that “antioxidants are
critically important to maintaining good health because they
protect you from free radicals, which can damage your body,” and
that POMx is an “ultra-potent antioxidant extract,” that will “help
protect you from free radicals.” Further, the ads state that
research has “revealed promising results for prostate and
cardiovascular health.” In combination, these statements
contribute to the net impression that POM prevents and reduces
the risk of prostate cancer and heart disease.
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Each of these ads describe a UCLA study on POM juice in
Clinical Cancer Research that found “statistically significant
prolongation of PSA doubling times.” Because PSA doubling
time is associated with prostate cancer, this statement implies that
POM juice treats prostate cancer. In addition, the ads cite a
medical study in the American Journal of Cardiology that showed
a reduction in stress-induced ischemia, which the ad explains
means restricted blood flow to the heart. Four of the six ads
(CX0280, CX0331, CX0328, and CX0337) also discuss a study
that showed consumption of pomegranate juice “resulted in
significant reduction in IMT (thickness of arterial plaque) by up to
30% after one year.”

Several elements create the net impression that the above claims
are scientifically established, including: the express references to
$25 million and $32 million in “medical research at the world’s
leading universities;” the findings of studies regarding POM
Juice’s impact on PSA doubling times and stress-induced
ischemia published in Clinical Cancer Research and the
American Journal of Cardiology, respectively; and the attribution
of these test results to several specifically-named doctors. We
note that the text and imagery indicate equivalence between eight
ounces of POM Juice and one POMx Pill.

Accordingly, we reverse the ALJ’s findings with regard to these
ads.

Figure 26. CX0475/CX1426 Ex. A: Juice Bottle Hang Tag

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0475/CX1426 Ex. A that the evidence fails to
establish that the juice bottle hang tag conveyed to a significant
minority of reasonable consumers that drinking eight ounces of
POM Juice daily treats, prevents or reduces the risk of heart

disease, prostate cancer, or ED, or that such claims are clinically
established.

Figure 33.  CX0351/CX0355: “Only  Antioxidant
Supplement Rated X print advertisement

The Commission adopts the ALJ’s findings and conclusions that
these exhibits conveyed to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice or
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taking one POMx Pill daily treats, prevents or reduces the risk of,
erectile dysfunction, and that these claims are clinically proven.
See ID at 94/ 321-327.

The Commission also concludes that these nearly identical
advertisements convey to at least a significant minority of
reasonable consumers that drinking eight ounces of POM Juice or
taking one POMXx Pill daily treats, prevents or reduces the risk of
heart disease and prostate cancer, and that these claims have been
scientifically established. These ads begin with the general
proposition that “antioxidants are critically important to
maintaining good health because they protect you from free
radicals, which can damage your body,” and that POMx is an
“ultra-potent antioxidant extract,” that will “help protect you from
free radicals.” Further, the ads state that research has “revealed
promising results for . . . prostate and cardiovascular health.” In
combination, these statements contribute to the net impression
that POM prevents and reduces the risk of prostate cancer and
heart disease.

Each ad describes a UCLA study on POM juice in Clinical
Cancer Research that found “statistically significant prolongation
of PSA doubling times.” Because PSA doubling time is
associated with prostate cancer, this statement implies that POM
juice treats prostate cancer. In addition, the ads cite a medical
study on POM Juice in the American Journal of Cardiology
showing a reduction in stress-induced ischemia, which the ad
explains means restricted blood flow to the heart. We note that
the text and imagery indicate equivalence between eight ounces of
POM Juice and one POMx Pill.

Several elements create the net impression that the prostate cancer
and heart disease claims are scientifically established. Each ad
explicitly references $32 million or $34 million in “medical
research at the world’s leading universities” and then goes on to
elaborate on the findings of studies regarding the impact of POM
Juice on PSA doubling times, as published in Clinical Cancer
Research, and POM Juice’s impact on stress-induced ischemia, as
published in the American Journal of Cardiology.
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Accordingly, we reverse the ALJ’s findings insofar as we find the
ads convey efficacy and establishment claims of prostate cancer
and heart disease treatment, risk reduction, and prevention.

Figure 34.  CXO0463: “Heart Therapy” Animated Online Ad
The Commission adopts the findings and conclusions of the ALJ
with regard to CX0463 that the evidence fails to establish that this
online advertisement conveyed to a significant minority of
reasonable consumers that drinking eight ounces of POM Juice
daily prevents or reduces the risk of heart disease. See ID at
587.

Figure 35. CX0466/CX1426 Ex. H “Off to Save Prostates”
Animated Online Ad

The Commission adopts the findings and conclusions of the ALJ
with regard to CX0466/CX1426 Ex. H that the evidence fails to
establish that this advertisement conveyed to a significant
minority of reasonable consumers that drinking eight ounces of
POM lJuice daily prevents or reduces the risk of prostate cancer.
See ID at 9 587.

Figures 36 and 37. CXO0473: Video Captures of
POMWonderful.com Website, including the “Community”
Section of the Site; CX0336: Printout of portions of
POMWonderful.com “Community” Section of the Site
CX0473 contains video captures of the POMWonderful.com
website, including the “Community” section the site, on various
dates in 2009 and 2010. CX0336 is a printout of several pages
from the “Community” section of the POMWonderful.com
website from December 2010. It is unclear whether the ALJ
considered the Community section of the POMWonderful.com
site separately from the rest of the site. See IDF 99 368-85. Here,
we address the site in its entirety.

In the video captures, textual references, graphs, medical imagery,
commentary from POM executives and “POM experts” with
medical backgrounds, and citations to scientific studies in
combination convey the following claims:

Prevention and Risk Reduction Claims. Some examples of the
elements that contribute to the message that POM prevents or
reduces the risk of heart disease and prostate cancer are:
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e One video on the site opens with a voiceover stating that
“Pomegranate contains powerful antioxidants needed to
prevent cancer and diseases” Videotape: PomWonderful
Ads at 00:23-1:03 (Apr.-May 2009). A page on the site
titled “Cancer — Emerging Science” states that: “Emerging
science has shown that diets rich in fruits and vegetables
that contain antioxidants, along with regular exercise,
might slow or prevent the development of cancer. [A]
great source[] of antioxidants [is] POM Wonderful
Pomegranate Juice ... .” Videotape: PomWonderful Ad
Health Benefits at 03:44 (April-May 2009). The one
specific type of cancer highlighted on the website is
prostate cancer. For example, the website features a video
nearly seven minutes in length titled “Let’s Talk About
Prostate Cancer with David Heber, MD” Videotape:
PomWonderful Ad at 00:14-07:07 (Dec. 2009). A portion
of the “Community” portion of the website titled “POM’s
Health Benefits: Fact or Fiction” quotes Dr. Bradley
Gillespie, identified as POM’s Vice President of Clinical
Development, as stating: “Some of our research areas are
beginning to accumulate quite impressive clinical data.
For example, I think the human evidence in prostate health
is one of the strongest areas, and we continue to fund more
research here.” CX0336 at 1.

e The site states that the antioxidant activity in POM Juice
decreases inflammation, and that along with oxidative
stress, inflammation has been implicated in a number of
identified diseases, including atherosclerosis, heart failure,
hypertension, and cancer. Videotape: PomWonderful Ad
at 02:22-02:32 (Oct. 2009).

e In addition, on a page of the website titled “Other
protective effects,” it states that “Pomegranate juice has a
superior ability to prevent LDL cholesterol from being
oxidized by free radicals,” and that LDL oxidation “may
be a precursor to atherosclerosis or arterial plaque.”
Videotape: PomWonderful Ad at 01:45-02:02 (Oct. 2009).

Treatment Claims. The site describes in detail studies of patients
with heart disease, prostate cancer, and erectile dysfunction who
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experienced positive effects from drinking POM juice, thereby
conveying that POM products treat these three diseases.

Establishment Claims. Through a variety of means the site
conveys that all of these disease prevention, risk reduction, and
treatment claims are clinically proven, such as citation to clinical
studies, reference to specific named physicians — including one
identified as a winner of the Nobel Prize in medicine — and
statements that POM is backed by tens of millions of dollars in
scientific research and “backed by science.” We also note the
statement from Defendant Tupper that: “When you look at the
medical research that has been conducted on POM and compare it
to research that’s been done on other foods and beverages, what’s
been done on POM is way, way more extensive. It’s almost more
akin to research being done on pharmaceutical drugs.” CX0336 at
0001.

Figure 38.  CX0473: Video Capture of
PomegranateTruth.com Website

CX0473 contains a video capture of the PomegranateTruth.com
website from April-May 2009.

The Commission adopts the findings and conclusions of the ALJ
that the PomegranateTruth.com website conveys to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice or taking one POMx Pill daily treats,
prevents or reduces the risk of heart disease and that these claims
have been scientifically proven. See ID at 9 411-414. The
Commission also adopts the findings and conclusions of the ALJ
that the PomegranateTruth.com website fails to establish that a
significant minority of reasonable consumers would interpret the
website to claim that drinking eight ounces of POM Juice or
taking one POMx Pill daily prevents or reduces the risk of
prostate cancer or erectile dysfunction. See ID at § 591.

However, the Commission also finds that  the
PomegranateTruth.com website conveys to a significant minority
of reasonable consumers that drinking eight ounces of POM Juice
or taking one POMx Pill daily treats prostate cancer and erectile
dysfunction and that these claims have been scientifically proven.
In this regard, the decision of the ALJ is reversed.
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With regard to the prostate cancer treatment claim, the
Commission notes the description of the UCLA study of men with
prostate cancer who drank POM Juice and experienced an
increase in PSA doubling time from 15 to 54 months. The site
states, “PSA is a protein marker for prostate cancer, and slower
PSA doubling time indicates slower disease progression.” This
description of the study constitutes both an efficacy and an
establishment claim for prostate cancer treatment, although the
establishment claim is bolstered through other elements, such as
the statement that POM products are “Backed by science” and
$25 million in medical research, alongside the prominent
depiction of a caduceus.

With regard to the erectile dysfunction treatment claim, the
Commission notes the description of a study published in the
International Journal of Impotence Research regarding 61
subjects with mild to moderate erectile dysfunction who drank
POM Juice and were 50% more likely to experience improved
erections. This description constitutes both an efficacy and an
establishment claim, although the establishment claim is bolstered
by the same elements described above.

Figure 39. CX0473: Video Captures of POMPills.com
Websites

CX0473 contains video captures of the POMPills.com website
from April-May 2009 and January 2010.

The Commission adopts the findings and conclusions of the ALJ
that the POMPills.com website conveys to at least a significant
minority of reasonable consumers that drinking eight ounces of
POM Juice or taking one POMx Pill daily treats, prevents or
reduces the risk of heart disease and prostate cancer, and that
these claims have been scientifically proven. See ID at 9 386-
410. The Commission also adopts the findings and conclusions of
the ALJ that the POMPills.com website conveys to at least a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice or taking one POMx Pill daily treats erectile
dysfunction and that this claim have been scientifically proven.
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See also ID at 9 387, 408. To the extent that the ALJ’s decision
can be read to state that the ALJ found that the website conveyed
claims that POMx prevents and reduces of risk for erectile
dysfunction, see ID 9§ 387, that finding is reversed.
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Figures Appendix
Tab | Exhibit Number Date Description
1 CX0013 01/09/2003 January 2003 POM Juice Press
Release
2 CX0016 10/12/2003 “Drink and be healthy.” Ad
3 CX0029 11/01/2004 “10 Out of 10 People Don’t
Want to Die” Ad
4 CX0031 12/01/2004 “Floss your arteries. Daily.” Ad
5 CX0033 12/30/2004 “Life support.” Ad
6 CX0034 02/01/2005 “Amaze your cardiologist.” Ad
7 CX0036 03/10/2005 “Cheat death.” Ad
8 CX0044 09/16/2005 September 2005 POM Juice
Press Release
9 CX0065 07/10/2006 July 2006 POMx Press Release
10 CX1426 at 0038-42 | 2007 “Antioxidant Superpill.”
Ex. 1 Brochure
11 CX0103 03/01/2007 “Decompress.” Ad
12 CX0109 04/01/2007 “Heart therapy.” Ad
13 CX0120 05/28/2007 “One small pill for mankind.”
Ad
14 CX0122 06/01/2007 “Science, not fiction.” Ad
15 CX0128 06/27/2007 June 2007 POM Juice Press
Release
16 CX1426 Ex. M Summer 2007 | POMx Heart Newsletter
17 CX1426 Ex. N Fall 2007 POMXx Prostate Newsletter
18 | CX0169/ CX1426 01/06/2008 “The power of POM” Ad
Ex. L
19 | CX 0180/ CX1426 02/03/2008 “The antioxidant superpill.” Ad
Ex. K
20 | CX0192 05/01/2008 “What gets your heart
pumping?” Ad
21 CX0314 08/25/2008 “Drink to prostate health.”
Magazine Wrap
22 CX0260/ CX1426 12/01/2008 “Drink to prostate health.” Ad
Ex. B
23 CX0274/ CX1426 02/01/2009 “I’m off to save
Ex. C PROSTATES!” Ad
24 CX0279 03/01/2009 “Science, not fiction.” Ad
25 CX0280 03/12/2009 “Love Long Enough.” Ad
26 | CX0475/CX1426 September “Super Health Powers” Juice
Ex. A 2009 Bottle Hang Tag
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Tab | Exhibit Number Date Description
27 CX0372/ CX0379/ 09/02/2009 “Lucky I have super Health
CX0380 Powers” Magazine Wrap
28 CX0331/ CX1426 09/27/2009 “Healthy. Wealthy= And Wise.”
Ex.J Ad
29 CX0328 11/08/2009 “Your New Health Care Plan.”
Ad
30 CX0337 01/03/2010 “The First Bottle You Should
Open in 2010” Ad
31 CX0342/ CX0353 02/22/2010 “Take Out a Life Insurance
Supplement” Ad
32 CX0348/ CX0350 04/01/2010 “24 Scientific Studies” Ad
33 CX0351/ CX0355 06/01/2010 “The Only Antioxidant

Supplement Rated X Ad
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CONSUMER DEMAND FOR POM WONDERFUL'S REFRIGERATED ALL-
NATURAL POMEGRANATE JUICE GROWS AS THE HEALTH BENEFITS OF
POMEGRANATE JUICE BECOME RECOGMLZED.

Scientific support indicates that drinking pomegranate juice provides the body
with an active source of antioxidants and shows promise against
cardiovascular disease.

LOS ANGELES (January 9 - 2003) - POM \Wonderful®, the first company to sell a
refrigaratad super-premium pomegranate juice, today released information from published
medical resesrch regarding the impartant kealth benefits associated with its pomegranala
juice. It was announced that the antimadant activity of POM Wonderful pomegranate juice
excaads that of ather popular bevarages known far their antiexidant propertes incueding red
wine, eranbemy juice, bluaberry juice, orange juice, white wine, red grape juice, while grape
juice. apple jice, and grapefruil juice. The antioxidart activity of pormegranate juics is high
dus o the pokyphenals it contains. Polyphencls are powertul, natural arficxidants
Artioxidants may be useful in counteraciing premature aging, Alzheimen's, and cancer.

The research shows that the antisedants found in pemegranate juice may alsos be more
imgsartant than praviously fhaught in promating optimum cardiovascular health. hMedical
rasearch shows that daily consumption of just 1.5 mmol of polyphenals from pomegranats
juice (lhe equivalent of an 8 1l oz serving of POM Wonderful pomegranate juice} confiers
peart health benefits by lessening faciors that contribute to atherascleroals (plague in the
arteries).” According bo the American Heart Asscciabion, cardicvascular diseasas rank a8
America’s Mo, 1 killer. |n adation, 61,8 million Americans have aome form of cardiovascubar
diseasa such as diseases of the heart, hign blood pressure, and hardening of the artaries 2

Ganeral Antioxidant Effects

Free radicals are produced as a result of normal metabolic procasses, polivticn and
chemicals in the foods we eat,  They attack and damage molecules in the body so that their
furiction is altered. One molecule that is particadarly susceptible to attack is LOL (low-density

POSSREV002651
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lipoprotein) cholestercd. Once attacked and damaged, LOL is said to be oxidized, LDL
oxidation is a key factor in the formation of plague in tha arteries, also called atherosclerosis
Oine of the best ways to defend agamst the damaging effects of free radcals is to consuma
foods and bevarages that are rich in anticexidants,

Two studies have shown the superior potency of pemegranate antioxidants compared to
otner popular beverages. n the first study, which used four well-established tests of
anfioxidant activity, pomegranate juice squeezed fram the Wonderful variely of pomegranates
i twics the anticeidant activity of both red wine and green tea. Furthermone, pomeagranate
juic was shown to contain anticxidant compounds not present in either of the ather
beverages.®  In a second study, ten beverages known for their antioxidant capacity were
tested for their total polyphennl content and their ability to prevent the cxidation of LOL
cholesterol {a facter in alherosclernsia). Beverages tested included pomegranate juice (from
tha Wondesful varety), red wine, apple juice, crange juice, white wine, red grape juice, while
grape jukce, cranberry juice, blueberry juice, and grapefruit juice. Pomegranate julce
surpassed all the othér juices in ttal potyphenol contert. |1 was also the best inhibitor of LOL
sdation

Effects on Heart Health

The haad is one of the most suscestible of all the organs fo pramature aging and free radical
oxidative stress. Though vulnerable to the effects of cxidative stress, the heart 15 also
receptive to the benefits of anticxidants? Mew research is showing that anticxdants can play
a bighty beneficial role in reducing ore of the major risk factors in heart disease:
atherosclercsis (plaque in Bhe areres). The progréssion of sthargacierosls depends on
several steps incuding the eadation of LOL chobesteral, the uplake of oxidized cholesterc!
intn macrophage cells, cumpeng of LOL malecules together, and the adhesion of LOL
maleculas to the inner walls of the blood vessel. In one hurman study, dhnking pomegranate
juice containing 1.5 mmol of polyphencls daily for bwo weeks lowersd the suscaptibility of LDL
cholesteral to axidation, clumping and adhesion. Furthermone, it increased blood levels of an
enzyme, paracxonasa, which profecls againat axidation. An additional human shedy showed
thiat consUMing pomegranate juee reduces another erzyme: ACE (angictensin converting
enzyme). Inhibition of ACE lessens the progression of atherosclerosis and it is this enzyme
that is targeted by blood pressure medications. Pomegranate juice inhibited ACE by 36%
after two weaks of juice consumption, 1t slse caused a 5% decrease in systelic biood
pressune, and high blood pressure is a known risk faclor foe atherosclerosis.®

Shidies in mica have revealed addibonal exciting results. When mice predispoged to
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atherosclerosis were given pomegranate juice for 11-14 weeks, the level of LOL oxidation
and the uptake of LDL chodesterol e macrophage cells was reduced. Remarkably, the
production of atheroaclerotic lesions and foam celis (indicators of advanced alherosclernses)

was also reduced by almost half compared to controts. A subsequent study showad that
pomegranates juice could actuesly reduce the size of existing atherosderotic legions after two
manths of pomegranate juce consurmplion, in effec, reversing atherosclerosis,”

About POM Wonderful

POM Wonderful, a subsidiary of Roll Imemational Corporation, culivates the Wonderful
variely of pomegranatas in orchards iacated in the sunny San Joaguin Valley, scultwest of
Keternan City, in Central California, The Wonderful variety of pormegranate |s renowned for
Ita exguisite sweet flevor, beautiful coloe, and bountful juice, In addtion to seling fresh
pomegranatas througheat the United States, POM Wonderful has also created & unigus,
healthy, refrashing super-premium pomegranate juice that is now an sale in the refrigerated
produce section of over S00 grocery stores and supermarkets in Southem California, including
Won's, Ralph's, Stater Brothers, Bristol Farms, and Gelson's. POM Wonderful uses the juice
frorm ils fresh pomegranates (o make s jwee. Pomegranate juice can be enjoyed as 8
beverage, a drink mixer and in recipes, Each 8 A oz serving of pomegranate juice containg th
juice from appeoxamately teo pormegranates. POM Wonderful's pomagranate juics is
currenthy available in four flavors, Pure POM, POM Mango, POM Tangenne and

POM Blueberry and two sizes - 15.2 fl oz and 24 fl oz, The 15.2 fl oz size retails for

approdmately $2.49, and the 24 fl oz size retails for approdmasely $5.79, POM wWonderful
pomegranates and POM Wonderful pormegranate juice products promise consistant quality

and suparb taste, Only fruit and juice that meat the company's strict quality standards appear
in stare produce sections. POM ‘Wonderful prides itself on the guality of its farming operatior
the sensilivity with which the fruit is hand picked and carred bo its sorting and modem juicing
facilities, and ulimately delivered to your table. POM Wenderful's mission is to educate
consumars about the splandor and varsatility of this luscious fruit, a5 well as its rafreshing
taste and health benefits. To learn more, visit www.pomwonderful com.

POM Wonderful is a registered trademark of POM Wondarful LLC.
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VMS I0: 041222888
RUN DATE; 12/30v2004

Life support.

POM Wonderful Pemegranate Juice fills your body with whot i needs. On top of being refreshing and delicious,
this amazing juice nos more naturally occurring antioxidents Ban any other drink. These antioxidants fight hard
agains free radicals that con cause heart disease, pramature oging, Alzheimer's, even cancer. Just drink eight WONDERFUL.
cunces a doy and you'll be on life support—in a good woy.

POM Wonderful Pomegranate Juice. The Antioxidant Superpower.

pomwonderful.com
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WMS ID: 050220377
RUN DATE: 02012005

Amaze your
cardiologist.

hca your EKG: just diink B ounces of delicious POM Wonderbul
Pemegranate hica o day. s » g arhesidants

omy ciher drink. Anficoidan's fight free rodicals. .. nasty life molecules that

con cowse sicky, ortery clogging plogue. A glass o doy con reduce  WONBERFUL.
plogue by up to 30%I Trust us, your cordiologist will be omared

POM Wanderhul P te Juice. The Antioxidant S
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VMS ID: 050321070
RUN DATE: 031002005

100% POMEGRANATE JUICE

Dying is so dead. Drink to life with FOM Wonderful Fomegranate Juice, the werld's most powerful

dant. It hes mora danls than any other drink and con help prevent premature oging, heort I .M

disecse, siroke, Alzheimer's, even concer. Eight ounces o doy is oll you need. The sgoner you drink it, WONDERFUL
the longer you will enjoy il.

pomwenderful.com

POM Wonderful Pomegranate Juice. The Anlioxidant Superpower.
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Pomegranate Juice May Affect the Progression of Coronary Heart Disease

LOS ANGELES—(BUSINESS WIRE)-Sept. 16, 2005-Men and women with corcnary heart disease who drink
one glass of pomegranale juice daily may improve blood flow to their heart, according to a new study.

This research is the first randomized, double-blind, placebo-controlled trial showing that pomegranate
juice may affect the progression of coronary heart disease, which is the #1 cause of death in the U S
and in most of the world. Promising results from this research will be published in the September 16th
issue of the American Journal of Cardiology, one of the leading peer-reviewed cardiology journals
(www.ajconline.org).

Researchers from the non-profit Preventive Medicine Research Institute, University of California, San
Francisco, and California Pacific Medical Center studied patients with coronary heart disease who had
reduced blood flow to the heart. These 45 patients were randomly assigned into one of two groups: one
group who drank a glass of pomegranate juice each day (240 ml/day, which is approximately 8.5
oz/day) or to a placebo group, who drank a beverage of similar caloric content, amount, flavor and
color.

After only three months, blood flow to the heart improved approximately 17% in the pomegranate
juice group but worsened approximately 18% in the comparison group (i.e., a 35% relative between-

group difference). These differences were statistically significant. This benefit was observed without
changes in cardiac medications or revascularization in either group. Also, there were no negative

!‘ﬁ' exHEN _|1O

- ?-lﬁ'Zﬁ!l o
CONFIDENTIAL 16 C.F.R. 4.10(a)(8) . Q&LQL POM-LRESNICKO0129
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effects on lipids, blood glucose, hemoglobin Ale, body weight or blood pressure.

Pomegranate juice is rich in polyphenols and other namrally-- ing antioxid. It d

high capability in scavenging free radicals and i ibi ity li lation in vitro and
in vivo, Other studies have shown that pomegranate juice has a num'her afimponanl heaith benefits.

"Although the sample in this study was relatively small, the strength of the design and the significant
1mpuw=mr.:nu. in blood flow to the heart observed after only three months suggest that pomegranate
juice may have important clinical benefits in lhosc wn:h coronary heant disease," said senior author,
Dean Omish, M.D., who is founder of the P ficine Research Institute and clinical
professor ol‘med.lcme at UCSF. "Also, it may help to prevent it.”

Pomegranate juice from POM Wonderful was used in this study.

About POM Wonderful

POM Wonderful is the largest producer of California Wonderful p and the company
exclusively grows and sells this variety. POM Wonderful's pomegranates are grown in Central
California, in the sunny San Joaquin Valley. Known for its exquisite sweet flavor, health benefits,
large size and plentiful juice, the Wonderful vanely is popular with consumers throughout the country.
FOM Wonderful's p quality, POM Wonderful prides itself on the
qua!ll)' of its fa.rmmg opemtlon, the sensitivity with which the fruit is hand picked and carried to their
sorting and modem juicing facilities, and ultimately delivered to your table. Only fruit that meets the
company’s strict quality standards appears in store produce sections.

The company also juices its fresh p to make its delicious, all-natural, POM Wonderful
pomcgranatr.‘]wcc POM Wunderful pomegranate juice is avatlable year —round at retail and is found in
the refrigerated section of kets and grocery stores nati . POM Wonderful

juice is available in five flavors: POM 100% Pomegranate, POM Chen‘y POM Blueherry, POM
Tangerine and POM Mango. Each flavor of POM Wenderful pomegranate juice is all-natural,
preservative-free and has no added sugar.

POM Waonderful's mission is to educate about the p ‘s splendor and versatility as
well as its refreshing taste and health benefits. To learn more, vlSlt http. f"www pomwonderful com.

POM Wonderful is a registered trademark of POM Wonderful LLC.

Mote 1o Editors: Interviews with Dr. Dean Ornish, Senior Author, are available upon request.
Contacts

Fiona Posell
Vice President, Corporate Communications
POM Wenderful

11444 W Olympic Blvd,, Los Angeles, CA 90064-1544

Tel: 310 966 3810
Fax: 310 966 5801

CONFIDENTIAL 18 C.F.R. 4.10(a)(8) POM-LRESNICK00130

00011601

CX0044_0002
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POM

WONDERFUL.

Contact: Fiona Posell (310) 966 5810
fposell@pomwonderful. com

Note to Editors: Interviews with medical researchers quoted are available upon request.

POMx, a Highly Concentrated Form of Healthy Pomegranate Antioxidants,
Becomes Available to Consumers for the First Time

LOS ANGELES (July 10 - 2006) — Three years after introducing consumers to the health
benefits and delicious taste of the world's first refrigerated, super-premium pomegranate juice,
POM Wonderful® announced today that it has developed a i form of p

P

antioxidants known as POMx. POMy, already being noted by medical researchers as an
important natural ingredient, is so concentrated that only a small amount is needed to obtain an
optimal level of daily antioxidants. For consumers who are not seeking additional calories and
sugars, this is an important product benefit. POMx comes from the same Wonderful variety
of pomegranates that are used to make POM Wonderful's healthy pomegranate juices. It also

has a similar biochemical profile to pomegranate juice since both contain a diverse range of

phytochemicals, of which polyphenols make up a large proportion. POMx is currently an
active ingredient in POM Tea (hup:/pomtea.com), a refreshing, healthy, ready-to-drink iced

tea that is available in retail stores nationally.

According to Michael Aviram, DSc, Professor of Biochemistry and Head Lipid Research
Laboratory, Technion Faculty of Medicine and Rambam Medical Center, Haifa, Israel, who
was at the forefront of the initial research on pomegranates, the research on POMx looks very
promising. In 2006, Aviram led a study on POMx which was recently published (Journal of
Agriculture and Food Chemistry, 2006 54:1928-1935). Commenting on this research,
Professor Aviram remarks, “The results showed that POMx is as potent an antioxidant as

pomegranale juice and just like pomegranate juice may protect against cardiovascular as well

as other diseases.”

POM_Q8-0004664

CX0065_0001
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Page 2 of 2, POMx available to consumers for the first time

The POMx research comes as the benefits derived from the Wonderful variety of
pomegranale are, once again, being noted by the worldwide medical ity. R ly, the
American A iation for Cancer R h published h that indi that a daily

pomegranate regimen has a positive effect for men with prostate cancer. Specifically, drinking
8 ounces of POM Wonderful pomegranate juice daily prolonged post-prostate surgery PSA
doubling time from 15 to 54 months (Clinical Cancer Research, July 1, 2006). PSAis a
protein marker for prostate cancer and the faster PSA levels increase in the blood of men after

treatment, the greater their potential for dying of prostate cancer

David Heber, MD, PhD, Professor of Medicine and Director, UCLA Center for Human
Nutrition, provided additional commentary on P©Mbx as it relates to prostate cancer. “Basic
studies indicate that the effects of POMx and POM Wonderful pomegranate juice on
prostate cancer are the same. The most abundant and most active ingredients in pomegranate

juice are also found in POMy "

The Wonderful variety of pomegranate is a type of pomegranate rather than a brand. Just as
there are different varieties of apples, oranges and grapes, there are several different varieties
of pomegranates grown in the United States and in other countries. POM Wonderful's
products only use extractions from the Wonderful variety of pomegranate. Of the many
published peer-reviewed medical papers that speak to the health benefits of the pomegranate,

most were conducted using juice or pomegranate extract from this variety of pomegranate.

About POM Wonderful

POM Wonderful is the largest grower of the Wonderful variety of pomegranate. The
company exclusively grows and sells this variety because of its exquisite sweet flavor, health
benefits, large size and plentiful juice, POM Wonderful's pomegranates are grown in Central
California, in the sunny San Joaquin Valley. Fresh pomegranates are in season from October
through January and N ber is National Pomeg| Month. In addition to selling the
fresh fruit, the company also juices its fresh pomegranates 1o make POM Wonderful
pomegranate juice and POMx, To learn more, visit hitp:/fwww.pomwonderful.com.

Hitd

CONFIDENTIAL POM_Q8-0004665

CX0065_0002
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WMS 1D: 070320792
RUN DATE: 03/01/2007

VOO POMEGRANATE JUKE

WONDERFUL

pomwonderhulcom

POM Wonderful Pomegranate Juice. The Antioxidant Superpower.
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VMS ID: 070420308
RUN DATE: 04/01/2007

Heart therapy.

Seek professional help for your heart. Drink POM Wonderful Pomegranate Juice. It helps
guard your body against free radicals, unstable molecules that emerging science suggests
aggressively destroy and weaken healthy cells in your body and confribute to disease. POM
Wonderful P

leading universities, which has uncovered encouraging results in prostate and cardiovasculor

g Juice is supported by $20 million of initial scientific research from

health. Keep your heart healthy and drink 8 cunces a day.
POM Wonderful Pomegranate Juice, The Antioxidant Superpower.-

WONDERFUL.
pomwonderfulcom

VMS-0000245
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(Pomy

One small pill for mankind.

“Findings from a small study suggest that pomegranate juice
may one day prove an effective weapon against prostate cancer.”
The New York Times {July 4, 2006).

Introducing POMx " a highly concentrated, incredibly powerful blend of all-natural polyphenol
antioxidants made from the very same pomegranates in POM Wonderful 100% P

Juice. Our method of harnessing astonishing levels of antioxidants is so extraordinary,

it's patent-pending. So now you can get all the antioxidant power of an Boz glass of

juice in the convenience of a calorie-free capsule.

Ready to take on free radicals? Put up your POMx and fight them with a mighty 1000mg
capsule — that's more concentrated pomegranate polyphenol antioxidants than any other
100% pomegranate supplement. An initial UCLA medical study on POM Wonderful 100%
Pomegranate Juice showed hopeful results for men with prostate cancer.’? And preliminary
human research suggests that our California-grown pomegranate juice also promotes heart
health.* Take your antioxidants into your own hands. Call 1-888-POM-PILL now, or visit
pompills.com/fort and get your first monthly shipment for just §28.86 $24.95 with coupon,

POM IN A PILL’
CALL 1-888-POM-PILL now, or visit pompills.com/fort
Not available in stores | 100% money-back guarantee

SAVE $5 on Your FIRST ORDER.

Call 1-835-POM-PILL o1 wisit pompsis.comvon and mantion or

% o o T Attt This pocshost s e s
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(PoM)

Science, not fiction.

Made from the only pomegranates backed by
$20 million in medical research.

Introducing POMx™= a highly concentrated, incredibly powerful blend of all-natural polyphenol
antioxidants made from the very same pomegranates in POM Wonderful 100% Pomegranate
Juice. Our method of harnessing astonishing levels of antioxidants is so extraordinary,

it's patent-pending. So now you can get all the antioxidant power of an 8oz glass of

juice in the convenience of a calorie-free pill.

Ready to take on free radicals? Put up your POMx and fight them with a mighty 1000mg

capsule — that’s more concentrated pomegranate polyphenol antioxidants than any other
100% pomegranate supplement. An initial UCLA medical study on POM Wonderful 100%
Pomegranate Juice showed hopeful resuits for men with prostate cancer.’® And preliminary

human research suggests that our California-grown p g juice also p heart
health?? Taka your antioxidants into your own hands. Call 1-888-POM-PILL now, or visit

pompills.com/dvr and get your first monthly shipment for just $28:86 $24.95 with coupon.

POM IN A PILL
CALL 1-888-POM-PILL now, or visit pompills.com/dvr
Not available in stores | 100% money-back guarantee

r "
: SAVE $5 onvour FIRST ORDER. \

Call 1-888-POM-PILL o visit pompills.comidvr and mention of
I nter code DVRAS o chockout. To pay by chedk, call 1-880-PoM-PILL |
I ) for instructions. Hurry, offer sxpices Juby 31, 2007 1
1 et \
1 1
4
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WONDERFUL.

Contact: Fam Holimgren (310) s 5564
phalmgren@pamsonderfil com

Nare fe Editors; iverviess with medical researcher quated are avanfable oo regoe s,

POM Wonderful 100% Pomegranate Juice May Improve Mild
to Moderate Cases of Erectile Dysfunction, Study Finds

Research shows 8 cunces a day of POM Wonderfud 100% Pomegranme Saice
wecry el the management of ercctile dyafinctiver

LOS ANGELES {Jane 27 - 207} - According to a pilol study released m (5
Tinernatiaiol Sourmal of fmpotence Researot (ttpoifensnw nate coms'ijacl, POM
Wonderfill 1007 Pomegranate Juics was found 1o have beneficial effects oo erectile
dysfunction (ED), & disorder that affects | in 10 men worldwade and 10 1o 30 million mee
in the United States alane " ED can be caused by several factors, including arterizl
plaguse, high bl pressure, heart digense, diaketes, nerve damage, endocrine imbalance
or depression. Ultimately, ETYis a condithan that affects the blood flow o the penis

during sexus] stiralation

This ndomized, placeboe-contralled, double-blind, crossover pilot sady examind the
efficacy of pomegranate price varsus placebo in improving enectios in 61 mabe subjects
Ta qualify, panicipams had 1o esperience mild 1o moderate ED for o least 3 manths; be
in B stable, monogamaus relationship with 2 consenting female partmer; and be willing e
arempt sexual interenurse an m least one occasion per week during each study pericd

Mild EDD is defined a3 the mildly decressed ability 1o ges and keep an erection, while
moderate ED is the moderately decreased ability to get and kotp &0 anection. Th
magority of men with ED have moderate ED:

Fist the first four weeks of the study, the subjects were assipned to drink eftber 8 oz af
POM Wonderful Pomsgranate Julos of B oz of plecebo beverage daily with their evening

COMFIDEMTIAL 18 CF.R. 4.10(2)(5) FOM-RPFEFFERQIC14
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mezal ar shortly afier, After a two-week washout penod during winch the sabjects did net
comsure any shody beverage nor wilioe any ED treaimeal, they were kssigned to drink £
oz, of the oppesite study bevemge every evening for anather four weeks. At the end of

1 e Four week period, efficacy was assessed using the Infernatipsal Index of Erectile
Funetion (ITEF) asd Glokal Assessment Questionsaies (GAQN) The [TEF is 2 validoted
questionnaire that has heen demanstraced to comelate with ED¥ imtensity.  The GAL elicils
the patient’s self-evaluation of the study bevernges” effect on eneiibe acivity

Fany seven percent af the sahjects repomed that their erectians improved with FOM
‘Waonderful Fomegranate Juice, while anly 32% reported improved erectioos with the placebo
(p=00058). These nesulls compare fivorsbly te  recent 24-week shady using n FDES inhibitor
(woch as Cialis), in which roughly 734 of subjects reported a benefit fram the PDES inkibitar
and 265 repomed 8 “placebo effect” (e, experiencing imgravement while on the plicebe).’

Although the study did not achieve overall sstistical mgiificance, the authors conclude that
additsons] sudses with more paients snd longer frearment periods may in facy reach sisfistical
significance. The strong directonal results of this pikol study an encouraging becauss alimast
half of the: 1est subjects experienced a benefit simply by adding pomegranste juice ta their daily
diet, without the use of ED dnegs.

Researchers helieve that the results might he due to the pojent antioxidant content of
pomegransie jrice, which can prevent free radical moleayles from disupting proper drculatory
fisneticn. In severnl previcously published medical snadies, pomegranate juice has been shown
i enbance bloed Baw and to slow or reverse armeriz] plagee growth*** Becsuse &0 ereclion
requires mgnifbeant blood flow, these potent pomegranabe anticsidants may provide benefit by
muitigating anerizl plagee and promating blocd vessel dilation.

Acoording ta sbudy co-author Harin Padma-Nathan, MD, FACS, FRCS, Clinscal Trrofisgor ol
Uraleay i the Keck School of Medicing, University of Southern Califormia, “ These findings
ame very encouraging as they sugpest there is 8 nom-invasive, noa-drug way 1o patentially
alleviate this qualsty af life issue that affects so many men. For men with ED, it is important o
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maintain a hezliby diet and exercise. Drinking pomegmnate juice daily could be an important
gdition s the diet in the managemen: of this comditian.”

About POM Wanderfil

POM Waonderful is the largest praducer af California Waonderfial pamegranates and the
campany exchusively grows and sells this variety. POM Wanderful s pomegranstes grow
in central Califormia, inthe sunny San Joaguin Valley, Fresh pomegranates are in seasom
from (ctaber through Jamsry and Movember is Matianzl Pomegranate Manth

The company alsa uses ils fresh pomegranates 1o make its delicicus, all-natural, PO
Wonderful Pamegranate Juice and POMx. & highly-cancentrated blend af all-natural
palyphenal anticocidants harnessed from the pomegranate hy o paient-pending process
POME is Bound exchusively in POM Tea, POMx Pills and PORM= Ligusd.

POM Womderfisl Pomsegranate Julce and POM Tea are available vear-round @ ressil and
wre fousnd im the refrigerated saotion of supermarkets natiamvide. POMy Pills snd POMx
ligquid ame avaikabile g Bpitwwew pompillscom. To beird more, wisdl

g ftocww pomwanderful com,
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: POM_V;’QnderFulnnd Lelialanne b

A recently published medical shudy involving POM Wonderful 100% i
granate Juice followed 46 men previously treated for prostate |
cancer either with surgery or radiation,

o drinking aight FPOMWondorhul  “This is o big ineraase. [ was surprisod when
W0% Pomagrancts Juica daily for ot least bwes | saw such on improvernent in PSA rumbers”
years, thase men experienced significontly said Dr. Allan Panluck, lod avthar of the
skower PSA doubling Bmes. PSA [Prostole- 5 UKCLA Shudy.

Spacific Anligen) is o biomarker that _
indicotas the presence of prostate
concer. “FSA doubling fime® is o measure
of how long it fokss for PSA levels 1o double
A longar doubling time may indicote slower =
progreasion of the disease. - decrese In concer cell growth.

i
. In addition, Invitre testing using

bload sorum from the potiants who dronk
. pomegrana uice showed @ 17% Increase
in prostale concer coll death and o 12%

Al the beginning of the study, PSA levels One imporiant nole:  All patients drank the
doubled on avaroge every 15 months. Bythe  some FOM Wonderful 100% Pomegranate
end of the study, doubling time bad slowed ta Juice which is availoble in your supermarket
54 manths - nearly a fourbold imprevamant. procuce sechan.

Prasiale Cancar is the mosl commondy diagnosed concer in men is e Linited Siotes. After
Mumoxuihmhodmwwodmmmmnm Howevar, omarging
Wwauﬂ\ald‘doﬂd’” fh by gble o 5 P

| The Research Confinves Results from this shedy were 3o promising thot meny of
tha ariginal pofiants confinued o deink pomagranale juice daily, and their P&
doubling times remained wppressed. Thiee more clinkcal studies are now
undarway ko futhar investigate the affacts of POM cn prosiate health,

Lecrn why POM Wondadil is fhe only pamegranole juice you can bust,
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The proof is in the POM

100% Authentic

PO is the anly brand guaranised ta contala 100% real pomegrancte juice. We with ther
lrands ware o3 honest. In fach, according bo recent indepandent bests, aine eut of len socalled
“pomegrancle” wces were found 1o have odded sugar, colornts ond cther lowgrade fruit juices.

Tree lo Bolile

POM is the only brand that controls s juice from trae 1o botls, baich 1o batch, year 1o year
Wi only grow “Wanderful” variety pomegranotes, rescwned for thair superior anlicxidonts
and del'clous joste. And every 160z botile containg the julce of five whole pomegranates.

The Anfioxidant Superpower”

with uniqualy high lavels of powedul anticxidants, POM Wondarl 100% Pemegranate
Juice has demonstraled superior obility bo nevkalizs harmful free rdicols ond to inhibit
excess nflammotion.

Backed by Scienco
Cnly POM i bocked by $25 million in madical ressarch conducted af the world's leading
univarsitios. Clinical tudios have documanted the benefits of drinking PCM Wondarful 100%
Pomegranate Juice, inchding improved cond iovasculor and prostate healih.

More Anfioxidonts

Sip for sip, POM Wonderful
100% Pomagranalo Juics het
more pohyphencl anfoxidants
than red wine, green tec and
other juices.
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. The Antioxidant
. Superpower.

Whats # bkn I have @ parssnal aperhers? Find out by drinking delicioss and refrashing Pw
POM Wandarful® 100% Pomegranate Juice, It has ally occuring antioxid
thcas othar chinks, Antionidns ight ree radical, silleineus Bl molecules st £ <508 pumesndetizrm

premeturs aging, heart dissass, sioka, Alzheimers, avan coscer, All you nend is sight
cunces 1o save the doy, Every day.

The Antiaxidant Suparpawer. 100% Pure Pomegronats kice. H
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POM Wonderful and Prostate Health

A recently published medical study involving POM Wonderful 100%
Pomegranate Juice followed 46 men previously treated for prostate
cancer either with surgery or radiation.

After drinking eight ounces of POM Wonderfll ~ “This is o big increase. | was surprised when
100% Pomegranate Juice daily for at least two | saw such an improvement in PSA numbers”
yeors, these men experienced significantly soid Or. Allon Panivck, lead outher of the
slower PSA doubling times. PSA (Prostate- + UCLA Study.

Specific Antigen] is a biomarker that -

In addition, invitro testing using
cancer, “PSA doubling fime” is o measure bleod serum from the pafients whe drank
of how long it takes for PSA levels to double. " pomegranale juice showed a 17% increass
A longer doubling time may indicate slower o i prostate cancer cell death and a 12%
progression of the disease. decrease in cancer cell growth.

indicates the presence of prostate

Al the beginning of the study, PSA levels One impertant note:  All palients drank the
doubled on average every 15 months. By the same POM Wonderful 100% Pomegranate
end of the study, doubling time had slowed 1o Juice which is available in your supermarket
54 months - nearly a fourdold improvement. produce seclion.

Prostate Cancer is the most commanly diognosed cancer in men in the United States. Afler .
lung cances, its the second leoding cause of cancar daath in men. Howevar, emerging
scionce suggests thal diet and Hfeshyle may be able o significantly imprave prostale health.

The Research Cenfinves Resulls from this study were so promising thet many of
the original patients confinued fo drink pomegranate juice daily, and their PSA

. Three more clinical studies are now

times PR

underway o further invesfigate the effects of POM on prostate health.

Learn why POM Wenderul is the anly pomeg julee you can trust.
15ee inside bock cover of this winp.)

mm pomwonderful.com

) | oo sesp.coss e ams 2 e amce
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pomegmﬂa te juice
to the rescue!

pommcadectlcom The Anticxidant Superpower:



176 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 155

Opinion of the Commission

Lucky | have super
HEALTH POWERS!

The Anticxidont Superpowor®
PP

CONFIDENTIAL-FTC Docliet NOY, 9544 RESPI23827
CX0380_0007



POM WONDERFUL LLC

Opinion of the Commission

APPENDIX B

Figure 28

NS P CECHELEH]
Rl DATE: (7700

HEALTHY. YEw=THY. AND WISE.

(2 OUT OF 3 IN THIS ECONOMY AIN'T BAD.)

funticaidarty are 3 necsaty,
Mot huxary,

Emargry nosnca paggeits that

niasdarts e ally irgerten ba
vl ey g b b becaws thay
mratect vou Fom Free redical shich
i chamage fouf by, Taaing ow
PR pilla cay will bl predecl pow
froem Fram rasealy and ceop yon m

vawr hewlitey 3ef. Ever when yoalie

gang frrcugh tha warst

s bt
o
Recexsion-prool yoiur heatth
with PO

B iy g gl al mlies-

paterk padmcent estrect Conlmnng
a Bl apecirem of pomagranata
petypheeciy KM b io oot il
that 3 snghe caade has the el

ad i i ol i bl i sl M

Wosderdl™ nom Sumegranale leics

Tey PO Muithly

FREE #or
ONE MONTH.

ol e i e sty

The Antiexidart
Supsrpill”

s33 rmillicn in medical ressarch,
& sound investment
Fe & et eom the osly
g adic bachia! L 373 rallisa i
vrwached resascn bl e st s leadig

arsarn A

Mk oty e
tha resmarch

s v dmcd ¥ e racpes el Lgpene
wnliceiddard pumar of pomeganale,
e Rag sl privageg il b

jaistal e ol Casdorassoaler Beak b

Haps For tha futare
Yaurs
Ohur PCRA olly wrw masds From the
e i we s [ rake o
P Wenderka 5oy Pamegranaie

Juea, oewkach sach ol the lolreeg

i cal ahuid s v S bt
An bl LA aludy o oor e
Innd Fopeful reachie for prostets

beakh, rrgorting *siat slically slgelcant

prokngeEan ok PEA doukng bmas”

arcening o e Lims | Panhel n

Clinical Coreer feveorch. ‘o8~
Forn e mna] prwhow e

studies or o ice showad

B

wrgg rapdin for bawrt haath
iy il -t Aefers | reainetied
skt Fitrey b e Pna i) chwcrmiiodd
w1 b pomegrasale grog, L Uhear
iermph raparhed i the Ao

- P
Fowmad o Curchmopy. a5,

Tomegrassts |sce consumptan

¥ reches Hon i 8 T

el aiggec
hichrmna. of artw wl Feguw by up ke
305 ihlar ana paar,” dind D4 Michasl

dvim b kel Miskilos 0g

Dirrler Mo RAR-TAK-T455 o pamerguilc rnml'ph
User ditscovarl codien PH3G

3 LN T PO MR L

SR

177

VMS-0000299

CXC321_0001



178

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 155

Opinion of the Commission

HEALTHY. Y@ ETHY. AND WISE.

(2 OUTOF 3 IN THIS ECONOMY AIN'T BAD.)

Antlosidarts are & neceaxiy.
Mot a lusury.
Lmargry arinrce tuggeats Bl
ardiamicents, e crifleally nporian o
sreinkpining good he ubh becasus they
prutect you frorn Free iedicals, winch
st i o ey, Taling ora
PO ol g day will heip protect you
ez e rarkealy ar ose o o
e iy bt Kvan whan yozra
=g Herough hewent.

S —
g on e

§33 million in masdical remarch
& sound imvestmant.

Hogs For tha heture.
Yours.

T P il aw rvpile o L
e pomegranales we s to misks cur
PO Wionclarful 100% Porugranatn
Juice, v which gach ol the ‘Glltmh!;
madical abudies wam corducted,

A iehal CLA ahy on our e
boiired bapeful fesalis b sroatale
i, rageiting “2atkizally sgnficant
piadengabion of P34 dauhling bimas.”
sisarding fa O dllers L Parduck i
Linisai Concer Bassorxii. ‘oo™

Toowiy acdditional pockimiany
et o i e shovaed
pramising samlis for bt health

PORAn i rraiube frors e ovdy Srain-rduzed neheive fayiacied
Recnasisn-proot your health porsegranshen backed by 22 miion b blosted flges fe this hear) dacramad
with PO rrchcal remawrch ut the workfs bading | in the pamsgreasis greop.” Dr. Dasn
¥ b ary elbnnbarid, ulra urdege s i = y Crrith mzerad m ke dnereos
potint antkabdant extract Contening Mok gy s Jeurl af Carchalog . v
s il epmciren of pomagransis the semanrch, “Tormagransts jics conmemgtion
bypharcls, P is s 4| 4 )b srvzin arad wapaeze reaubtact i sigrfizant redurtion m M7
tual & gk copnuba i Lhe snli- liyigien gapmetrr ol o Tk ol eflurial plegeed by ug o
poiclant psar o s full glas of BOM | B hay rewsaled promsing resihis foe ate after g yaar” mid Do, Michaa!
Vizncwrks® 1000 Pormmpransle Jurs. prostais srd coedoveacler baskh. dvirarn in Chnienl Mitrhae, Ty
Try POMx Oircdar Mo 888-T66-7455 or pampils.com,ph
| ry Manthy i i L1
FREE for WIERE.. o S
EEBBAL 13 MUITAA, MO ¥ IS I mery, APTLL T LTI 18 ORI
= e - Faling
OMNE MONTH. e e
ko s, b, e e s, Wi i g
‘el wvan gy for tha shioping- e et w-m—u-:.;;_-.p_

[T -

<l nia e

|
s, WEHEA BEILE |

P ———— -

e S T e L e 0 ety B, DT B T P Dt P

e s e T

2 i e TCH et P o et e s P et o | P

Exhibit J

CE1£226_DO043



POM WONDERFUL LLC

Opinion of the Commission

APPENDIX B

179

Figure 29

WIS D O | 0T
®UKDATE: 11085008

YOUR NEW HEALTH CARE PLAN.

(NOTOWN HALL MEETING REQUIRED.)

Antoaidint Healkh Insrsrcs

Emerging stimmes suggests #ol
sdemdasls e cnlicely iponiand ls

e sy
srabec puulrom Fres eodicaby whic
an dimiai poud bodp. Tabry che
Bty ol el il il it e
rowm bres edicak o keep o ol

e 'l Uia

sttt ke il s o o meneiyone

| A TRT T p—
o war s ubo

All-radural. Hom-paiticsl

PO 2 iy o alknabasel Wline

seslmel il gradiel pfiacd Conmnng

1 rn el e et
al wn el doresge

gl ey, PO s 2

tag ank

v ool POk

that 4 sirgls capade b

| pemmt ool a Tl g

Momcder bal 100 Porre granoke Juiico,

Tr'r [ =lu 18 Mnrﬂ!\h-

FREE fer
ONE MONTH.

[ RN (Y | N RS

e

The Antioxidant
Suparpill’

%23 milicn in modical resesrch

Toro dechetlble.

K i ke b B only
by o

b bched ey 33

ich st il

& Mot oy b

Sug

st ke privessr o piieegranalic

o nbed
the prigun

i it renabed prmmeing rogai for

prodaie s carcicraselin el

& health cane pan
fer a haalthy hatars,
Char [ il am mado fram th

agranatey e e 1 mabe our

ful s Fomagranats
pses, on which aach of thi following
s hral b b s o nied b

an kel UCLA iy o o ik
Fourd hopetid requls For prosiads

satmticaly o

malth, wpartng
prokn

pavorckng ba Or, kil J

S

Cdnenl Concor fpeoarch, o™
Treadiional prlimkmey

sz on sur uice shased

preemaing enubs Tor haar sk |

= inde b v i ct

tilaed thene o tho basrl) d
= twi premrgransd w grap” OF. D

Dzl

waaland oabpribicand radidion in BT
{Ihiberteinicd ool anrbenil placpue) by g bo

ikl Dr Mich

vk aling o paw ”

Asirarnin Cheveal Mulrfos 'oe™

Ordar Mow: B88.786-7455 or pampils.comfwp

Ui chiseenant codder Whyn

i
o WOMDBERFUL

VMS-0000303

CX03268_0004



180 FEDERAL TRADE COMMISSION DECISIONS

VOLUME 155

Opinion of the Commission

APPENDIX B
Figure 30

WIS D 10001214

THE FIRST BOTTLE oo
YOU SHOULD OPEN IN 2010.

201 Year of the Antioxidant.
Ererg g ssmmos supgresls ol

anticasidams s crbcally intporiand b

meintaning gasd heakh bersase they
pratect pou fram fron rdisl, stich

can damage yaur bedy Tolisg o

P il 3 gy snd bl p predoct you
frrm fron radicale 2ad keop g o
s baaliy bt Wake 2 o fed

Py W s reaaiution

I 6

Tha srdinsiskind garear
o o B juice.

Superpill”

132 milkan in medeal research.
Chaess,
T2 i mndn from the asly
PO x: Lira-patent
Hargurer-free.

LT B an alaalaral, o e

poragranates hackad by §32 milan in
mmeieal reanarch o Eho werdds knading

aslract Comaneng H

ot sk

vl s, POM s 50 corcenbral s bwc i

ksl & snghe cspaule baa bhe i s Boislant provee

omrdanl powsen o & lull ghoes ool PO il e v loed e

Wiancerful ™ 100k Pomegranete Jule piztabe and caidemaruln healll,

Try POy Monthly

FREE fer
ONE MONTH. |

el e oy o B hipgeingy

BRI "

Cur beklle
Noar hisath,

Q- PPy gl arn mad e bom Lhe

SN PO e gl v i |0 s o
PO W ancerful Waw Pomegroneie

Race or which each o he follwing

O it LML Shusly o e juisd

Faisrd hepatul reoeks lor proctotg

fih, repearting "uatiche

redegmiion el D

iitione prelumicary
sluchas o war juise thawses
arormising rewdis lor haart hoalte
Shrana-indics mechams [feibictad
pdood Flow te the hear)) docrasnd
n ke pomogransto e, D Dhean
Irank repested O thoAmercan

Aeguiran] off & rireialt

Ernisumhios
ko] inskgn Frant recd s fon b IMT
Thickness of arterisl oloped by up b

* wiid [, Michap

Wi uf b s

Bmicam, n Clnca’ Mol dos 0e™

Order Mow: 888-766-7455 or pormpills.com/ng
Us diseount coda M550

VMS-0000304

CX033r_DOooT



POM WONDERFUL LLC 181

Opinion of the Commission

APPENDIX B
Figure 31

Wil 10 100209538
DATE: OR300

TAKE OUT A LIFE INSURANCE
SUPPLEMENT.

Anticodarts?
We've got you covered
Ermarpng g suggests that

anficmitlarks srecrilicaly mparta b

maintaining good teakth bacmas thay
wredect you Trom Fres radicals. which
can damage you oy, Taking ore
P pila dley il bele probect vou
From bese racddicas and kooo s ok
wour haalthy bost. (Just Bho wey

i ke youbs b

Th articsiidant
= parnr ol
s B fakr,

POta. hlows bhal's @ plan,
Bty an sl naturs, olirs-

raolent mntkoaical gl

L Csitadring

a Il sgwciruem ol pomegrarat e
oo bshemets, PH5H i in < oncarnirabed
thak o gingle capaule has the anti
axiganl pawor of o Full glas of POM

wiondorful® W Bomograncke Juce

' FREE
ONE MONTH
TRIAL

We'll even pay for the shipping: -

The Antioxidant
Suporpill”

4352 million in medical
rassanch. Mo dediictible
POM g is moddn brean the only
pomogranchos bazked by $52 miblliss
wuthesl epmsarch ot tho wards kading
iriarsilias. Mol coly haa ths reusarch
bormrwimled the ukgue s supario

anbeslant power ol pormegranates

et re vl g resubs for

prosste and cardiovascales heslth

Order Now: 888-766-7455
or pompills.com/t v decount cxde- Tao

e BONTHL Y AMD W

Gek e
mazimum banafits
Char POMs pills are mode from
tha sama paragmnater wo use bo mpkp
o
Wandadul

W

Pomegressts

Jiacs. om which ssch of the tollowing

medizal shadie
A midial LA shod g o o julzs

= mand conchec fad,

Tourd hopoful sesals lar prastaln
halth, reporieg “siatissoally significant
prodargaian of BS54 i bling timay,”
accosding Lo Or. alles L Barluck i
Cheoal Cancer Besearch sood

A

sl prafimivanry sholy
on o jusce Sharett] pramsing resulls

fer hoatt hankh, "Sdress-induced

schemia [rastnictod bhbed e
et bear§) decreasnd in the

penagyarel e Froae [ Dhean Ceniss

epat the Aewriow A el

af Corchalogy, 2005,

LS BHESTH | Ha= T vl

VM5-0000306

CH0342_ 000



182

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 155

Opinion of the Commission

WS ID: 100803985
BLM DATE: oaa20

TAKE OUT A LIFE INSURANCE
SUPPLEMENT.

Arkeaidants?

Vv gl yeau cuered,

B ence suggests that

antiaicarks are oribealy wpeitond o

martlanig g haolth bosouse oy

protect i hor lins wehialy, which

an denags 3o Iy Tabirg core

2 e pil s doy will hols probect yeu

Cant this
innetcirnasa i iEn
G PO iy ave mede from

tho tawe pematanates we uil 1o ok

Cag®

Pamagranite

o B
Waondedul

[l

Treer trea sackeiks and keag vou at Wice, o ahich each al e following

s hanltty et Liuat the way RS e ey ISR Sy P |

iraurery B yeu b ba) A iilial LICLA urhy an ear jues

P arcinstiiel
= -
e b usin

P, Mo thalt's a plan.
H b s almatursd ks

Found kool vl Tor seostales

The Antioxidant
Superpill”

heahh repariivg “kalitiz by 3 il cant

pralongation of PR deuing Emor”

334 milion in madkcal
sesaorch. Mo doductible

arcording o Dr Al | Baribech i
Chiniend Comeer Aeseorch, 2004,

0k s rmade From tha onky Ay aditionn] preiminacy shudhy
pommgranatoc bxcksd by §14 melon =

n or i s hewsed pros g ek

t health “Sress- ndeced

pedant anfoadint ad el Containing il reseanch st thee wor ks lesding far e

a full sprtbium of porwsgranets wnrarsiban, Mok only hay the resmorch b e [restncio pic’ g

sedvshanak, OMe & oo cantoshishos doamentod the unageo ard aiponor in the hoart| dacrasued .t

that & singe capval has the angl- aabioddand power of pomesyaneles pomegranale grous” D Dean Orozh

wridant pove of o lul glas ol PO B bai revealed prosisng resuls for separied i the Amznoas Jowaa
Wendarhd™ 100% Pomagrinate ukn praatibe and cardkovasoular Realih of Cardiofogy. do0s.™*

Order Mow: 888-766-7455
ar pompills.comysm U disount code St30

Try POMx Monthly

FREE for
ONE MONTH.

We'll even pay For the shipping:

ol plend, g G P e

S T — b i g P iy ibtinad v
ek 2 - £ g e P b, -0

i

VMS-0000320

CX0353_D001



POM WONDERFUL LLC

Opinion of the Commission

APPENDIX B

Figure 32

WME D 1D00EES T
ALIM CATE S0 2010

24 SCIENTIFIC STUDIES
NOW IN ONE EASY-TO-SWALLOW PILL.

Arttiexidants w1,
Emanging strnoe supeests hat
arfionsdats are cribically important fo
maintaning gacd Faalth bacouse they

protact peu Fon fras radesls, whah

can damage your body. Tasing
B il o diy will bl o

vou lram Free ndicele £ pusl

gt wmpla,

The walimidurd power
ol eur e ize
POIMx s poseriul, Maluraly:
PO s i o natuml, tire
pabassd ariioe davl oetract, Contpining
& Tl s irum of pesrsgranats
pobpheols. POV i 50 cos

thal & singhe capsude has the anl

ok rades]

cadant oo of a Fal gloos of POM
Wepndorfiad™ sxr Pomogranale Jisce.

£33 million in medical ressarch.
Seience. Mot hetion
P2 in made from the only
porapranetes backed by £33 milkon in
sl reaorch ot bhe workd's kading

irvhastsilion. bl snby hat s resssrch
fewc e bise thie ursgus aned sogevior
ardsiand

4 has rewnabod prosiaing results for

L it o poimeigroabes,

prostan and e wrdovirular haatth

Comglicated itedies.
S plied
Chir PO plly wrerodo from
e S i BranILaE wa i o maka
aiif PO

y

Weonckerful

W

Pomegranats

Jduea, onowdieh ssch of ¥he Fellassing
el vudes wis sondurted

Ay intial UELA sty oo

und hopelul results ko g
heat, repecting "dotishoaly sigrificand
proloagabios of P58 dounbag braes”
according bo D, &ken | Panbuck in
Elindenl Comc e Besoaxch, 1006
Akl i

O Gl LT POl M N regulis

ol pwlbminary suck

Bow Pepart aalthy ~Skraas iradu cod
it irustricied hlsod flow (o

the hewr) decressed i the

-ab grovp” Be Owan Orn

reported i the Amencon Jounal of

Cauekinlagl, 2008

'I;y_l:"&x Monthly
FREE for
ONE MONTH.

We'll even pay for the shipping:

Order Mow: 888-7606-7455

CORMLE TC AECERT HOHTLY

ek g vt s sy ot - st 8 P et g A,
Bty e ks s b e . b et

VM5-0000312

CH0348_00017



184 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 155

Opinion of the Commission

W e 10041 1080

24 SCIENTIFIC STUDIES.
NOW IN ONE EASY-TO-SWALLOW PILL.

Antirakdants w Caomplicatod shudicw
Famorging v g s Hhal BirngpkiFuel
witrars Thaaly imoorant b Chr PO bk, ame macke from

msnlaring gawsd lwsllh beomor they 55 i 1 1 b
pratoct yo from free iz mhich P
it g yost body Taking ane Wend
Bt pil k& day sill hads profact
v from boe mecals Ity just domrwgramat
E il 1 veh wack al the ur
n il I

ﬁ h The Anticxidank

Superpill. nhee
b o
Tiwt antiae sk persvar 334 miban in medical ressarch arcnrding 1o a0 - Panluck
e Scianca, Met fickier. 5 sl Deang o
Pt is powerful Maturaly, P in ke Trom bhe onky Srchek ol profimrny sioe
PR s in anall natuead, ultie senregracalicn hached by 514 mibican s E o ing
wunl sl oamor) edrach ardninng miilial reeogech ok b oedda bading v himat] bmal tran | 1
3 full ypoctrom of pomcgranats wii werEtion Mel anky Ras By rossorch schemia realicies I
clplwanak, PO i o rorcont o] Sorunoran Ehe inegun s supanior - vl | dncraased =ik
il 2 5ing o @ Nias [ ant rilieinl prowes of prmapmnaios T ald 4 i Lk
seidder® pwer il fu b glass of PO 1 hasrmvialod paceivng residis fis a the Amarios nif
Wl bl ™ W Parnegranal e Juce rnstal = and carl ol benkh freakep. 100

Try POMx Bills FRE Order Now: 888-766-7455

FOR DNE HONTH or por’npi”s.cnmﬂ Usn diseaunt sode: Tio
when you sign u1.1-.|-:-r - : i : erea: .' i :
i o soppa i s R

VMS-0000313

CHO350_0004



POM WONDERFUL LLC

Opinion of the Commission

APPENDIX B
Figure 33

W 1 EOEES
Lt ]

THE ONLY ANTIOXIDANT"
SUPPLEMENT RATED X.

185

A hesyn wrnee proaie dicn
e L Eo e R o
nnfigmdent o critizaly mporiant ba

maniein g geod heath hacauss they

preiech you Iram Trese rachesali, which

{1 that PCIMx n your pockel?
Ohar P ol By are made Trom Bhe
sere pomegmnabes we e tn maks our

PR Wil Kpene Domagraeate Jukos

Bnwich sach . nlmairey meches|

o chamagn paur bk Takiig cne

ted pini = & prelirine y dudvon erschie

POV el 4 choy vl i

Frum s raclcaly andd brap o ol Furs o, mwn wihoconug med SO bacs

neparted o 50 preater bl hood of

oui hasliby toa
rmiproved srectiond e companed io placeba

“&5 o pownrful antiaalan;, anhorong
wlinl el PP s pataniial &

-
Ihe Antsoxidant
— SupHPiH. I
the
i %33 million i ressarch B

anageia. of EDL Futher sludes
| G
W' mud jusk playing dector Inpaboned T

The aliunident pesce:

of rar Baz jirs " :
3 Pt i rrentin Fenen ha ooy fim inifiad UCLA siucdyon our juics

fewan kopaful maults Jor prostate

perapranaies harkad by 452 mdianin

ol pph sl e workds kg heslih. reperling “staisticly sgrofice

PCt4x Super-potent.

Lika oL wniverakks Moi gy hos Ui resssrch prokegetior of PAA doutling times®
POz aan of -rabursd, urs hscamenisd Chvical Coroer Researeh. 0e.
prlurl antisidnt whact, Conbering | themius W & prolmmimary skuds or-our juica
a hull gpacirim of pomogranate ardrpony shortd prosising remls bor haarl

pohebunals ¥ i cn concontrot s antiazidant pewer ol hnalth, “Atrcex. rducod schomia

il & siighe caimaile has Brs anll sttt alan (1 s ievwiabil Iyt i wehsed bl Devw du e maii]

aidderd powe: of a fill glasa o PG | o s far eractile. proslole grinsle group”

weuler hualth Amaraza b gy

i Order Mow: 888-766-7455
Ty OB Pils FREE or pompills.com/ady tse dissouni oode: 80V30
FOR ONE MONTH | " FomPiseomad

when you sign up for

POMx Monthly delivery’

el swikngl

vl oo

¥ : e 5 i S R ok st . e

VM5-0000319

CH0351_0001



186

VOLUME 155

FEDERAL TRADE COMMISSION DECISIONS

Opinion of the Commission

S I 00 T00E3
DATE: 07010

THE ONLY ANTIOXIDANT

SUPPLEMENT RATED X.

Blwarye ume protection.

Firnergng w-anie suggeats thal

naibany ga

orotecl o [uw free radicals which

arly,

-an damaga vour b S
1P il ey el b rsbiost you
fanim drne raseale 2nd bosp yow 24

o Bl oy w1

T s b sl | pacww
& 2ar Bar juica

PO, Susgrpotand.
L o
P an al-natural wkra
patory: antaadant el Conliivmg

cimm of pomagranabe
poiygaels, MO so conconrnad
Uhat st sdngge copraaile B e ant-

cadand power of o tull glaag of FOM

Worekstha ™ 1005 Povagrarats dscr.

Try POz Monthly

FREE s

ONE MONTH

Wl ovon pay ;r_.r ﬂ'u:l ;5|'|ipping_"‘

s Crbically degeoitiod 0

henlih becauwe Eoy

Tha Anklosldpst

Superpill.”

3.4 million in research

W rer e sl ,.||.|1ur||; ez bur.

= PR

i ik
pomegranatas backad by (54 mifkan
w rsdical Pesaireh 5o tha wizeld 5

en. ot aaly has

o ad

and supsrio anlemcnl power

adine unfear

thir resrarch
dommaniad

iha uniqus

of pamagranabas, it hae remslng

prormping rayulde oo oo,

predtate and card evsuculas hoali

Is Hhal PO in your pecks!?
Char P01 il ars mads Fram the

sl mal L Lo Fide cur

PR Waagderlyl kxom Ponegranade |ids

aiwhich mach o the losig redicol

ol By e el
n & graliminany sluds on oreclik

Kurchon, som s conimad BT Juiod

s i o v gructtior Dbskhycacd of

W] | e W

"ty prmriul st eicant, enhsncirg
whii asids
aredokhelal collx

L]

» waacda

FRA by patanhial i

e ol o

igermesd of ELL Fulbor sludies

are wannnkes” begraatonal Joumal of

drpribEnios Hesesik

An ankal BCLA stoeh on our juece
found hooohd realts fo prostste

haslth, raparing "stetishiclly ogrilicand
erclonratcn of 954 daubline fimea
Clinira’ Canoor soeref, T,

= praiarsrary shochy on gur juica

shood prasiing roeuts for hpar

healh. "Ebrank iriducad wchomm

{ractrictod hlnad Fiew ot hoart)

deireasetd i e pumeionale groug

Ampercon Joumnl e Cardmlogy 05

Cheelar Mo B88.-7464-7455

or pempills.com/ga e duert coi Gazo

VMS-0000323

CRO35s_D0m



POM WONDERFUL LLC 187

Opinion of the Commission

APPENDIX C
Summary Table of Commission Findings
Regarding POM Exhibits

Note:

- “y” means that the Commission finds an exhibit to make a
challenged claim.

- “n” means that the Commission does not have sufficient
evidence to find an exhibit to make a challenged claim.

- “(y)” or “(n)” means the Commission overrules a specific
finding by the ALIJ.

- Shaded box means the claim was not challenged by Complaint

Counsel.

Heart Disease Prostate Cancer Erectile Dysfunction
Exhibit Estab.
Treat | Prevent | Reduc | Treat | Prevent | Reduc | Treat | Prevent | Reduc
e e Risk e
Risk Risk
1. CX0013
2003 Press Release y y y y
2. €X0016 y y y
Drink and Be
Healthy
3. CX0029
10 Out of 10 People y y y y
4. cx0031 y y y (y)
Floss Your Arteries
5. CX0033 Life
Support y y
6. CX0034
N y y y ¥)
maze Your
Cardiologist
7. CX0036
Cheat Death (Y) y
8. CX0044
2005 Press Release y y y y
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9. CX0065
2006 Press Release

y)

y)

10. CX1426 Ex. I
Antioxidant
Superpill Brochure

11. CX0103
Decompress

(y)

(y)

(y)

12. CX0109
Heart Therapy

)

)

)

13. CX0120
One Small Pill

) n

)

14. CX0122
Science,
Not Fiction

¥) n

(y)

15.CX0128
2007 Press Release

16. CX1426 Ex. M
POMx Heart

y

Exhibit

Heart Disease

Prostate Cancer

Erectile Dysfunction

Treat

Prevent

Reduc
e
Risk

Treat

Prevent

Reduc
e Risk

Treat

Prevent

Reduc
e
Risk

Estab.

17. CX1426 Ex. N
POMx Prostate

18. CX0169/
CX1426 Ex. L
Power of POM

(y)

(y)

(y)

¥)

(y)

)

(y)

19. CX0180/
CX1426 Ex. K
Antioxidant
Superpill

(y)

(y)

(y)

¥)

(y)

)

(y)

20. CX0192
Heart Pumping

y)

y)

)

21.CX0314
Drink to
Prostate Health

22. CX0260/
CX1426 Ex. B
Prostate Health

()

()
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23. CX0274/
CX1426 Ex. C
Off to Save
Prostates

) )

)

24. CX0279
Science,
Not Fiction

) ) (y) (y) (y) (y)

)

25. CX0280
Live Long Enough

) ) (y) (y) (y) (y)

)

26. CX0475/
CX1425 Ex. A
Juice Bottle
Hang Tag

27. CX0372/
CX0379/
CX0380
Super Health

28. CX0331/
CX1426 Ex. J
Healthy Wealthy

(y) (y) (y) ) (y) )

(y)

29. CX0328
Your New Health
Care Plan

(y) (y) (y) ) (y) )

)

30. CX0337
First Bottle You
Should Open

(y) (y) (y) ) (y) )

(y)

31.
CX0342/CX0353
Life Insurance
Supplement

) ) (y) (y) (y) (y)

)
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Heart Disease Prostate Cancer Erectile Dysfunction | Estab.

Exhibit
Treat | Prevent | Reduc | Treat | Prevent | Reduc | Treat | Prevent | Reduc
e e e

Risk Risk Risk

32 (y) (y) (y) (y) () (y) (y)

CX0348/CX0350
24 Scientific
Studies

S ssiexosss | ) ¥) ) | @ ) ) y y y ¥)

Only Antioxidant
Pill Rated X

34. CX0463 n n
Heart Therapy

35. CX0466/ n n
CX1426 Ex. H
Off to Save
Prostates

36, CX0473 ) ) » | & ) ™ | ® (n) (n) ¥)

Capture of
POMWonderful
.com Community
Website

37. CX0473 y y y y y y y (n) y

Capture of (n)
POMWonderful
.com Website

38. CX0473 y y y () n n (y) n n y

Capture of
PomegranateTruth
.com Website

39 CX0473 y y y y y y y (n) (n) y

Capture of
POMPills.com
Website

40-43. CX0473 The Commission does not reach the challenged media interviews. See section IX. of
Media Interviews C e, L.
the Commission’s Opinion.
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FINAL ORDER

DEFINITIONS

For purposes of this Order, the following definitions shall

apply:

1.

Unless otherwise specified, “Individual Respondents”
means Stewart A. Resnick, Lynda Rae Resnick, and
Matthew Tupper, individually and as officers of POM
Wonderful LLC (“POM Wonderful”) and Roll Global
LLC (“Roll”).

Unless otherwise specified, “Respondents” means
POM Wonderful and Roll, their successors and
assigns; the Individual Respondents; and each of the
above’s officers, agents, representatives, and
employees.

“Commerce” means as defined in Section 4 of the
Federal Trade Commission Act, 15 U.S.C. § 44.

“Covered Product” means any food, drug, or dietary
supplement, including, but not limited to the POM
Products.

“Food” and “drug” means as defined in Section 15 of
the Federal Trade Commission Act, 15 U.S.C. § 55.

“Endorsement” means as defined in 16 C.F.R. §
255.0(b).

“POM Product” means any food, drug, or dietary
supplement containing pomegranate or its components,
including, but not limited to, POM Wonderful 100%
Pomegranate Juice and pomegranate juice blends,
POMx Pills, POMx Liquid, POMx Tea, POMx Iced
Coffee, POMx Bars, and POMx Shots.

The term “including” in this Order means “without
limitation.”
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0. The terms “and” and “or” in this Order shall be
construed conjunctively or disjunctively as necessary,
to make the applicable phrase or sentence inclusive
rather than exclusive.

IT IS ORDERED that Respondents, directly or through any
corporation, partnership, subsidiary, division, trade name, or other
device, in connection with the manufacturing, labeling,
advertising, promotion, offering for sale, sale, or distribution of
any Covered Product, in or affecting commerce, shall not make
any representation in any manner, expressly or by implication,
including through the use of a product name, endorsement,
depiction, illustration, trademark, or trade name, that such product
is effective in the diagnosis, cure, mitigation, treatment, or
prevention of any disease, including, but not limited to, any
representation that the product will treat, prevent or reduce the
risk of heart disease, including by decreasing arterial plaque,
lowering blood pressure, or improving blood flow to the heart;
treat, prevent or reduce the risk of prostate cancer; or treat,
prevent or reduce the risk of erectile dysfunction; unless the
representation is non-misleading and, at the time of making such
representation, Respondents possess and rely upon competent and
reliable scientific evidence that, when considered in light of the
entire body of relevant and reliable scientific evidence, is
sufficient to substantiate that the representation is true. For
purposes of this Part I, competent and reliable scientific evidence
shall consist of at least two randomized and controlled human
clinical trials (RCTs) of the Covered Product that are randomized,
well controlled, based on valid end points, and conducted by
persons qualified by training and experience to conduct such
studies. Such studies shall also yield statistically significant
results, and shall be double-blinded unless Respondents can
demonstrate that blinding cannot be effectively implemented
given the nature of the intervention.

IT IS FURTHER ORDERED that Respondents, directly or
through any corporation, partnership, subsidiary, division, trade
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name, or other device, in connection with the manufacturing,
labeling, advertising, promotion, offering for sale, sale, or
distribution of any Covered Product, in or affecting commerce,
shall not misrepresent, in any manner, expressly or by
implication, including through the use of a product name,
endorsement, depiction, or illustration, trademark, or trade name,
the existence, contents, validity, results, conclusions, or
interpretations of any test, study, or research.

IT IS FURTHER ORDERED that Respondents, directly or
through any corporation, partnership, subsidiary, division, trade
name, or other device, in connection with the manufacturing,
labeling, advertising, promotion, offering for sale, sale, or
distribution of any Covered Product, in or affecting commerce,
shall not make any representation, in any manner, expressly or by
implication, including through the use of a product name,
endorsement, depiction, illustration, trademark, or trade name,
about the health benefits, performance, or efficacy of any Covered
Product, unless the representation is non-misleading, and, at the
time of making such representation, Respondents possess and rely
upon competent and reliable scientific evidence that is sufficient
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. For purposes of this Part III,
competent and reliable scientific evidence means tests, analyses,
research, or studies that have been conducted and evaluated in an
objective manner by qualified persons and are generally accepted
in the profession to yield accurate and reliable results.

V.
IT ISFURTHER ORDERED that:

A. Nothing in Parts I through III of the Order shall
prohibit Respondents 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; and
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B. Nothing in Parts I through III of the Order shall
prohibit Respondents from making any representation
for any drug that is permitted in the labeling for such
drug under any tentative final or final standard
promulgated by the Food and Drug Administration, or
under any new drug application approved by the Food
and Drug Administration.

\2

IT IS FURTHER ORDERED that POM Wonderful, Roll,
and their successors and assigns, and Individual Respondents
shall, for five (5) years after the last date of dissemination of any
representation covered by this Order, maintain and upon request
make available to the Commission for inspection and copying:

A. All  advertisements, labeling, packaging, and
promotional materials containing the representation;

B. All materials that were relied upon in disseminating
the representation;

C. All tests, reports, studies, surveys, demonstrations, or
other evidence in their possession or control that
contradict, qualify, or call into question the
representation, or the basis relied upon for the
representation, including complaints and other
communications with consumers or with governmental
or consumer protection organizations; and

D. All acknowledgments of receipt of this Order, obtained
pursuant to Part VI.

VI.

IT IS FURTHER ORDERED that POM Wonderful, Roll,
and their successors and assigns, and Individual Respondents shall
deliver a copy of this Order to all of their current and future
principals, officers, directors, and managers, and to all of their
current and future employees, agents, and representatives having
managerial responsibilities with respect to the subject matter of
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this Order, and shall secure from each such person a signed and
dated statement acknowledging receipt of the Order. POM
Wonderful, Roll, and their successors and assigns, and Individual
Respondents shall deliver this Order to such current personnel
within thirty (30) days after the effective date of this Order, and to
such future personnel within thirty (30) days after the person
assumes such position or responsibilities.

VII.

IT IS FURTHER ORDERED that POM Wonderful, Roll,
and their successors and assigns, shall notify the Commission at
least thirty (30) days prior to any change in the corporations or
any business entity that POM Wonderful, Roll, and their
successors and assigns, and Individual Respondents directly or
indirectly control, or have an ownership interest in, that may
affect compliance obligations arising under this Order, including
but not limited to formation of a new business entity; a
dissolution, assignment, sale, merger, or other action that would
result in the emergence of a successor entity; the creation or
dissolution of a subsidiary, parent, or affiliate that engages in any
acts or practices subject to this Order; the proposed filing of a
bankruptcy petition; or a change in the business or corporate name
or address. Provided, however, that, with respect to any proposed
change about which POM Wonderful, Roll, and their successors
and assigns, and Individual Respondents learn less than thirty (30)
days prior to the date such action is to take place, POM
Wonderful, Roll, and their successors and assigns, and Individual
Respondents shall notify the Commission as soon as is practicable
after obtaining such knowledge. Unless otherwise directed by a
representative of the Commission, all notices required by this Part
shall be sent by overnight courier to the Associate Director for
Enforcement, Bureau of Consumer Protection, Federal Trade
Commission, 600 Pennsylvania Avenue NW, Washington, DC
20580, with the subject line FTC v. POM Wonderful. Provided,
however, that, in lieu of overnight courier, notices may be sent by
first class mail, but only if electronic versions of such notices are
contemporaneously sent to the Commission at DEbrief@ftc.gov.
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VIII.

IT IS FURTHER ORDERED that each Individual
Respondent, for a period of ten (10) years after the date of
issuance of this Order, shall notify the Commission of the
discontinuance of his current business or employment, or of his
affiliation with any new business or employment. The notice
shall include the Individual Respondent’s new business address
and telephone number and a description of the nature of the
business or employment and his or her duties and responsibilities.
Unless otherwise directed by a representative of the Commission,
all notices required by this Part shall be sent by overnight courier
to the Associate Director for Enforcement, Bureau of Consumer
Protection, Federal Trade Commission, 600 Pennsylvania Avenue
NW, Washington, DC 20580, with the subject line FTC v. POM
Wonderful. Provided, however, that, in lieu of overnight courier,
notices may be sent by first-class mail, but only if electronic
versions of such notices are contemporaneously sent to the
Commission at DEbrief(@ftc.gov.

IX.

IT IS FURTHER ORDERED that POM Wonderful, Roll,
and their successors and assigns, and Individual Respondents
within sixty (60) days after the effective date of this Order, shall
each file with the Commission a true and accurate report, in
writing, setting forth in detail the manner and form of their
compliance with this Order. Within ten (10) days of receipt of
written notice from a representative of the Commission, they shall
submit additional true and accurate written reports.

X.

This Order will terminate on January 10, 2033, or twenty (20)
years from the most recent date that the United States or the
Commission files a complaint (with or without an accompanying
consent decree) in federal court alleging any violation of the
Order, whichever comes later; provided, however, that the filing
of such a complaint will not affect the duration of:

A. Any Part in this Order that terminates in less than
twenty (20) years;
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B. This Order’s application to any proposed respondent
that is not named as a defendant in such complaint;
and

C. This Order if such complaint is filed after the Order
has terminated pursuant to this Part.

Provided, further, that if such complaint is dismissed or a federal
court rules that Respondents did not violate any provision of the
Order, and the dismissal or ruling is either not appealed or upheld
on appeal, then the Order will terminate according to this Part as
though the complaint had never been filed, except that the Order
will not terminate between the date such complaint is filed and the
later of the deadline for appealing such dismissal or ruling and the
date such dismissal or ruling is upheld on appeal.

By the Commission.

CONCURRING STATEMENT OF COMMISSIONER
MAUREEN K. OHLHAUSEN

I disagree with the majority’s findings of implied disease
efficacy and establishment claims with regard to the exhibits
detailed below for several reasons. First, several of these exhibits
contain claims about the general effects of the POM products on
the continued healthy functioning of the body but do not make
references to diseases or health-related conditions.! Despite the
absence of such references or of other suggestive indicators (e.g.,
strong medical imagery), the majority finds that these exhibits
contain implied disease-related claims without extrinsic evidence
that consumers viewing the exhibits would actually perceive such
stronger claims and not simply perceive healthy functioning
claims (akin to “structure/function” or “S/F” claims under Food

' See Figs. 4, 12, 18-20, 23-25, and 28-33.
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and Drug Administration regulations).” I am concerned that, if
the Commission too easily finds implied disease efficacy or
establishment claims in advertisements for foods, absent extrinsic
evidence, then it may tend to undermine an important balance that
is struck in the regulation of food, supplement, and drug
advertising under the FTC Act and other federal laws.”

Second, for a number of advertisements, I believe the majority
conflates disease treatment claims with prevention/risk reduction
claims. In one instance, they find implied disease treatment claims
where the exhibit appears only to claim or suggest that the risk of
disease is, or may be, reduced by POM products.® Conversely, in
several others, they find implied prevention/risk reduction claims
(not solely disease treatment claims) for exhibits that describe
studies of subjects already suffering from prostate cancer or ED.’
For all of these exhibits, we lack extrinsic evidence that
consumers would perceive all the various claims that the majority
finds are implied by the exhibits. Because it seems unlikely that a
consumer would assume that any food or food product that lowers
the risk of disease is also a viable treatment for that disease, I
disagree with the majority’s conclusions that such claims are
facially present in certain exhibits. Likewise, because it seems
unlikely that a consumer would assume that a treatment for
existing cancer or heart disease would necessarily prevent the
onset of these conditions, [ disagree with the majority’s
conclusion that such claims are facially present in certain other
exhibits.

? The fact that I find these claims more akin to structure/function claims
does not mean I take a position on whether Respondents possessed adequate
substantiation or otherwise met the requirements to make structure/function
claims.

? The FTC has long recognized “the importance of consistent treatment of
nutrient content and health claims in food advertising and labeling and [sought]
to harmonize its advertising enforcement program with FDA's food labeling
regulations to the fullest extent possible under the statutory authority of the
FTC Act.” FTC Enforcement Policy Statement on Food Advertising, (1994),
available at http://www.ftc.gov/bep/policystmt/ad-food.shtm.

* See Fig. 6.
> See Figs. 10, 17, and 36-39.
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Finally, because a number of exhibits contain descriptions of
studies that are highly qualified with terms such as “small study,”
“initial scientific research,” and “promising,” “hopeful” or
“encouraging” results, I disagree with the conclusion that these
exhibits make establishment claims in the absence of extrinsic
evidence supporting such a conclusion.® Moreover, the majority
argues that the challenged ads reinforce the disease-related
establishment claims by mentioning that POM spent millions on
research.” However, the references to the money spent on research
appear to be significantly related to demonstrating the amount of
antioxidants in the POM products and the general effects of those
antioxidants on the human body. Therefore, we need extrinsic
evidence to show that consumers would also take away the
impression that the research supporting the disease claims is
established and not merely preliminary.

Virtually none of the claims found by the Commission in the
challenged exhibits is express — they are deemed to be implied.
The Commission may undertake a net impression analysis and
find implied claims when it can “conclude with confidence after
examining the interaction of all the different elements in [an
advertisement] that they contain a particular implied claim.” In re
Thompson Med. Co., 104 F.T.C. 648, 788-89 (1984); Telebrands
Corp., 140 F.T.C. 278, 290 (2004) (citing Thompson Medical).
When such confidence is lacking (e.g., due to well-qualified
claims or contradicting statements), however, “we will not find
the ad to make the implied claim unless extrinsic evidence allows
us to conclude that such a reading of the ad is reasonable.”
Thompson Med. Co., 104 F.T.C at 789; Telebrands, 140 F.T.C. at
291 (citing Thompson Med. Co.).

With respect to the claims described below, such extrinsic
evidence is unavailable or inadequate. Although Complaint
Counsel offered the expert testimony of Dr. Stewart, he did not
conduct his own facial analysis of the challenged advertisements
and could not opine on what they meant. IDF 513. Also, unlike in

% See Figs. 4, 6, 12-14, 18-20, 24, 25, and 28-33.

7 “When an ad represents that tens of millions of dollars have been spent
on medical research, it tends to reinforce the impression that the research
supporting product claims is established and not merely preliminary.” See
Section I'V.A. of the opinion.
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cases such as Thompson Medical and Telebrands, Complaint
Counsel did not introduce copy testing evidence to demonstrate
what claims consumers may perceive from well-qualified or
contradictory statements in advertisements. Because a number of
exhibits contain references to the continued healthy functioning of
the body without mentioning disease or health-related conditions,
discuss only treatments for patients already suffering certain
diseases, discuss risk reduction without mentioning treatment of
certain diseases, or contain extensive qualifying language, I do not
share the majority’s ability to “conclude with confidence,” that no
extrinsic evidence is needed to read stronger claims between the
lines. I am concerned with, and thus disagree with, these
particular majority findings.®

As our opinion today observes, the Commission has paid
particular attention to the balancing of pertinent consumer
interests in describing the Pfizer factors applicable to the question
of what constitutes a reasonable basis for a claim.” The
Commission also has been clear that our substantiation standards
and claims interpretation are inextricably linked. Hence, in
delineating standards for prior substantiation, we state “[t]he
Commission will take care to assure that it only challenges
reasonable interpretations of advertising claims.”' As a
procedural matter, we may begin by asking what particular claims
— and categories of claims — are being made, and then ask what
evidence should be required to substantiate such claims. We must
keep in mind, however, that if we are too quick to find stronger
claims than the ones reasonable consumers actually perceive, then
we will inadvertently, but categorically, require an undue level of
substantiation for those claims.

8 Engaging in broad claim interpretation also raises questions about
whether this approach qualifies as a case-by- case analysis or is more like a
broad prohibition on certain categories of speech, which has implications for
First Amendment review of our actions.

’ See In re Pfizer Inc., 81 F.T.C. 23, 91-2 (1972); see FTC Policy
Statement Regarding Advertising Substantiation, 104 F.T.C. 839 (1984)
(appended to Thompson Med. Co., 104 F.T.C. 648 (1984)) (“Substantiation
Statement”).

' Substantiation Statement at 840 n. 3 (emphasis added)

(“Notwithstanding ... variations in approach, the focus of all Commissioners
on reasonable interpretations of claims is intended to ensure that advertisers are
not required to substantiate claims that were not made.”)
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In particular, Congress and the Food and Drug Administration
have created carefully drawn boundaries between different types
of claims regarding the effect of food and dietary supplement
products on nutrition and health. FDA regulations distinguish
between various categories of claims that may be associated with
food products and dietary supplements — including “qualified
health claims,” “health claims,” and “structure/function” claims —
and the level of substantiation required for each category of
claim.!" According to FDA guidance, health claims and qualified
health claims expressly or by implication characterize the
relationship of a substance to a disease (e.g., heart disease) or
health-related condition (e.g., high blood pressure).'* By contrast,
structure/function claims describe the effect that a substance has
on the structure or function of the body for maintenance of good
health and nutrition but do not make reference to a disease.”> The
FDA imposes different and more stringent requirements on health
claims than it does on structure/function claims.'*

"' See generally FDA, Guidance for Industry: A Food Labeling Guide
(September 1994; Revised April 2008; Revised October 2009), available at
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/Guidan
ceDocuments/FoodLabelingNutrition/FoodLabelingGuide/default.htm; FDA,
Guidance for Industry: Evidence-Based Review System for the Scientific
Evaluation of Health Claims - Final (2009), available at
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/Guidan
ceDocuments/FoodLabelingNutrition/uem073332.htm; FDA Guidance for
Industry: FDA’s Implementation of “Qualified Health Claims™: Questions and
Answers;  Final  Guidance @ (May 12, 2006), available at
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/Guidan
ceDocuments/FoodLabelingNutrition/ucm053843.htm.

12 FDA, Guidance for Industry: A Food Labeling Guide, at 8.Claims H1,
Ql.
" 1d. at 8.Claims S1, S7.

' “Health claims are required to be reviewed and evaluated by FDA prior
to use.” FDA, Guidance for Industry: A Food Labeling Guide, at 8.Claims H1.
FDA also distinguishes “health claims that meet the Significant Scientific
Agreement (SSA) standard,” from “S/F claims [that] must be truthful and not
misleading and are not pre-reviewed or authorized by FDA.”). id. at 8.Claims
H3. In addition, “FDA does not require conventional food manufacturers to
notify FDA about their S/F claims and disclaimers are not required for
conventional foods.” FDA, Structure/Function Claims, available at
http://www.fda.gov/Food/LabelingNutrition/LabelClaims/StructureFunctionCla
ims/ucm2006881.htm. Structure/function claims were specifically authorized
by the Dietary Supplement Health and Education Act of 1994, 108 Stat. 4325
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I am concerned that the majority’s interpretation of certain
exhibits blurs these boundaries and creates an inconsistency
between FTC advertising requirements and FDA food labeling
and advertising requirements by concluding that the mere mention
of “health” or healthy functioning can imply a disease-related
efficacy (i.e., a health claim in FDA terms) and that the mere
mention of scientific evidence can imply a related establishment
claim. For instance, Figures 12, 20, and 23 seem limited to
addressing the product’s general health benefits by providing
antioxidants and fighting free radicals, and thus potentially
reducing the risk of disease, while claiming that these benefits are
backed by significant scientific or medical research about prostate
or cardiovascular health. Based on the majority’s views about
these exhibits, it is difficult to imagine any structure/function
claims that POM could associate with its products in the
marketplace without such claims being interpreted, under the FTC
precedent set in this case, as disease-related claims. "

(codified as amended in scattered sections of 21 U.S.C.); see also Dep’t Health
& Human Servs., Food & Drug Admin., Regulations on Statements Made for
Dietary Supplements Concerning the Effect of the Product on the Structure or
Function of the Body, Final Rule, 65 Fed. Reg. 1000 at 1034-35 (Jan. 6, 2000).

> 1 am concerned that, for these exhibits, the majority readings are in
conspicuous tension with the express findings and intent of Congress in
enacting the Dietary Supplement Health and Education Act of 1994 (DSHEA),
wherein Congress provides for structure/function claims that may be made on
behalf of dietary supplements. In the statute itself are express findings that
healthful diets may reduce the risk of disease and the need for medical
intervention; that “consumers should be empowered to make choices about
preventive health care programs,” id. at § 2(8), based on available scientific
evidence; and that, “although the Federal Government should take swift action
against products that are unsafe or adulterated, the Federal Government should
not take any actions to impose unreasonable regulatory barriers limiting or
slowing the flow of safe products and accurate information to consumers.” 1d.
at § 2(13). Moreover, although the DSHEA regards dietary supplements in
particular, FDA has concluded that “structure/function claims may be made on
a conventional food provided the effects are derived from the nutritive value of
the food.” FDA, Guidance for Industry: A Food Labeling Guide, at 8.Claims
S1. Hence, “[o]n December 20, 2002, the agency announced its intention to
extend its approach to implementing the Pearson decision to include health
claims for conventional foods (67 Fed. Reg. 78002).” FDA, Guidance for
Industry: Evidence-Based Review System for the Scientific Evaluation of
Health Claims — Final, at § II (background).
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A possible (though not plausible) argument for the majority’s
position is that these exhibits are somehow infused with messages
from other ads included in some of POM’s advertising campaigns
that mentioned specific diseases or health conditions. However,
we should not reach such a conclusion in the absence of extrinsic
evidence in the record. Thompson Med. Co., 104 F.T.C. at 789,
Telebrands, 140 F.T.C. 379, 436 (2004) (ALJ Decision), adopted
by the Commission in Telebrands, 140 F.T.C. 278, 281 (2004)
(requiring extrinsic evidence even though the ads at issue
contained express references to other ads). More generally, we
should be careful not to interpret claims so broadly that we
undermine distinctions between types of claims, and the
substantiation appropriate to them, that Congress and our sister
agency have found important to the public’s health and wellbeing.

In sum, the majority’s findings with regard to the exhibits
detailed below in the absence of extrinsic evidence leave
questionable room for marketers to make well-qualified and
substantiated structure/function type efficacy or establishment
claims because of the high risk that such claims will be found to
imply the treatment, prevention, or risk-reduction of a disease, or
that they are clinically proven.

I incorporate these arguments by reference to my views for
specific exhibits in my comments below.

Figure 4. CX0031: “Floss Your Arteries” print advertisement

I disagree with the majority view that this print ad conveyed to a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice daily treats — rather than prevents or reduces
the risk of — heart disease. I also disagree with the majority and
would uphold the ALJ’s finding that the evidence fails to show
that this print ad conveys to a significant minority of reasonable
consumers that the claims contained in the advertisement are
clinically proven. The advertisement’s language qualifies that
drinking POM Juice “can reduce plaque by up to 30%” (emphasis
added) and the citation to a study appears in a footnote too small
to be clear and conspicuous under our own standards.'® See ID at

'® Advertisers cannot use fine print to contradict other statements in an ad
or to clear up misimpressions the ad would otherwise leave. FTC Deception
Policy Statement, appended to Cliffdale Associates, Inc., 103 F.T.C. 110, 180-
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4| 447. Further, the imagery in the advertisement is that of regular
hygiene, such as tooth brushing and flossing, not medical imagery
related to heart disease that appears in other challenged
advertisements where the Commission unanimously found an
implied establishment claim.

Figure 6. CX0034: Amaze Your Cardiologist

I disagree with the majority view that this print ad conveys to a
significant minority of reasonable consumers that drinking eight
ounces of POM Juice daily treats — rather than prevents or reduces
the risk of — heart disease. I also disagree with the majority and
would uphold the ALJ’s finding that the evidence fails to show
that this exhibit conveys to a significant minority of reasonable
consumers that the claims contained in the advertisement are
clinically proven because the statement regarding plaque
reduction is well-qualified (“can reduce plaque by up to 30%”
(emphasis added)) and the reference to a study appears in a
footnote too small to be clear and conspicuous under our own
standards. See ID at 44 465-468.

Figures 10 and 17. CX1426 Ex. I: Antioxidant Superpill
Brochure; CX1426 Ex. N: POMXx Prostate Newsletter

I disagree with the majority’s view that these exhibits convey to a
significant minority of reasonable consumers that daily
consumption of POM products prevents or reduces the risk of
prostate cancer, as opposed to treating prostate cancer. All
references to that disease in the exhibit appear rooted in a study of
46 men age 65 to 70 who had been treated for prostate cancer.
Further, CX1426 Ex. I specifically references “new studies are
under way ... in patients With prostate cancer” (emphasis added).

81 (1984). To be effective, Commission orders require such disclosures to be
clear and conspicuous. E.g., Thompson Med. Co., 104 F.T.C. at 842-43. For
print ads, for instance, past Commission orders have defined “clear and
conspicuous” to mean in a type size and location sufficiently noticeable for an
ordinary consumer to read and understand it and in print that contrasts with the
background against which it appears. See, e.g., FTC v. Green Millionaire,
LLC, No. 1:12-¢v-01102-BEL (D. Md. filed Apr. 12, 2012) (proposed order
granting stipulated permanent injunction), available at
http://www.ftc.gov/os/caselist/1023204/120416greenmillstip.pdf.
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Figure 12. CX0109: Heart Therapy

I disagree with the majority and would uphold the ALJ’s findings
that the evidence fails to show that this print ad conveys to a
significant minority of consumers that drinking eight ounces of
POM lJuice daily prevents or reduces the risk of heart disease or
that such claims are clinically proven. The imagery in this ad,
which is a POM bottle reclining on a couch, suggests
psychotherapy, not treatment for heart disease. The text is
qualified with references such as ‘“emerging science,” “initial
scientific research,” and ‘“encouraging results in prostate and
cardiovascular health.” There is also an exhortation to “keep your
heart healthy,” without mention of or linkage to a specific disease,
which seems more indicative of general structure/function type
claims rather than health claims involving disease prevention or
risk reduction.

Figures 13-14. CX0120: One small pill for mankind; CX0122:
Science Not Fiction

I disagree with the majority and would uphold the ALJ’s
conclusion that the record does not support a finding that these
exhibits convey to a significant minority of reasonable consumers
that drinking eight ounces of POM Juice or taking one POMx Pill
daily treats prostate cancer or that such claim is clinically proven.
The exhibits contain conflicting elements and heavily qualified
descriptions of studies, thus suggesting the need for extrinsic
evidence to determine what consumers take away. For instance,
the exhibits state that “[f]indings from a small study suggest ...
pomegranate juice may one day prove an effective weapon” or
“[a]n initial UCLA medical study ... showed hopeful results for
men with prostate cancer” (emphasis added).

Figures 18-19 and 24. CX0169/CX1426 Ex. L: “The Power of
POM;” CX0180/CX1426 Ex. K: “The antioxidant Superpill;”
and CX0279: “Science, Not Fiction” print advertisement

I disagree with the majority and would uphold the ALJ’s
conclusion that the evidence fails to show that these print ads
convey to a significant minority of reasonable consumers that
taking a POMx Pill daily treats, prevents, or reduces the risk of
heart disease and prostate cancer or that these claims are clinically
proven. The ads mention the potential benefits for “prostate
health” and “heart health,” and exhort the consumer to “invest in
your health,” which are statements likely more correlated to
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structure/function type claims than to health/disease claims.
Moreover, the exhibits discuss the available science with
qualifiers such as “preliminary studies,” “hopeful results,” or
“suggests anti-atherosclerosis benefits.” In addition, the caduceus
symbol in CX0169 is next to the tag line “Reviewed for Safety by
the FDA.” Further, the text of any statements at the bottom of
these exhibits is too small to qualify any claims adequately. Thus,
extrinsic evidence would be necessary to conclude that consumers
would take away health/disease claims or establishment claims
from these ads.

Figure 20. CX0192: What Gets Your Heart Pumping print
advertisement

I disagree with the majority and would uphold the ALJ’s
conclusion that the evidence fails to show that this print ad
conveys to a significant minority of reasonable consumers that
drinking eight ounces of POM Juice daily prevents or reduces the
risk of heart disease or that these claims are clinically proven. In
contrast to certain other exhibits, this ad’s imagery, a POM bottle
in a bikini top, does not include medical imagery but rather
invokes sexual attraction. Moreover, the ad contains statements
such as “healthy arteries” and “cardiovascular health,” which
seem similar to structure/function type claims rather than
health/disease claims. Further, the ad’s references to science are
qualified as “initial” scientific research that has uncovered
“encouraging” results.  Thus, extrinsic evidence would be
necessary to conclude that consumers would take away
health/disease claims or establishment claims from this ad.

Figure 23. CX0274/CX1426 Ex. C: “I'm Off to Save
Prostates” print advertisement

I disagree with the majority and would uphold the ALJ’s
conclusion that the evidence fails to show that this print ad
conveys to a significant minority of reasonable consumers that
drinking eight ounces of POM Juice daily prevents or reduces the
risk of prostate cancer or that these claims are clinically proven.
Statements such as “defending healthy prostates” and “improve
prostate health” are more akin to structure/function type claims
than to health/disease claims. Moreover, the mention of research
in this ad is not tied to any disease generally or cancer
specifically. Further, the ad lacks any medical imagery. Thus, the
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Commission should require extrinsic evidence to find implied
health/disease or establishment claims.

Figures 25 and 28-33. CX0280: Live Long Enough;
CX0331/CX1426 Ex. J: Healthy Wealthy; CX0328: Your New
Health Care Plan; CX0337: First Bottle You Should Open;
CX0342/CX0353: Life Insurance Supplement;
CX0348/CX0350: 24 Scientific Studies; CX0351/CX0355:
Only Antioxidant Supplement Rated X

I disagree with the majority and would uphold the ALJ’s
conclusion that the evidence in the record fails to show that these
print ads convey to a significant minority of reasonable consumers
that drinking eight ounces of POM Juice or taking one POMx Pill
daily treats, prevents or reduces the risk of heart disease or
prostate cancer or that these claims are clinically proven. These
ads state “keep you at your healthy best” and “prostate and
cardiovascular health” and do not refer to any disease, making the
claims akin to structure/function type claims. The imagery
regarding pills is linked to the antioxidant power of the product.
The studies referenced are strongly qualified, stating that
“preliminary studies ... showed promising results for heart
health” or that an “initial UCLA study ... found hopeful results
for prostate health” (emphasis added). Moreover, any disclaimers
at the bottom of the ad are too small to be interpreted in
conjunction with other messages. For similar reasons, I also
disagree with the majority’s view that exhibits CX0351 and
CXO0355 convey to a significant minority of reasonable consumers
that drinking eight ounces of POM Juice or taking one POMx Pill
daily treats, prevents, or reduces the risk of erectile dysfunction or
that those claims are clinically proven. The statements about the
studies referenced are qualified; for instance, the ad refers to a
“preliminary study on erectile function” (emphasis added) and
notes that “further studies are warranted.” Thus, the Commission
should require extrinsic evidence to find implied health/disease or
establishment claims.

Figures 36 and 39. CX0473: Capture of POMWonderful.com
Community Website; CX0473: Capture of POMPIlls.com
Websites

I disagree with the majority’s view that these exhibits convey to a
significant minority of reasonable consumers that taking eight
ounces of POM Juice or one POMx Pill daily prevents or reduces
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the risk of — rather than treats — prostate cancer. Because the
science referenced in these exhibits consists of subjects who had
already been diagnosed with that disease, I would require
extrinsic evidence before finding implied claims of disease
prevention or risk reduction.

Figure 37. CX0473: Capture of POMWonderful.com Website
For the same reasons noted for exhibits 36 and 39, I disagree with
the majority’s view that this exhibit conveys to a significant
minority of reasonable consumers that taking eight ounces of
POM Juice or one POMXx Pill daily prevents or reduces the risk of
— rather than treats — prostate cancer. Because the science
referenced in this exhibit consists of subjects who had already
been diagnosed with cancer, I would require extrinsic evidence
before finding such implied claims.

CONCURRING STATEMENT OF
COMMISSIONER J. THOMAS ROSCH

The Commission Opinion states that “[t]here are two
analytical routes by which Complaint Counsel can prove that
Respondents’ ads are deceptive or misleading and both arise in
this case.” Commission Opn. at 17. The first is to demonstrate
that the claims in the ads are false. The second approach relies on
the “reasonable basis” theory; that is, that an objective claim
about a product’s performance or efficacy carries with it a
representation that the advertiser had a reasonable basis of support
for the claim. Id. I agree with these assertions.

Using this framework, the Commission Opinion separately
analyzes the efficacy claims and the level of substantiation
claimed by those advertisements. @ More specifically, the
Commission first determines for itself whether and to what extent
the ads make efficacy claims (see, e.g., id. at 9); but the
Commission relies on extrinsic evidence (the testimony of
experts) to determine the level of substantiation required to
support the claims made by the ads in that respect. The
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Commission ends up concluding on the basis of the testimony of
those experts that the highest level of well-controlled studies (the
“gold standard” of RCTs) is required to support the latter claims.
Id. at 20, 22-23, 25-26, 30, 32, 35, and 38.

I agree with the Commission’s conclusion. Moreover, I agree
that the Commission reached that conclusion by using the most
traditional (that is to say the safest) analytical route. However,
that route entails a discussion of both the expert testimony and
how the Pfizer factors should apply in this case. Id. at 20-38. I
consider that lengthy discussion to be unnecessary. Beyond that,
having served as a Commissioner for seven years and having been
a trial lawyer for nearly 40 years before that, I am somewhat
skeptical of relying so heavily on the opinions of experts who are
paid by both Complaint Counsel and Respondents. Fortunately, I
do not have to do so.

Instead, I would decide that the “net impression” left by the
ads includes claims about what level of substantiation the
advertiser is purporting to have; that a net impression may be
conveyed both expressly and by implication; and that the
substantiation claims in these ads are false.

First, let me emphasize that I, like my colleagues, have
examined the ads myself. There can be no dispute that the net
impression of the ads is what counts in determining what
impression is conveyed to consumers. The case law has long held
that. See, e.g., American Home Prods. v. FTC, 695 F.2d 681, 687
(3d Cir. 1982); FTC v. Sterling Drug, Inc., 317 F.2d 669, 674 (2d
Cir. 1963). Moreover, there can be no quarrel with the
proposition that the net impression conveyed by an ad includes
implied claims, as well as express claims. The Commission itself
has repeatedly been held to have the common sense and expertise
to determine the net impression conveyed, “so long as those
claims are reasonably clear.” Kraft, Inc. v. FTC, 970 F.2d 311,
319 (7th Cir. 1992);" accord FTC v. Nat’l Urological Group, Inc.,
645 F. Supp. 2d 1167, 1189-90 n.12 (N.D. Ga. 2008); see also
FTC v. Colgate-Palmolive Co., 380 U.S. 374, 391-92 (1965).

! 1t is worth noting that all of the appellate authority respecting the need
for the Commission to consider expert opinions predates the Kraft case.
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Second, neither Kraft nor Colgate-Palmolive contains any
suggestion that the Commission itself lacks the common sense
and expertise to determine whether any false substantiation claims
are conveyed by the ads, as part of its examination of the ads’ net
impression. Nor do other cases require that there ordinarily be
any form of extrinsic evidence in that inquiry. See, e.g., FTC v.
Nat’l Urological Group, Inc., 645 F. Supp. 2d 1167, 1189
(extrinsic evidence “is only necessary when the asserted claims
fall on the ‘barely discernible’ side of the continuum™); FTC v.
QT, Inc., 448 F. Supp. 2d 908, 958 (N.D. Ill. 2006), aff’d, 512
F.3d 858 (7th Cir. 2008). Indeed, as the Commission Opinion
acknowledges, Sterling Drug, 102 F.T.C. 395, 436 (1983), stands
for the straightforward notion that “when an advertiser represents
in its ad that there is a particular level of support for a claim, the
absence of that support makes the claim false.” Commission Opn.
at 16, 20. Thus, I would hold that claims about the level of
substantiation, no less than any other net impression conveyed by
the ads, can be false, and that the Commission itself can make that
determination.

Third, I would agree that if POM’s ads simply made health
claims, standing alone, they could not properly be challenged as
false or deceptive. But they do not stand alone. In some instances
the alleged health claim is expressly linked to a claim that the
POM products treat, prevent or reduce the risk of heart disease or
prostate cancer. The link between POM and the treatment,
prevention or reduction of risk of those very serious diseases is at
least implicit in many other instances. Those express and implicit
links create a net impression that the highest possible level of
substantiation exists for the POM product being advertised, and
that claim is false.

More specifically, many of the advertisements expressly link
POM to the treatment, prevention or reduction of the risk of heart
disease or prostate cancer. See, e.g., POM Claims Appendix, ads
numbered 1, 2, 3,4, 5,6,7,8,9, 10, 12, 14, 16, 19, 20, 28, 29, 30,
31, 32, and 33. Other ads at least implicitly link POM or POMx
to the treatment, prevention, or the reduction of risk of those very
serious diseases by liberally quoting physicians. See id., ads
numbered 16, 18, 19, 21, 24, 25, 27, 28, 29, 30, 31, 32, and 33 in
the Claims Appendix. Another set of ads implicitly link POM to
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the treatment, prevention, or the reduction of risk of heart disease
or prostate cancer by equating POM with POMx (which is
depicted as a prescription drug), or by depicting POM itself as a
medicine. See id., ads numbered 10, 13, 14, 16, 17, 18, 19, 22,
25, 28, 29, 30, 31, and 32. Furthermore, ads implicitly link POM
to the treatment, prevention, or reduction of risk of these life-
threatening diseases by describing POM as a life insurance
supplement or a healthcare plan. See id., ads numbered 29 and
31. Each of these claims creates the net impression that the
highest form of substantiation exists to support the claims linking
POM to the treatment, prevention or reduction of risk from these
serious diseases.

Fourth, I do not consider erectile dysfunction to be as serious
as heart disease or prostate cancer. For example, while erectile
dysfunction afflicts many men, it is generally not life-threatening.
Thus, I do not think that linking POM with the treatment,
prevention or reduction of risk of erectile dysfunction, standing
alone, creates a net impression that claims respecting that malady
are supported by the highest level of substantiation. But that does
not mean the Commission Opinion is wrong in requiring that level
of substantiation for erectile dysfunction as well. The
Commission has long considered so-called “establishment” claims
to be binding on the advertisers that make them. See FTC Policy
Statement Regarding Advertising Substantiation, appended to
Thompson Med. Co., 104 E.T.C. 648, 839 (1984), aff’d, 791 F.2d
189 (D.C. Cir. 1986) (for ads that “contain express or implied
statements regarding the amount of support the advertiser has for
the product claim . . ., the advertiser must possess the amount and
type of substantiation the ad actually communicates to
consumers”). In this case, those associated with POM have made
such claims. See, e.g., POM Claims Appendix, ad numbered 33.





