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. INTRODUCTION

The Food and Drug Administration (“FDA”) has requested comment* on a broad range of
issues relating to whether its regulations, guidances, policies, and practices continue to comply with
governing Frst Amendment case law following the Supreme Court’ s recent decison in Thompson v.
Western States Medical Center.? Specificaly, the agency is seeking guidance on how it can fulfill its
mandate to protect consumer health and safety in a manner consistent with the commercia speech
doctrine, which provides Firs Amendment protection to truthful and non-mideading clams made in
advertisng, labding, and other forms of marketing. The staffs of the Bureau of Consumer Protection,
Bureau of Economics, and Office of Policy Planning of the Federd Trade Commission (the “FTC dtaff”
or “Commisson aff”) offer the following comment to asss the FDA in its deliberations on these
important and timely issues.

This comment does not opine on the condtitutiondity of any specific FDA Satute, regulation,
policy, or practice, or suggest revisonsto FDA'’ s regulatory framework. Moreover, recognizing the
differences between the FDA’ s public hedth mandate to ensure the safety and efficacy of drugs and
other products and the FTC's mandate to prevent deceptive, mideading, or unsubstantiated claims, this
comment does not address the substantive standards used by FDA to determine whether to dlow the
sde of products. Rather, the FTC' s experienceis relevant to the marketing and advertisng clams
made for products aready approved for sdle. This comment sets out the FTC's enforcement
approach, which reflects the principles embodied in the commercia speech doctrine. The comment

aso discusses empirica research findings which suggest that enforcement approaches seeking to



maximize the free flow of commercia speech promote consumer welfare aswell as survive

conditutiond chalenge. More specificadly, the views of FTC saff can be summearized in the following

points:

. In executing our misson, we have found that the Firs Amendment commercid speech doctrine
isfully compatible with our vigorous consumer protection program. The FTC requiresthat al
clams be true, non-mideading, and substantiated at the time they are made. The FTC' s post-
market review of advertisng clams and gpplication of tailored remedies in advertisng cases
curb deception without overly restricting truthful commercia speech, thus promoting the gods
embodied in the First Amendment.?

. The FTC s approach to advertising for products like foods, over-the-counter (“OTC”) drugs,
and dietary supplements, while generdly consistent with that of the FDA for these products, is
aso understandably more flexible, alowing a broader range of clams so long asthey are
accurate and not mideading. The Commission’'s law enforcement approach seeks to ensure
that products and services are marketed in amanner that is truthful and not mideading, and that
consumers have adequate information to make well-informed purchasing decisions.

. In practice, consumer protection agencies must often choose between the risk of dlowing
commercid speech that might prove to be fase or mideading and therisk of banning
commercia speech that might prove to betrue. In making these decisions, the Commisson’s
gpproach takes account of the sengtivity of certain kinds of clams. For example, the
Commission has particularly rigorous substantiation requirements for hedth and safety clams.

The Commission recognizes, of course, that even these rigorous standards require vigorous



enforcement when false and mideading advertisng occurs. However, available evidence
suggests that the genera benefits of an enforcement gpproach that encourages dissemination of
truthful information, while vigoroudy attacking mideading clams when they occur, produces
benefits for consumers.

Striking the right balance depends on the nature of the claims and the risks that result from
deception. Applicable First Amendment law looks in part to the availability of less redtrictive
dternatives, such as mandated disclosures, in assessing the legdlity of outright bans on
potentially mideading commercia speech.

Although disclosures can qualify damsin many instances, there are dso limitations to their use.
For example, accurate information in the text may not remedy afase headling; fine print written
disclosures may be insufficient to correct a mideading representation; other practices of the
company may direct consumers attention away from the qudifying disclosures; and pro forma
statements or disclaimers may not cure otherwise deceptive messages or practices
Disclosures are mogt effectiveif they are clear and prominent, focusing on specific dements
such as clarity of language, relative type sze and proximity to the cdlaim being qudified, and an
absence of contrary claims, inconsstent statements, or other distracting elements.

Empirical evidence suggeststhat if consumers receive more and better information about
nutrition and health, consumers are able to make better-informed choices about the food
products they purchase. This, in turn, creates economic incentives for companies to develop
hedlthier food products to satisfy consumers. Consumers thus would benefit if the FDA

expanded its use of regulatory gpproaches that dlow the dissemination of truthful and non-



mideading claims about the nutrient content and health benefits of foods, such asin the trans

fatty acid example described below.

. The FDA'’ s current approach to direct-to-consumer advertising of prescription drugs has
permitted an increase in the flow of truthful information about these products to consumers, and
available empirica evidence suggests that this approach may benefit consumer welfare.

The FDA has higtorically employed its authority to ensure that hedlth care providers and
consumers receive accurate and complete information. In doing so, the FDA must balance the right to
receive and impart important health information againgt the need to ensure that consumers are not
mided. For the FDA, this baancing must take into account that the “importance of FDA vigilanceis
heightened given the nature of many of the products FDA regulates, some of which are extremely
complex and which have the potentid to harm aswell as help.”> Thus, while the FDA acknowledgesin
the Request for Comment on First Amendment I ssues that “there may be tension between some
agpects of FDA’s authority and judicid developments” it lso stresses that it “must continue to pursue
regulation of products for purposes of protecting the public with afull recognition of the evolving judicid
landscape in areas that directly affect its ability to regulate words.”®

The Federa Trade Commission and the Food and Drug Adminigiration share abasic misson to
protect consumers. Although there are differences in the mandates of the FTC and the FDA, thereis
aso subgstantid overlap. Both agencies are charged with taking action to stop the dissemination of
inaccurate or unsubstantiated information about the safety and efficacy of products and services. We
recognize, of course, that the FDA has to evaluate the extent to which this modd comports with its core

responsibilities in the various areas over which it has authority.” The FTC staff hopesthat its



description of the Commission’s mode and its discusson of empirical evidence about the effects of
different regulatory approaches will help inform the FDA in its efforts to implement its own labeling and

advertisng laws and policies.

II. FUNDAMENTAL COMMERCIAL SPEECH PRINCIPLES
A. Basicsof Commercial Speech Doctrine
Firs Amendment commercid speech jurigprudence is premised on the value to consumers and
competition of the free flow of truthful information. InVirginia Board of Pharmacy v. Virginia
Citizens Consumer Council 2 the Supreme Court held that commercia speech, including most
advertising and labdling,® was entitled to protection under the First Amendment. In that case, Virginia
had enacted a Satute that declared that it was professional misconduct for any pharmacist to advertise
the price of prescription drugs. A consumer and two non-profit organizations challenged the satute,
arguing that they had a Firt Amendment right to receive price information about drugs and that
pharmacists had a First Amendment right to provide them with thisinformation. After athree-judge
digtrict court pand declared the statute uncondtitutiond, Virginia appeded directly to the U.S. Supreme
Court. The Court articulated the issue to be decided in the case as whether the First Amendment
protected the pharmacists right to communicate "1 will sl you X prescription drug a Y price.”
The Court concluded that the First Amendment does protect such commercia speech because
of its value to consumers'® and competition'! in a free market economy:
Advertisng . . . is. . . disssminaion of information as to who is producing and
sling what product, for what reason, and a what price. * * * Itisamatter

of public interest that [private] economic decisons, in the aggregate, be
intelligent and well-informed. To thisend, the free flow of commercid informetion is



indispensable.

And if it isindispensable to the proper alocation of resourcesin afree
enterprise system, it is dso indispensable to the formation of intelligent
opinions as to how the system ought to be regulated or dtered. Therefore,
even if the Firsd Amendment were thought to be primarily an instrument to enlighten
public decision-making in a democracy, we could not say thet the
free flow of information does not serve that goal .*2
The Court therefore struck down the ban on price advertising that Virginia had imposed on pharmacists
to prevent harm to their professiond reputation purportedly caused by such ads.
In Central Hudson Gas & Electric Corp. v. Public Service Commission,*® the Supreme
Court articulated a four-part test for courts to gpply in evauating whether government restrictions on
commercid speech are condtitutiond. Firgt, if the commercid speech concerns unlawful activity or is
mideading, it isnot protected by the Firs Amendment. Second, if the commercid speech concerns
lawful activity and is not mideading, the court will ask “whether the asserted governmentd interest is
substantial .”** Third, if it is substantia, the court “must determine whether the regulation directly
advances the governmental interest asserted.”™> Fourth, the court must determine “whether [the
regulation] is not more extensive than is necessary to serve that interest.”® To survive aFirst
Amendment challenge, the government has the burden of proving that its restriction on commercid
gpeech satisfies the Central Hudson test.t’
B. Recent FDA Commercial Speech Cases

Neither Virginia Board of Pharmacy nor Central Hudson considered the issue of restrictions

the FDA had imposed on commercia speech. In two recent cases, courts have applied the Central



Hudson test to commerciad speech restrictionsimposed by the FDA. In Pearsonv. Shalala,*®
manufacturers of dietary supplements sought pre-gpprova from the FDA for four hedlth clamsthat the
manufacturers wanted to make in labeling for their products. The FDA refused to approve the four
hedlth claims on the grounds that they were not supported by the agency’s “sgnificant scientific
agreement” standard of evidence. The FDA, consistent with agency practice, refused to consider the
manufacturers argument that the use of disclaimers could prevent these four hedlth claims from being
mideading.

On gpped from adidrict court decison upholding the condtitutiondity of the FDA'’s
determination, the D.C. Circuit reversed. The court focused on the government’ s argument that hedlth
clamsfor dietary supplements are “ potentialy mideading” to consumers if Sgnificant scientific
agreement does not support the daims.®® Consumers, according to the government, could be
defrauded because they would have “difficulty in independently verifying these dlaims’ and they might
“assume that the government has approved such dlaims."® To prevent fraud, the government
contended that it could ban dietary supplement hedlth dlaims that Significant scientific agreement does
not support.

The D.C. Circuit rejected the government’ s argument. 1t recognized that the government has a
subgtantial interest in ensuring the accuracy of consumer information in the marketplace and banning
potentialy mideading hedlth claims would appear to directly advance that interest. The court,
however, held that the government did not meet its burden of proving that there was a reasonabl e fit
between banning these claims and the government’ s interest in the prevention of fraud.?

The court explained that the First Amendment commercia speech doctrine embodies a



“preference for disclosure over outright suppression.”? Given this preference, it is dear that the
government “disregards afar less redtrictive means’ of advancing its interest “where it chooses a policy
of suppression over disclosure - at least where there is no showing disclosure would not suffice to cure
mideadingness”* The court held that, because the government had not considered whether
disclamers could have diminated the potentid for mideading consumers, its ban on the four hedth
clamsviolated the First Amendment.

Ealier thisyear, in Western Sates Medical Center, the Supreme Court gpplied the Central
Hudson test to another ban on commercia speech about an FDA-regulated product, compounded
drugs. Compounded drugs are crested when a pharmacist combines, mixes, or aters ingredients to
creste amedication tailored to the needs of an individual patient. Under the Food and Drug
Adminigtration Modernization Act of 1997 (*FDAMA”), compounded drugs were exempt from the
FDA'’s ordinary drug approva process so long as pharmacists did not advertise, promote, or solicit
prescriptions for them.

The lower courts held that FDAMA'’ s ban on commercia speech for compounded drugs
violated the First Amendment, and the Supreme Court affirmed on appeal. Because FDAMA
prohibited truthful and non-mideading commercia speech for compounded drugs,
the Court applied the last three parts of the Central Hudson test to determine whether the
government’ s redtrictions passed condtitutiona muster. The Court said that the government had a
subgtantia interest in drawing aline between: (1) the compounding of drugs occurring on such asmal
scdethat it isnot economically feasible to conduct the safety and efficacy tests needed to obtain

regulatory approva from the FDA; and (2) the manufacturing of drugs occurring on a sufficient scale so



that it is economically feasible to do the testing needed for regulatory approva.?® The Court then
assumed that, because “without advertising it would not be possible to market a drug on alarge enough
scale to make safety and efficacy testing economically feasible,™ prohibiting commercia speech about
compounded drugs directly advanced the government’ sinterest in drawing a line between smdl-scae
compounding and large-scale drug manufacturing.

Even assuming that the commercid speech prohibitions directly advanced this
substantial governmentd interest, the Court concluded that they were more extensive than necessary. If
the government “ could have achieved its interests in a manner that does not restrict speech, or that
restricts less speech,”?” then a prohibition on commercid speech is more extensive than necessary. The
Court concluded that there were a number of aternatives the government could have used to distinguish
between small-scde compounding and large-scale drug manufacturing, including prohibiting equipment
that can be used to compound drugs on acommercia scae, barring pharmacists from offering
compounded drugs a wholesale, or imposing an absolute limit on interstate sales of compounded drugs
by apharmacist.?® Accordingly, it held that the government’ s ban on commercia speech about
compounded drugs violated the First Amendment because it did not meet the last part of the Central
Hudson test.

C. Fundamental Principles

Over the past twenty-five years, commercia speech jurisprudence, including the recent cases
involving FDA regulation of claims for drugs and dietary supplements, has established certain
fundamentd principles. Among the most important for the government to consder in deciding whether

possible gpproaches to regulating commercid speech are consstent with the First Amendment are the
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following:

@ The free flow of truthful and non-mideading commercid speech empowers
consumers to make better-informed purchasing decisons and maximizes
consumer welfare®

2 If commercid speech isfase or mideading, the government may ban it entirey
because it does not assist consumers in making better purchasing decisions.*

3 If commercid speech istruthful and non-mideading, the government must prove that
any restriction on that speech directly advances a substantial government interest and
that the restriction is no more extensive than necessary.>*

Subsequent cases make clear that:

(A) The government does not have asubgtantia interest in *preventing the
dissemination of truthful commercid informetion in order to prevent members of
the public from making bad decisions with the information.”?

(B) The government does have a subgtantia interest in redtricting the
dissamination of commercia speech that has the potential to misead consumers®

(1) Therequisite fit between the government restriction and its objective must
be “afit that is not necessarily perfect, but reasonable . . . that employs not
necessarily the least restrictive means but . . . ameans narrowly tailored to
achieve the desired objective.”®*

(2) When the government seeks to impose a ban on potentialy deceptive
gpeech, the courts have said that “at least where there is no showing that
disclosure would not suffice to cure mideadingness” the “ government
disregards a far lessrestrictive means’ to achieveits objective® However, if a
potentidly mideading clam is*incurable by disclamer [the government can|
ban it outright.”3®
These Firg Amendment principles create a generd framework for analyzing the condtitutionality
of government regulaion of commercid speech. Consumer protection agencies, including both the

FTC and the FDA, often must choose between therisk of dlowing commercia speech that could turn
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out to be fase, mideading, or unsubgtantiated and the risk of banning commercia speech that could turn
out to be truthful, not mideading, and substantiated.>” Making such a choice reguires a careful
determination of exactly what claims are being conveyed and whether they can be effectivedly qualified.
(A description of the efficacy of FTC disclosure requirementsis set forth below at pages 15-16 and
19-20). It aso requires athorough review of the sometimes complex or novel scientific evidence to
determine whether the claims are supported. As discussed in the following section, we believe that the
FTC s gpproach to advertising regulation - that is, relying primarily on post-dissemination, case-by-
case law enforcement challenges - is a consumer protection modd that comports with the First
Amendment and properly baances the risks under the laws that the Commission enforces.
[11. THE FTC ENFORCEMENT APPROACH

The FTC and the FDA share jurisdiction over the marketing of various health-related products.
Under the terms of along-standing liaison agreement governing the divison of responsbilities, the FDA
exercises primary responsibility for regulating the labeling of foods, dietary supplements, over-the-
counter drugs, cosmetics, and medical devices. The FTC has primary responsibility for regulating the
advertising of these products.® The liaison agreement also provides that the FDA has primary
responsibility for both the labeling and advertising of prescription drugs.*

The FDA’ s approach to regulating these products frequently relies on prior gpprova. The
Food, Drug, and Cosmetic Act prohibits the introduction of anew drug into interstate commerce unless
an gpplication demongtrating the drug’ s safety and efficacy has been approved by the FDA.*° Thelaw
aso requires pre-market approva of certain categories of clams. For example, the FDA pre-approves

hedth daims for food labels* and dietary supplement labels** Further, dthough the FDA does not
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pre-gpprove advertising for prescription drugs, it does pre-approve labeling, and drug manufacturers
submit prescription drug advertising to the agency for review prior to dissemination.*®

An important goa of both the FDA and the FTC isto curb false or deceptive clams, whether in
labeling or advertising, and to stop products from being marketed in away that jeopardizes the safety of
consumers. The agencies generdly have used different gpproachesin their effortsto satisfy these
objectives, however.

In most indtances, the FTC proceeds by identifying and prohibiting deceptive claims, usudly in
individua cases* Advertisers, therefore, remain free to make any other claims they want, so long as
the clams are truthful, not mideading, and substantiated. This approach provides congderable
flexibility because it recognizes the importance of specific wording and the context of the claim,
induding how the daim is qudified, in determining whether it isillegd.*® The FTC imposes targeted
remedies to stop deception; it does not require broad pre-market approval of categories of claims,* as
does the FDA in the examples noted above. The Commission’s targeted gpproach to preventing
deception in the marketplace, and its emphasis on remedies that provide consumers with more
information — rather than less —o prevent future deception, dovetall with Firs Amendment principles

intended to promote the free flow of truthful and non-miseading commercia speech.*’

The FTC' s gpproach is also consistent with vigorous protection of consumers. The
Commission has along and successful history of bringing enforcement actions againgt deceptive
advertisng daims, including numerous actions chalenging fase and unsubgantiated advertisng clams

about the efficacy and safety of food products,*® dietary supplements*® over-the-counter drugs™ and
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medica devices> The FTC staff, of course, acknowledges that its post-market enforcement model
clearly will not slamp out al fase or mideading clams. For indtance, even aggressive case-by-case law
enforcement has yet to stem the tide of deceptive claims for weight loss products.® For the most part,
however, the FTC enforcement mode discussed below has been both useful in attacking deception in
the marketplace and sufficiently tailored to comply with the First Amendment.>

A. Legal Framework

The Commission’s authority derives from Section 5 of the Federal Trade Commission Act
(“FTC Act”), which broadly prohibits“unfair methods of competition and deceptive or unfair acts or
practices in or affecting commerce.”™* In addition to Section 5, Section 12 of the FTC Act more
specificaly prohibits the dissemination of false advertisements for foods, drugs, devices or cosmetics.™
One of the agency’ s principa responsibilities under Sections 5 and 12 of the FTC Act isto police
cdamsmadein nationd advertisng. Inimplementing its advertisng program, the Commission relies
principaly on its authority to prevent deceptive practices> A deceptive ad is one that contains a
materia misrepresentation or omisson that islikely to midead consumers acting reasonably under the
circumgtances to their detriment. The FTC' s objective in these casesiis to ensure that consumers
receive accurate information so that they can make well-informed decisions.

B. The Deception Analysis

Bringing an enforcement action against a deceptive ad under the FTC Act involvesthree basc
inquiries. The Commission must determine: (1) what express and implied clams an ad conveys, (2)
whether the daims are fase or unsubstantiated, and (3) whether the claims are materia to consumers.®

Substantiation for hedth claims must consist of competent and reliable scientific evidence.®
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1. | dentifying Claims

At the time of dissemination, advertisers must have substantiation not only for what they say
expresdy in an ad, but dso for daims that are suggested or implied by the ad. The Commission
therefore looks not just at the literd truth of individua statements in isolation, but a the ad asawhole,
assessing the “net impresson” conveyed by dl eements of the ad, including the text, product name, and
depictions>® When an ad lendsitsdlf to more than one reasonable interpretation, the advertiser is
responsble for subgtantiating each interpretation. The meaning of the ad and the likelihood of
deception is consdered from the perspective of areasonable member of the audience to whom the ad
isdirected.®® What congtitutes deception may be different, for example, for advertising aimed at the
termindly ill, agroup that might be particularly vulnerable to exaggerated cure dlams, than it would be
for advertisng aimed at heath professonals whose experience has given them expertise in the
advertised products.®

An ad can be deceptive ether by what it says affirmatively or by what it fallsto say. The
Commission will examine whether an ad omits any important qualifying information necessary to prevent
an affirmative representation from being mideading.®? Advertising may aso be deceptive by Smply
remaining slent, if doing so communicates an implied, false representation.®® Not al omissons are
deceptive, however, even if providing the information would benefit consumers. An omisson is
deceptive only if the absence of the information causes the advertisement to give the audience an
inaccurate impression of the product and its benefits.®*

To determine what clams are made in an ad, the FTC carefully examines any disclamers or

disclosures to make sure that they are sufficiently clear and prominent to convey the qualifying
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information effectively. Qudifications are ineffective unless they are both noticed and understood by
consumers. A fine print disclosure at the bottom of aprint ad or abrief video superscript in atelevision
ad isunlikely to qudify adaim effectivdly.®® The FTC has provided guidance on what congtitutes a
clear and prominent disclosure, focusing on specific eements such as clarity of language, releive type
sze and proximity to the clam being qudified, and an absence of contrary clams, inconsstent
statements, or other distracting elements that could undercut the disclosure.®

Although the Commission has generaly favored disclosures over banning claims as a means of
curing deception, disclosures must be crafted with care. The FTC gaff has carefully examined the
efficacy of disclosuresin food and supplement advertising to qudify various types of nutrient and health
dams®’ Its 1998 report on a generic copy test of various food and dietary supplement advertising
clams (“Food Copy Test”) reveds the chalenges associated with crafting disclosures that accurately
convey the intended message to consumers. The test results suggest that consumers may misconstrue
some qudifying disclosures as part of the sdler’s promotional message, thereby reinforcing rather than
limiting the dlaim. Explicit disclosures about the negative implications of the information were less likely
to be susceptible to misinterpretation as a positive sales message.®®

The importance of explicit disclosuresis o evident in the case of hedth dlams discussing
aress of emerging science. Vague qudifiersthat afood or nutrient “may” have a certain health benefit
had little or no impact on consumers perception of the certainty of the science. By contrast,
disclosures that stress the need for further research and dert consumers to ongoing scientific debate are
most effective in conveying that the scienceis not yet established.®® The Food Copy Test appearsto

confirm that clams involving complicated scientific concepts require careful and detailed qualification.™
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Because of the chdlenges inherent in accurately presenting claims about emerging aress of science, the
Commission has provided specific guidance on how to qualify these daims.™ As discussed above, the
First Amendment case law consders, inter alia, whether aless restrictive aternative, such asa
mandated disclosure, would be adequate to qudify such aclaim, and the FDA may determine,

conggtent with its mission, that certain claims cannot be adequately qudlified.

2. Evaluating Claim Substantiation

The second inquiry in an FTC enforcement action is to assess whether the identified clams are
truthful and adequately substantiated. As noted above, hedlth claims must be supported by competent
and reliable scientific evidence. Some claims are outright false and therefore are deceptive.”” Other
clams are chalenged by the FTC because they are unsubgtantiated. The advertiser must have a
reasonable basis for any objective product clam when it ismade.”® FTC law provides for substantial
flexibility asto what condtitutes a reasonable bass. How aclam is presented and qudified drives the
gandard. If, for ingtance, the ad contains an express or implied representation regarding the amount of
support the advertiser has for the claim, the Commission expects the advertiser to have at least the level
of support claimed in the ad.”* Clams that are more dearly qudified to reflect more limited support
would therefore require less subgtantiation than an unqudified clam. If thereis no characterization of
the evidence, the Commission will consder anumber of factors to determine the appropriate level of
support for aclaim.”™ These factors include the type of product, the type of claim, the benefits of a
truthful claim, the cost and feasibility of developing substantiation, the consequences of afase dam,

and the amount of substantiation that expertsin the field believe is reasonable.”
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In applying these factors to hedlth related claims for products like foods, OTC drugs,
supplements, and devices, the Commission typicaly requires “ competent and reliable scientific
evidence’ to substantiate efficacy or safety clams. The term has been defined in numerous FTC cases
as “tests, analyses, research, studies, or other evidence based on the expertise of professondsin the
relevant area, that have been conducted and evaluated in an objective manner by persons quaified to
do so, using procedures generaly accepted in the profession to yield accurate and rdiable results.”””
The competent and reliable scientific evidence standard is intended to be rigorous but not inflexible. 1t
provides some leaway to ensure that consumers have access to truthful, well-qualified information about
emerging areas of science, while at the same time ensuring that consumers can have confidence in the
accuracy of claims.”™

3. Analyzing the Materiality of a False or Mideading Claim

Thefind step the Commisson mugt take in finding that afase or mideading clam or omissonis
deceptive isto determineif itis“materid.” A materid misrepresentation is one likely to affect a
consumer’ s choice of or conduct regarding a product, i.e., information that is important to consumers.”
Many claims are presumptively materia, such as express dlaims, hedth daims, and safety dlaims®
Other clams are not presumed materia, and so the Commission may analyze evidence to determine
whether these dlaims were important to consumers. This evidence may include information showing: (1)
that the general subject matter of the claim was important to consumers,®! (2) that the advertised
product sold at a price premium compared to its competitors,® (3) the advertiser’'s own assessment of
the sucoess of its dlaims® or (4) a correlation between the dissamination of the claims and increased

sdes of the advertised product.®
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C. Condtitutionality of FTC’s Approach

Any FTC enforcement action against deceptive advertising involves developing arecord both
on the claims conveyed by the ad and on the adequacy of the substantiation for those claims. The
record servesto establish the law violation and to guide the agency on the appropriate scope of
remedies. (Appendix One provides apractica discusson of how the FTC staff builds its adminigtrative
record in deceptive advertising cases). An important objective of the FTC' s gpproach isto foster the
free flow of truthful and non-mideading information to consumers.  The Commission therefore dtrives
to tailor its remedies to stop deception without imposing unduly burdensome restrictions that might chill
information useful to consumersin making purchasing decisons. In doing so, the Commission is
applying the same principles that underlie the commercia speech doctrine.

The FTC employs a broad range of remedies to stop deceptive speech. The most basic
remedy in any FTC enforcement action is the requirement that the advertiser cease and desist from
meaking the claims found to be deceptive. False or mideading commercia speech does not assst
consumers in making decisons in the marketplace, and, consequently, “there can be no condtitutiona
objection to the suppression of commerciad messages that do not accurately inform the public.”®® The
Supreme Court has consstently held that government may ban false or mideading advertising dlams.
Such dlaims are entitled to no First Amendment protection.®

In addition to ordering an advertiser to stop the specific practice found to be deceptive, the
FTC will usudly impose “fencing-in” relief designed to prohibit an advertiser from making smilar
deceptive clams for the same or amilar products. In doing so, the Commission will talor therelief to

ensure that its scope bears a reasonabl e relationship to the challenged conduct and till ensures that the
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advertiser will not engage in Smilar deceptive practices with impunity.®” Because such fencing-in relief
bans advertisng clams that are themsdves false or mideading, it does not trigger First Amendment
protection and has been routingy upheld by the courts®

The Commission will dso impaose information remedies in its orders when additiona facts need
to be disclosed to prevent an ad from conveying a deceptive impressiort® or, on rare occasion, when
the disclosure of information is needed to correct alingering mismpression created by a prior deceptive
advertisng campaign. The Commission hasalong history of favoring disclosures over outright bans
where such disclosures are a viable means to protect consumers from deceptive speech.® It iswel
edtablished that the government may “require that a commercial message gppear in such aform, or to
include such additiona information, warnings, and disclaimers, as are necessary to prevent
deception.”* Not only is such an gpproach consistent with the First Amendment,** the courts have
routinely found it to be the preferred approach to curing deceptive speech.®® In crafting reguired
disclosures, the Commission is careful to ensure that they are not overly burdensome and do not
exceed what is necessary and appropriate to remedy the deception. This gpproach minimizesthe
restriction on truthful speech, and recognizes that the courts have indicated that disclosure requirements
may il violate the Firs Amendment if they are “unjustified or unduly burdensome.”** The particular
mission of the government agency imposing the disclosure requirement may affect whether a court
determines that the retriction at issue meets this standard.

Corrective advertisng is another remedy the Commission may impose in gppropriate cases. It
requires the advertiser to include an affirmative satement in future advertising to correct afase belief

that was either created or reinforced by the chalenged advertisng. The Commission will impose such a
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remedy on the rare occasions when it finds thet the false belief islikely to linger even after the deceptive
advertisng stops. Like disclosure remedies, corrective advertisng remedies have withstood First
Amendment challenge, when used to correct lingering mismpressions created by deceptive
advertising.*

Finaly, there have been ingtances in which the Commission has imposed, by order or rule,
requirements that information be disseminated for purposes other than to prevent deception. For
instance, pursuant to its authority to prevent unfair acts or practices, the FTC may require the disclosure
of significant hidden safety risks associated with a product® or it may reguire that information be
presented in a standardized format that allows consumers to better compare products or services.”’
The information remedies imposed by the Commission under its unfairness jurisdiction are narrowly
tallored to ensure that they are “reasonably necessary” to prevent substantia physica or economic
injury, and, therefore, are unlikely to violate the First Amendment.®

The FTC daff believes that our experience using these types of remedies to protect consumers
from deceptive or unfair advertisng® may be helpful to the FDA asit considersits own gpproach. The
FTC' sremedies are carefully targeted to stop deceptive speech, to disclose facts necessary to prevent
claims from being deceptive, and to correct lingering deceptive impressons. An gpproach that focuses
on deceptive speech, favors requiring more information over banning information, and avoids broad
regtrictions limiting both deceptive and non-deceptive speech is more likely to survive condtitutiona
chdlenge.

V. EMPIRICAL EVIDENCE ON APPROACHESTO COMMERCIAL SPEECH

The available empirica evidence on advertisng and labeling of foods and drugs reveds the
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vaue of the commercia speech doctrine to consumers. The evidence shows that different regulatory
gpproaches can have a sgnificant impact on the flow of information, with concrete consequences for
consumer choices and hedlth. The evidence discussed in this section confirmsthe FTC' s own
experience with advertisng enforcement. A flexible gpproach to commercid speech — one that
encourages the dissemination of accurate speech and tailors restrictions to prevent speech that is false
or mideading — will result in greater dissemination of vauable information with benefits for both
consumers and competition. In contrast, the evidence indicates that broad redtrictions on the
dissamination of truthful commercid speech, while effectively stopping false or mideading information,

can deprive consumers of useful information as well.

The benefits of aflexible approach are especidly significant when the information relates to
consumer hedth. Advertisng and labeling can be extremely effective tools to educate consumers about
diet-disease rdationships, to increase their awareness of diseases, to inform them of different treatment
options, and to empower them to manage better their own hedlth.  The ability to present information in
advertisng and labeling can aso provide a strong incentive to competitors to develop new products and
to improve existing products, giving consumers more and better choices.

There have been anumber of changes over the yearsin the FDA'’ s policies and regulatory
framework for foods and drugs. These changes have provided the opportunity to examine the impact
on consumers and competition of both more and less restrictive approaches to information in [abeling
and advertisng. A few of the key findings on how regulatory policies have affected the flow of

information about the risks and benefits of foods and drugs are described below. The FTC dtaff
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believes that this empirica evidence will assist the FDA in the current review of its policies, by
illustrating how the agency can tailor its regulatory approach to improve the flow of important health
information to consumers consistent with First Amendment principles.

A. Food Advertising

Truthful and non-mideading daimsin food advertising and labeling'® can play avitd
role in fostering well-informed consumer dietary choices and in encouraging food marketers to develop
and offer hedlthier products. The government and other generd information sources usualy disseminate
educational materid concerning the relationship between diet and hedth or the hedth benefits of
changing on€e' s dietary intake of various nutrients. In addition to government-mandated diisclosures 1
food marketers often decide to disseminate specific information on labels and in advertisng concerning
the presence and significance of nutrientsin a particular brand of food product. Consequently,
government efforts and truthful commercia speech about the hedlth effects of food often complement
one another,'% maximizing the information consumers receive in deciding which foods to purchase.%

If food marketers make hedlth and nutrient content claims for their products, consumers will
become more aware of the sgnificance of the nutrients in foods and will learn to consult the nutrition
facts pands to obtain more information about them. As consumers become interested in purchasing
more nutritious products, food marketers are given a powerful economic incentive to develop and
market hedthier products.!® Comparative advertisng among food marketers, in particular, often
highlights why one brand is more nutritious than a competing brand. Such continuous marketing crestes
competitive pressure on companies to make their food products more and more nutritious.

Three examplesilludrate the sgnificant benefits that flow from the dissemination of nutrient and
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hedlth information in food advertisng and on food labels. Thefirg relates to arelaxation of food
labeling policiesin the 1980s to alow more clams to be made about high-fiber diets and cancer risk,
with resulting improvements in consumer dietary habits. The second compares the extent of health
information, particularly asit ratesto fat and saturated fat, in advertisng before and after
implementation of the Nutrition Labeling and Education Act.
The find example presents the potentia benefits that could be redlized by implementing the FDA's
proposed rule to provide trans fatty acid content information in food labeling.

1. Fiber/Cancer Claimsin the Cereal Market

A study on the effects of the dissemination of hedth information in the ready-to-est cered
market provides a concrete example of the consumer and competitive benefits of policiesthat alow
such claims for food products!® Prior to 1984, hedth claims were not alowed on the labeling of food
products. In 1984, however, the Kellogg Company began claming on labels and in advertising that All
Bran cered was high in fiber and that diets high in fiber could reduce the risk of cancer, clams that
were consstent with the existing recommendations of the Nationa Cancer Indtitute. Competing ceredl
manufacturers soon responded with smilar clams for their own high-fiber ceredls.

The appearance of these fiber/cancer clams was followed by significant changes in consumer
cered choices. By 1987, consumers had substantialy increased their consumption of high-fiber
cereds, with the greatest increase occurring in the groups that had previoudy consumed the least
amount of high fiber cered. The profile of the cered market dso changed. The market share for high-
fiber cereds increased by almost four percentage points, a $280 million increase in sdes'® and more

high-fiber cered products were introduced into the market.X” In sum, the dissemination of fiber/cancer
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claims benefitted consumers by providing important dietary guidance and by expanding the range of
high fiber cered choices available to them in the market.
2. Health Claimsfor Foodsand NLEA

The results of areview of hedth clams during the 1980s and after the FDA issued its labeling
regulaionsin 1994 to implement the NLEA are consistent with the All Bran example. From 1984 to
1990, advertisng and labding damsincreasingly began to link the amount of fat in foods with heart
disease and certain cancer risks. Although consumers had begun to cut their fat consumption before
these claims appeared, empirica evidence shows that fat consumption fell more dramaticaly after food
marketers begin making these hedlth daims!® Consumers also began to reduce their fat consumption
across a much broader range of food categories, suggesting that the claims contributed to making
consumers aware of the availability of lower fat subdtitutes for the foods they had been consuming.
Advertisng and labeling clams linking fat content to heart disease and cancer risk thus appear to have
assisted consumersin making hedthier dietary choices.

In contrast, the empirica evidence showsthat NLEA labeling regulations permitting hedlth
camsin labeling only for foods with the “best” overd| nutritiona profile appear to be associated with a
sgnificant dedline in hedth daimsin food advertising. A forthcoming FTC Staff Report® shows that
there has been adight increase in the percentage of advertisng that makes hedlth clamsin the fruit,
vegetable, and juice product categories. Thisis congstent with the FDA’s god of encouraging hedth
clamsfor foods that are the “best” dietary choices for consumers.!*®

At the same time, however, there now gppear to be very few hedth clamsin advertisng for

many other types of foods!*! One dramatic exampleisthe changein the rate of hedlth daimsrdating
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saturated fat to heart disease. In the 1990 sample, approximately one-third of ads for products like
cooking oil and margarine included information explaining the heart hedth benefits of reducing saturated
fat inteke. After NLEA regulations restricting hedlth clams to specific qudifying foods were
implemented, we found no examples of such hedth daimsin advertising for these same foods.> With
the restriction on saturated fat hedlth claims, however, food marketers also decreased their discussion
of the saturated fat content of cooking oils and margarine in the post-NLEA sampled advertising.
Additiond evidence suggests that, over the same period, consumers may have shifted toward
purchasing cooking oils with higher saturated fat content.®*  Thus, it appears that some of the benefits
of information about the rdative nutritional and hedth benefits of different food products may have
decreased as aresult of regulatory policiesintended to limit hedth clamsto the “best” dietary choices,
and the FDA may want to congder this point when it consders whether less redtrictive aternatives are
appropriate for its purposes.4
3. TransFatty Acid Claims

FDA'’s current consideration of labeling clams for trans fatty acid content illustrates yet another
example of the consumer benefits that can be redlized by adopting policies that encourage more
dissemination of truthful and non-mideading information. Existing regulaions prohibit food
manufacturers from including information about the trans fatty acid content of afood or about the hedth
risks of trans fatty acids on product labels. In aproposa to modify these rules to provide for disclosure
of transfatty acid content and permit “Trans Fat Freg” clamsin labeling, the FDA noted that few
consumers are aware of the subgtantia evidence linking trans fatty acids to an increase in serum

cholesterol and heart disease.!™ The FTC staff agrees alowing labeling dlaims regarding the presence
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and effects of trans fatty acids will help raise awareness and permit consumers to choose hedthier
foods. The experience with fiber/cancer and fat/heart disease claims, discussed above, indicates that
dlowing transfatty acid information islikely to provide the additiona benefit of stimulating competition
among food manufacturers to develop new products that do not contain trans fatty acids.**® It may be
that FDA’s proposed rule on trans fatty acid claims could serve as amode to follow in alowing other
categories of clamsthat could provide smilar health benefits.

B. Direct-to-Consumer Advertising of Prescription Drugs

The higtory of the FDA' s palicy regarding DTC advertising demonstrates an evolution toward a
regulatory approach that recognizes the vaue of commercia speech to consumers. As with food
labeling and advertisng, empirica evidence suggests that the FDA’ s current more flexible gpproach to
information regulation is conferring some benefits on consumers.

The FDA’s policy toward DTC advertisng has been evolving since the early 1980s, when
some advertisers started to introduce prescription drug advertisements for consumers.  1n 1982, the
FDA asked the industry for amoratorium on DTC advertisng while it consdered an appropriate policy
response. The moratorium was lifted in 1985. Manufacturers understood that DTC advertisements
would be dlowed, but they would require a“fair baance’ of information,
aswdl as extengve disclosures of drug effectiveness, contraindications, and side effects (the “ brief
summary”). Even with these restrictions, DTC advertising grew, athough broadcast advertisements
weretypicaly limited to “help seeking” or “reminder” advertisements due to extensive disclosure
requirements.*’

In 1996, when the FDA proposed its current less-restrictive approach to broadcast
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advertisements, the FTC dtaff filed a supporting comment explaining that the proposal would “provide
timely information regarding medica advances, remind consumers about good hedlth practices, and
supply information needed by consumers to understand and evauate their physician’s
recommendations.”*'® The comment also noted two unicue gatekeeper features of the prescription
drug market, which tend to reduce the likelihood of harm from DTC advertising: (1) the need for a
doctor’ s prescription and (2) the requirement that drugs be dispensed by pharmacists. Although not
definitive, the available empirica evidence suggests that FDA'’ s current gpproach is fulfilling its promise
and promoating consumer satisfaction.

Severd surveys of consumers have been conducted to assess the effects of DTC advertisng on
consumer atitudes, experiences, and behavior. Magor surveysincludes those by the FDA,*%°
Prevention (2001/2002),**° and the Henry J. Kaiser Family Foundation (2001).1%! Details of these
surveys are discussed extensively in Calfee (2002).12

Consumer surveys suggest that DTC advertising has stimulated discussions between doctors
and patients, encouraged consumers to learn more about previoudy undiagnosed conditions, and not
prevented doctors from recommending non-drug therapies. For example, a Prevention magezine
urvey daes.

The apparent effectiveness of DTC advertising isimpressive, especidly in terms of its

ability to simulate discussions between patients and their doctors. Results from this

year’s survey show that 32 percent of al consumers who have seen DTC

advertisements have discussed an advertised medicine with their doctor as adirect

result of these advertisements. Thisfigure is essentidly the same asthat seenin

research from The Henry J. Kaiser Family Foundation, which showed that 30 percent

of consumers who had seen an advertisement spoke with their doctor about an

advertised medicine. Both these figures suggest ahigh leve of effectivenessfor DTC

advertisng. Inred terms, these numbers mean that DTC advertising motivated an
esimated 61.1 million consumers to talk with their doctors about a health condition and
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possible trestments for it. For 60 percent of these consumers, these conversations

included recommendations for non-drug thergpies. Results also show that an estimated

24.8 million consumers were prompted by advertisements for prescription medicines to

talk with their doctor about a health condition they had not previoudy discussed.3

According to the survey, DTC ads have aso had benefits with respect to consumer compliance
with their drug regimen. “ Seventeen percent of consumers who have seen advertissmentsfor a
medicine they are taking say that seeing these advertisements makes them more likely to take their
medicine regularly. Only 2 percent say the advertisements make them less likely.”1?*

Consumer surveys also suggest that DTC advertising has not harmed the doctor-patient
relationship. Many consumers who were part of a survey that the FDA conducted in 2002 reported
asking their doctors about a drug to treat a condition or about a specific brand (23% and 7%
respectively) after seeing aDTC advertisement. Consumers who asked their doctors about a particular
drug said that their doctors reacted well when they asked about particular drugs to treat a condition:
93% reported that the doctor welcomed the question, and only 3% reported that the doctor was angry
or Upset.

The 2001/2002 Prevention magazine survey aso examined the effect of DTC advertisng on the
doctor-patient relationship. According to the survey:

From the consumer perspective, doctors are very willing to talk with them about

advertised medicines, and many consumers believe these conversations have

improved their relationships with their doctors.  Seventy-nine percent of consumers

who asked their doctors about an advertised medicine say their doctors were very

willing to answer questions and additiond 16 percent say their doctors were somewhat
willing.!%

Perhaps even moretelling isthat 27 percent of patients who spoke with their doctors about an

advertised medication said that the discussion improved their relaionship with their doctor, while only 1
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percent said it harmed their relationship.’?® Consumers thus seem to be generdly positive about the
effects of DTC advertising on their rdationship with their doctor.

Many physician groups have expressed their support for DTC advertising, emphasizing that
balanced DTC advertisng provides important information to consumers. For example, the Nationa
Medica Association, representing African-American physicians, surveyed its members, and issued a
statement supporting the role of DTC ads in educating patients about disease and trestment options.*?’
The American Medical Association has dso issued positive statements about DTC advertisng. In
addition, arepresentative of the Nationd Alliance for Higpanic Hedlth has testified in favor of DTC
advertising, noting its ability to reach unique sub-populations. On the other hand, some physicians are
concerned that DTC advertisng may interfere with their relaionship with their patients. For example,
the American College of Physicians-American Society of Interna Medicine has expressed its concern
that DTC ads confuse and misinform consumers about medications®® The FDA's current surveysto
gauge the effects of DTC advertising on consumer and physician attitudes and behavior should shed
additiond light on thisissue®® In addition, further studies addressing the effects of DTC advertising on
doctors prescribing decisions or whether it impedes doctors' ahility to provide optima hedlthcare
would be hdpful in understanding the impact of DTC advertising.

Extengve studies investigating the effect of DTC advertisng on prices do not exit. In
particular, the demand effects have not been extensively studied. The available evidence, however,
suggedts that any price effects from the costs of advertisng itself are likely to be smal. DTC advertisng
expenditures represent only asmall component of overall drug promotion spoending and are dso smdl in

comparison to overal drug sdes. Although research shows that spending on DTC advertisng has been
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rising dramaticdly, it is only 2.2% of total sdes™*® and remains small relative to expenditures on

professional marketing (Such as detailing and free sampling).*** For example, Rosenthd et al. reported

that:
Totd spending on direct-to-consumer advertising for prescription drugs has been increasing
since the early 1990s and has more than doubled since 1996. Despite this rapid growth, such
advertisng gill accounts for only 15 percent of the promotion-related budgets of
pharmaceutical companies. The continued importance of promotion to hedth care
professionds reinforces the conventiona wisdom that physicians are unlikely to prescribe a
drug unlessthey are familiar with it and are comfortable prescribing it. It may thus be accurate
to characterize direct-to-consumer advertisng as a marketing strategy that complements rather
than digplaces promotiona efforts targeted at professonds, especidly in the case of indications
for which dternative therapies exist.>*

Moreover, dthough total spending on al forms of drug promoation has increased by roughly 70 percent

between 1996 and 2000, it has remained fairly constant at 14 to 15 percent of product sales.

In short, the evidence currently available suggests that DTC advertisng has had postive
effects. DTC advertising appears to prompt consumers to seek out information about medications and
medica conditions, some of which may not have been diagnosed previoudy. The informetion that
consumers acquire may alow them to have enhanced conversations with their doctors about treatment
options and may permit them to make better-informed health care decisons for themsdves. The cost
of providing the information appears to be low. Definitive conclusions regarding the precise nature of
the impact of the FDA'’ s current gpproach to DTC advertisng on consumer welfare cannot be
reached, however, until better empirical evidence is developed concerning its effects on drug

expenditures' and hedth outcomes.***

V. CONCLUSION
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The Federal Trade Commission’s experience demongtrates that the First Amendment
commercid gpeech doctrine isfully congstent with its own rigorous consumer protection. In fact, the
andysis that the courts have gpplied to assess the condtitutiondity of restrictions on commercia speech
stands as amode for an gpproach to consumer protection that the Commission has used successfully in
its efforts to prevent or hat the deceptive marketing of foods, drugs, dietary supplements, and other
hedlth-related products and services.

The commercid speech doctrine recognizes the importance of consumer access to truthful and
accurate information. On the other hand, inaccurate or mideading clams have no protection under the
First Amendment and need to be purged from the marketplace to protect and enhance the vaue of the
free flow of truthful information. In practice, consumer protection agencies often must choose between
the risk of dlowing commercia speech that might prove to be false or mideading and the risk of
banning commercid speech that might prove to be true.

Like the baancing that is centrd to the commercia speech doctrine, the Commission’slaw
enforcement actions under its own mandate strike a balance that is rigorous enough to attack deception,
yet flexible enough to encourage accurate claims. A key aspect of that flexible approach isthe
emphasis on remedies that favor disclosures and qudification of clams over outright bans. The FTC
daff believes that its experience in policing advertisng and labdling dams may asss FDA inits effort to
conform its own regulatory practices to the First Amendment, while till advancing its important misson

to protect and promote public hedlth.
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FTC s Tdlemarketing Sdles Rule prohibits telemarketers from recelving or requesting an advance fee
for obtaining aloan when they have “ guaranteed or represented a high likelihood of successin obtaining
or arranging aloan or other extension of credit for aperson.” 16 C.F.R. § 310(a)(4).

47. Since the Supreme Court articulated its standard for anadyzing the congtitutiondity of restrictions on
commercid speech more than two decades ago, only one limited provison of one advertisng order
has been found to violate the Firs Amendment. See FTC v. Brown & Williamson Tobacco Corp.,
778 F.2d 35, 45 (D.C. Cir. 1985).

48. See, e.g., Interstate Bakeries Corp., C- 4042 (Mar. 6, 2002) (consent) (brain function and
memory claims for Wonderbread); Conopco, Inc. C-3706 (Jan. 23, 1997) (consent) (hearth health
clamsfor Promise margarines); Eggland’ s Best, Inc., C-3520 (Aug. 15, 1994) (consent) (effect of
eggs on serum cholesteral); Souffer Foods Corp., D. 9250 (Sept. 26, 1994 (Commission Decision)
(sodium content of Lean cuisine frozen entrees); Campbell Soup Co., 115 F.T.C. 788 (1992)
(consent) (heart hedlth claims for soup with high sodium content).

49. See, e.g., Kris A. Pletschke d/b/a Raw Health, C-4040 (Feb. 22, 2002) (consent) (challenging
clamsfor colloida slver astreatment cure for 650 diseases, including anthrax); Natural Organics,
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Inc., D. 9294 (Sept. 6, 2001) (consent) (challenging claims for Pedi-Active A.D.D. as treatment of
Attention Deficit Disorder); Liverite Prods., Inc., SA 01-778 AHS(ANX) (C. D. Cal. Aug. 20, 2001)
(Stipulated Find Order) (chalenging clams for Liverite supplement to trest/prevent cirrhogs, hepatitis,
other liver diseases); Christopher Enters., Inc. CV-0505 ST (C. D. Utah Nov. 29, 2001) (Stipulated
Fina Order) (chalenging clams for comfrey products as safe and effective for various conditions and
prohibiting future marketing of comfrey for ingestion); Lane Labs-USA, CV-003174(WGB) (D. N.J.
July 6, 2000) (Stipulated Fina Order) (chalenging clamsfor shark cartilage as trestment for cancer);
Enforma Natural Prods., Inc., 04376JSL(CWx) (C.D.Cal. April 25, 2000) (Stipulated Final Order)
(chdlenging weight loss dlams for Fat Trapper and Exercise in A Bottle supplements).

50. See, e.g., Novartis Corp., D. 9279 (Decison and Order) (Aug. 18, 2000), aff'd 223 F. 3d 783
(D.C. Cir. 2000) (chalenging comparative back pain relief clamsfor Doan’s Rills); Bayer Corp., CV-
00-132 (NHP) (D.N.J. Jan. 11, 2000) (Consent Decree) (chalenging claims for heart attacks/stroke
benefits of aspirin in generd population); Pfizer, Inc., C-3841 (Dec. 14, 1998) (consent) (challenging
efficacy damsfor head lice trestment); Johnson & Johnson Consumer Prods., Inc., C-3636 (Jan.
18, 1996) (consent) (challenging clamsfor protection againgt HIV and other diseases for K-Y Plus
permicidd lubricant).

51. See, eqg., Ab Energizer, LLC, 02CV888H(AJB) (S.D. Cd. May 8, 2002) (complaint filed)
(chdllenging clamsfor Ab Energizer exercise device); Michael Forrest, dba Jaguar Enters., C-4020
(July 30, 2001) (consent) (chalenging cancer, AIDS and other disease claims for various eectronic
therapy devices); Pain Sops Here!, Inc., C-3898 (Sept. 7, 1999) (consent) (challenging pain clams
for magnetic therapy device).

52. Weight loss advertisng is one area where the Commission sees many examples of fraudulent
cams. The Commission is preparing to release a gaff report on weight loss advertisng that reveds
widespread deception in thisindustry despite aggressve enforcement efforts by the agency, including
bringing more than 150 cases.

53. While pursuing fraud and deception cases are the mainstays of the FTC's consumer protection
mission, consumer educetion isaso avitd line of defense for consumers. With each mgor consumer
protection enforcement initiative, the FTC launches a comprehensive and crestive education campaign.
In addition, the Commission often obtains redress for injured consumers. For example, from May
2001 to April 2002, the Commission obtained judgments ordering more than $97 million in consumer
redress.

54. 15U.S.C. §45.

B55. 15 U.SC. 8845, 52. Under Section 15 of the Act, a“false advertissment” is defined as one that
ismideading in amateria respect. 15U.S.C. § 55.

56. Although the vast mgority of the FTC's advertisng cases target deception, the Commission can
a0 chdlenge advertisng clams under its unfairness jurisdiction. An unfar practice is one that causes,
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or islikely to cause, substantia injury to consumers, which is not reasonably avoidable by consumers
themselves and is not outweighed by countervailing benefits to consumers or competition. 15 U.S.C.
8§45 (n). Seealso Unfairness Policy Statement, gppended to International Harvester Co., 104
F.T.C. 949, 1070 (1984). The Commission’s unfairness authority focuses on balancing the costs and
benefits of particular practices and provides an dternative to a deception analysis. The Commission
has relied on its unfairness authority, for example, to address the failure of an advertiser to disclose a
serious safety hazard associated with aproduct. See discussion on the omission of safety information in
Section B.1. infra.

57. The Commission has developed an extensive body of case law and has issued two policy
gatements, the Deception Policy Statement and the Statement on Advertisng Substantiation, that
articulate the basic dements of this analysis. Deception Policy Statement, gppended to Cliffdale
Assocs,, Inc., 103 F.T.C. 110, 174 (1984); and Substantiation Policy Statement, appended to
Thompson Med. Co., 104 F.T.C. 648, 839 (1984).

58. This has been defined in FTC cases as "tests, analyses, research, studies, or other evidence
conducted and eva uated in an objective manner by persons qudified to do so, using procedures
generally accepted by othersin the professon or science to yidd accurate and reliable results.” See,
e.g., Schering Corp., 118 F.T.C. 1030, 1127 (1994).

59. Seeg, eg., Thompson Med. Co. 104 F.T.C. 648, 842-43 (1984) (implied clam that Aspercreme
contained aspirin conveyed by net impression of ad, including product name), aff’ d 791 F.2d 189
(D.C. Cir. 1986), cert. denied, 479 U.S. 1086 (1987).

60. Deception Statement at 177.
61. Id. at 179.

62. Deception Statement at 175, n.4; see also International Harvester Co., 104 F.T.C. 949, 1057
(1984). In addition to condtituting a violation of Section 5's generd prohibition against deceptive
practices, an omisson may aso violate Section 12's prohibition against false advertisements for foods,
drugs, devices and cosmetics. Section 15 defines “fase advertisement” for purposes of Section 12, as
meaning any ad thet is“mideading in amaterid respect,” and directsthat, “in determining whether any
advertisement is mideading, there shdl be taken into account * * *

the extent to which the advertissment failsto revea facts materid in light of [the] representations [made]
or materid with respect to consegquences which may result from the use of the commodity to which the
advertisement relates” As an example, in the Campbell Soup case the FTC chdlenged a clam that the
soup was low in fat and cholesterol and therefore heart healthy as deceptive because the ad did not
disclose that the soup was high in sodium, arisk factor for hypertenson. See Campbell Soup Co., 115
F.T.C. 788 (1992) (consent). The FTC has dso found the omission of information about significant
safety concerns rlaing to a product in an ad making affirmative safety claims to be deceptive under
Commisson law. See, e.qg., Panda Herbal Int’l, Inc., C-4018 (July 30, 2001) (consent) (chalenging
cdamsthat S. John's Wort supplement had no contraindications or drug interactions).
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63. Deception Statement at 177. Thus, if aproduct poses significant safety risks, the failure to disclose
them may be deceptive even in the absence of any safety clam. See discussion in Supplement Guide at
Section A.2. The Commission has aso chdlenged the pure failure to disclose information, especidly
whereit relatesto a serious risk of physicd injury, under its unfairness authority. See also Consumer
Direct, Inc., 113 F.T.C. 923 (1990) (consent) (failure to disclose that scomach exercise device
frequently broke and caused serious injury chalenged as unfair).

64. Deception Statement at 177.

65. See, e.g., Haagen-Dazs Co. 119 F.T.C. 762 (1995)(consent order); Stouffer Food Corp., 118
F.T.C. 746 (1994); Kraft, Inc., 114 F.T.C. 40, 124 (1991), aff'd, 970 F.2d 311 (7" Cir. 1992),
cert denied, 507 U.S. 909 (1993) .

66. Deception Statement at 180; Supplement Guide at Section A.3; Thompson Med. Co. 104 F.T.C.
at 842-43; see Figgie Int’l, Inc., 107 F.T.C. 313, 401 (1986), aff' d, 817 F.2d 102 (4" Cir. 1987);
see also FTC v. Brown & Williamson Tobacco Corp., 778 F. 2d 35 (D.C. Cir. 1985); Katherine
Gibbs, Inc. v. F.T.C., 612 F. 2d 658, 666 (2d Cir. 1979). The Commission aso recently published a
business education piece on the use of disclosuresin Internet advertisng. Dot Com Disclosures:
Information about Online Advertising,

< http://mww .ftc.gov/bep/onling/pubs/buspubs/dotcom >.

67. D. Murphy, et al., Generic Copy Test of Food Hedlth Clamsin Advertising, Joint Staff Report of
the Bureaus of Economics and Consumer Protection, Federal Trade Commission (1998) (Food Copy
Test).

68. Asone example, information intended to disclose high levels of an undesirable nutrient like
saturated fat, often led consumers to believe instead that the food had low or hedlthy levels of the
nutrient. An explicit verba disclosure gating that the product was high in saturated fat, and that high
levels of saturated fat intake increase the risk of heart disease, successfully corrected this
misimpression. The results of the Food Copy Test are consistent with the results of a copy test the FTC
gaff conducted in 1993 of ads with qudifying disclosures to limit the scope of environmenta clams. T.
Maronick & C. Andrews, The Role of Qudifying Language on Consumer Perception of Environmentdl
Clams, J. Consumer Aff. (Winter 1994).

69. See Food Copy Test a Part V. At the sametime, it should be noted that the Food Copy Test
a0 provides some indication that consumers tend to gpproach hedth claims, even those presented in
the most absolute terms as scientificaly proven, with some skepticism.

70. Not only doesthistype of information involve highly technica nuances that may be beyond the
expertise of the consumer, but aso research shows that there are limits to the amount of information
consumers can assmilate and recdl from advertisng. See, e.g., J. Richards, Deceptive Advertisng:
Behavioral Study of aLega Concept (1990) at 112-113 (showing low consumer recal of elements of
print and televison ads).
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71. Both the Commission’s Food Policy Statement and Supplement Guide stress the importance of
crafting disclosures that clearly convey the limits on the scientific evidence supporting aclam aswell as
the existence of any significant contrary evidence. Both dso indicate that even a carefully qudified
camislikely to be deceptivein violaion of the FTC Act when it runs contrary to alarger body of
evidence. Food Policy Statement at Section IV .A..; Supplement Guide at Section A.3.

72. A clam that afood product has a specific nutrient content when it does not is one example of a
fdsedam. See, e.g., Clorox Co., C-3427 (May 17, 1993) (consent) (challenging clams that Take
Heart sdad dressngswerefat free asfdse). The FTC hasdso challenged, asfase, clams that test kits
can detect the presence of adisease or pathogen when laboratory testing of the kits found them to be
ineffective. See, e.g., Vital Living Prods,, Inc., 3:02CV74-MU (W.D.N.C. Mar. 13, 2002)
(Stipulated Final Order) (clamsfor PurTest anthrax detection kit challenged as fase).

73. The substantiation doctrine is based on deception. An objective clam aso impliesto consumers
that there is evidence supporting the cdlam. When thisimplied clam of support isfase or mideading,
the ad is deceptive. See Substantiation Statement at 839-40.

74. See, eg., FTCv. SimAmerica, Inc., 77 F. Supp. 2d 1263 (S.D. Ha. 1999). SlimAmerica’s
advertisng for its weight lost supplement included various clams like “ Dramatic Proof From Leading
U.S. Medicd Schoals,” and “extendve research at prestigious inditutions,” which the Commission’'s
complaint charged condtituted a claim that the product had been “tested and scientificaly vaidated by
reputable universities and medicd indtitutions.”

75. Asdiscussed above, regulators often confront great uncertainty in choosing between the risks of
making a Type | error (dlowing adeceptive claim) or a Type Il error (prohibiting a non-deceptive
clam) with regard to commercid speech. See note 37, supra. The FTC' s gpproach of weighing a
number of factors in determining whether thereis a“reasonable basis’ for an advertisng dam s
beneficid because it requires that the government engage in an explicit condderation of the trade-offs
between Type | and Type Il errors with regard to commercia speech. J. Cafee & J. Pappaardo,
How Should Health Claims for Foods Be Regulated? An Economic Perspective, Economics

| ssues Paper, Bureau of Economics of the Federal Trade Commission 35 (1989).

76. Substantiation Statement at 840. The Commisson first articulated these factorsin Pfizer, Inc., 81
F.T.C. 23 (1972).

77. See, e.g., Schering Corp., 118 F.T.C. 1030 (1994) (consent) (challenging unsubstantiated weight
loss clamsfor Fibre Trim supplement); Inter state Bakeries Corp., C-4042 (2002) (consent)
(chdlenging unsubstantiated brain function and memory clams for Wonderbreed); Pfizer, Inc., C-3841
(1998) (consent) (challenging unsubstantiated efficacy claims for head lice trestment).

78. The FTC does not impose any fixed formula as to the number or type of studies required to meet
the competent and reliable scientific evidence standard, or any specific parameters for sample size and
study duration. Instead, it provides afew smple principles that ensure the science is of good quaity
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while il dlowing the agency to adapt its Sandard to reflect what expertsin the rdlevant discipline
would generadly consder to be an adequate leve of support. These principles are set out in detal in the
Supplement Guide, aswdl asin various FTC cases. See Supplement Guide at Sections B.1-5; see
also Schering Corp. In assessing the science, the Commission examines both the vdidity of individua
studies and the surrounding context of the scientific literature to determine whether the weight of the
evidence supportsthe clam. A single, well conducted study may be adequate to support alimited
clam, if there are no other studies reaching contrary conclusons. The Commission dso evauates
whether the evidence relates to the specific product and to the specific characterization of the benefit
being advertised. For example, the Commission will consider whether the advertised product use the
same dose, formula, and form of administration as the product that was used in the studies cited as
subgtantiation. For that reason, the presentation of the claim and how it is quaified isintegrd to an
as=ssment of the subgtantiation. An unquaified claim suggesting that science has “proven” a specific
hedlth benefit, for example, might be deceptive if the scienceis ftill emerging, whereas amore quaified
claim about the same hedlth benefit might be permissible.

79. Deception Statement, 103 F.T.C. at 182; Novartis Corp., dip op. at 11-12; Kraft, Inc., 114
F.T.C. at 134.

80. Seeid.

81. See Novartis Corp., dip op. at 15; Kraft, Inc. 114 F.T.C. a 135; Thompson Med. Co., 104
F.T.C. at 817.

82. See Novartis Corp., dip op. a 15; American Home Prods. Corp., 98 F.T.C. 136, 369 (1981),
aff'd, 695 F. 2d 681 (3d Cir. 1982).

83. SeeKraft, Inc., 114 F.T.C. at 136.
84. Seeid. at 138.
85. Central Hudson, 447 U.S. at 557.

86. Virginia Bd. of Pharmacy, 425 U.S. a 771; (“Untruthful speech, commercia or otherwise, has
never been protected for itsown sake.”); Inre RM.J., 455 U.S. at 203 (*Mideading advertisng may
be prohibited entirely.”); Porter & Dietsch, Inc. v. FTC, 605 F. 2d 294, 304 (D.C. Cir. 1979)
(“Advertisng receives no protection from the Firs Amendment” if it is“false and mideading.”); FTC v.
Pharmatech Research, Inc., 576 F. Supp. 294, 303 (D.D.C. 1983) (“The First Amendment does not
prohibit government regulation of false or mideading goeech.”).

87. See, eg., Jacob Segel Co. v. FTC, 327 U.S. 608, 612 (1946); see also FTC v. Ruberoid Co.,
343 U.S. 470, 473 (1952) (“[the FTC] cannot be required to confine its road block to the narrow lane
the transgressor has traveled; it must be alowed effectively to close dl the roads to the prohibited god,
S0 that its order may not be by-passed with impunity.”).
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88. See, eqg., Bristol-Myers Co. v. FTC, 738 F. 2d 554, 562 (2d Cir. 1984); Sears Roebuck & Co.
v. FTC, 676 F. 2d 385, 400 (9th Cir. 1982); Litton Indus. v. FTC, 676 F. 2d 364, 373 (9" Cir.
1982); United States v. Reader’ s Digest Ass'n, 662 F. 2d 955, 965 (3d Cir. 1981); Jay Norris, Inc.
v. FTC, 598 F. 2d 1244, 1252 (2d Cir. 1979).

89. Note that the court in Pearson recognized that there might be Situations where the deceptive
nature of aclam would be incurable by disclamer, giving the specific example of ahedth cdlaim not
supported by the weight of the scientific evidence. In such a Stuation, the Court indicated that an
outright ban on the claim would be congtitutionaly permissible. 164 F. 3d at 659. The Supreme Court
has been quite skeptica, however, of broad retrictions on potentially mideading clams, noting thet:
“the free flow of commercid information is vauable enough to justify imposing on would-be regulators
the cogts of distinguishing the truthful from the false, the helpful from the mideading, and the harmless
from the harmful.” Shapero v. Kentucky Bar Ass' n, 486 U.S. 466, 478 (1987) (quoting Zauderer v.
Office of Disciplinary Counsel, 471 U.S. 626, 646 (1985)).

90. The Commission uses bans when the speech itsdf isinherently deceptive. For example,

the Commission has sometimes banned the use of trade names that are deceptive and cannot be
quaified without resulting in a confusing contradiction interms. See, e.g., Brake Guard Prods,, Inc.,
125 F.T.C. 138, 252-53 (1998), aff’ d sub nom. Jonesv. FTC, 194 F.3d 1317 (9" Cir. 1999);
Resort Car Rental System, Inc. v. FTC, 518 F.2d 962, 964 (9™ Cir 1975) (affirming FTC order
prohibiting use of trade name “Dallar-A-Day” in connection with rental car agency); Continental Wax
Corp. v. FTC, 330 F.2d 475, 479-80 (2d Cir. 1964) (upholding the excision of the “Six Month”
portion of the trade name * Six Month Floor Wax”). The Commission uses bans when a defendant’s
course of conduct demonstrates such a propensity for future deception that a ban is necessary to
protect consumers, eg., banning atelemarketer from engaging in telemarketing when he has engaged in
telemarketing fraud in the past.

91. Virginia Bd. of Pharmacy, 425 U.S. at 771-72 n. 24.

92. In Zauderer, for example, the Supreme Court upheld the condtitutionaity of a disclosure explaining
that the lawyer’ s clam that clients would not have to pay any “legd fees’ did not encompass certain
costs that would be charged to the client. The Court stated that “warning[s] or disclamer[s] might be
gppropriately required . . . in order to disspate the possbility of consumer confusion or deception. 471
U.S. a 651 (quoting Inre RM.J., 455 U.S. at 201).

93. See, eq., Ped v. Attorney Registration & Disciplinary Comm'n, 496 U.S. 91, 110 (1990)
(explaining that, under the First Amendment, “the preferred remedy is more disclosure rather than
less’); seealso Inre RM.J., 455 U.S. at 206, n.20; Shapero v. Kentucky Bar Ass'n, 486 U.S. 466,
478. Thiswas aso the cornerstone of the Court’s ruling in the Pear son case, as discussed above,
where FDA’s prohibition of certain hedth clamsfor dietary supplements was struck and the agency
ingtructed to consder alowing qudified clams. 164 F.3d at 657.
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94. Zauderer, 471 U.S. at 651; see also Ibanez v. Florida Dep't of Bus. & Prof’ | Regulation, 512
U.S. 136, 146 (1994). For example, arequirement that a company disclose more information than is
necessary to prevent deception may not pass condtitutiona muster. See FTC v. National Comm’'n on
Egg Nutrition, 570 F. 2d 157, 164 (7" Cir. 1977), cert. denied, 439 U.S. 821 (1978).

95. See, eg., Novartis Corp. v. FTC, 223 F. 3d 783, 789 (D.C. Cir. 2000); see also Warner-
Lambert Co. v. FTC, 562 F. 2d 749 (D.C. Cir. 1977) (FTC corrective advertising remedy upheld
agang Frs Amendment chalenge).

96. See, e.g., International Harvester Co., 104 F.T.C. at 1064-70. The Commission found
respondent’ s failure to disclose a serious fuel geysering hazard associated with its gasoline tractor to be
an unfair practice in violation of the FTC Act and indicated that a disclosure requirement would be an
appropriate remedy. Because respondent had aready engaged in voluntary notification of customers
and no longer manufactured the tractors, however, no order was imposed.

97. The Commisson's R-Vdue Rule, for example, requires that manufacturers present comparable
heet flow resistance ratings and other information in a standardized format on labels and in adsto assst
consumers in making home insulation purchasing decisions. 16 C.F.R. Part 460.

98. Thereisreatively little case law to provide guidance as to the extent to which disclosure
requirements required for purposes other than to prevent deception will be held to comply with the First
Amendment. Compare National Elec. Mfrs. Ass nv. Sorrell, 272 F. 3d 104, 115 (2™ Cir. 2001),
cert. denied, 122 S. Ct. 2358 (2002) (statute requiring that labels disclose presence of mercury and
the importance of recycling products with mercury to “better inform consumers about the products they
purchase’ did not violate the Firss Amendment), with International Dairy Foods Ass n v. Amestoy,
92 F. 3d 67 (2" Cir. 1996) (statute requiring that, to satisfy “consumer curiosity,” retailers must |abel
milk from cows who had been given certain bovine hormones violated the First Amendment).

99. The FTC adso enforces some specia statutes that restrict commercial speech or otherwise require
the disclosure of information for purposes other than to prevent deception or unfairness. The
Commission recently successfully defended one of these specid statutes, designed to protect consumer
privacy, agang a Firs Amendment chalenge. Trans Union Corp. v. FTC, 245F. 3d 809 (D.C. Cir.
2001), cert. denied, 122 S. Ct. 2386 (2002).

100. Research shows that consumers generdly construe claims gppearing on the front or sde panels of
food packages as promotional messages similar to advertising, but they do not construe the nutrition
facts information on the rear pand as being promotiond in nature. See J. Garretson & S. Burton,
Effects of Nutrition Facts Pand Vaues, Nutrition Claims, and Hedth Claims on Consumer Attitudes,
Perceptions of Disease-Related Risks, and Trugt, 19 J. Pub. Pol’'y & Mktg. 213 (2000); M. Mazis &
M. Raymond, Consumer Perceptions of Hedlth Claims in Advertisements and on Food Labels, 31 J.
Consumer Aff. 10 (1997); A. Levy and B.M. Derby, The Impact of NLEA on Consumers. Recent
Findings from FDA'’ s Food L abel and Nutrition Tracking System, Office of the Commissioner, Food
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and Drug Adminigtration, Washington, DC (Jan. 1996); A. Levy, PHS Food L abel Hedth Claims
Focus Group Report, Food and Drug Administration, Center for Food Safety and Applied Nuitrition,
Divison of Market Studies (1995).

101. As mandated by the NLEA, FDA's nutrient content labeling regulations require a number of
disclosures. These mandated disclosuresinclude, but are not limited to: (1) areferral statement

to the nutrition pand, required whenever a nutrient content claim is made, 21 C.F.R. § 101.13(g), (2)
disclosure of nutrients (fat, saturated fat, cholesterol, and sodium) present in afood at aleve that FDA
has concluded increases the risk of diet-related disease, required whenever anutrient content clam s
made, 21 C.F.R. § 101.13(h), and (3) "triggered" disclosures of the amount of certain related nutrients
when claims concerning fiber, saturated fat, and cholesterol appear.21 C.F.R. § 101.54(d)
(requirementsfor fiber claims); 21 C.F.R. § 101.62(c) (requirements for saturated fat clams); 21
C.F.R. §101.62(d) (requirements for cholesterol claims).

102. Advertising and labeling aso generaly complement one another. Consumers who see a nutrient
content clam or ahedth clam in an ad for afood product may be reminded of the clam if they see
amilar information on the product’slabdl in the grocery store. Consumers who see such daimsin
labeling a the grocery store likewise may remember Smilar informeation they saw in an ad for the food
product.

103. Commercid speech may aso reach some consumers who are exposed to advertising and labels,
but who do not normally pay attention to the hedth and nutrition issues discussed in government
educational pamphlets or the popular press. For example, according to a recent survey of 4,200 food
shoppers, 70% of brand purchase decisions are made in the store, the point a which consumers are
being directly exposed to labd information. Point of Purchasing Advertising Indtitute, 1996 POPAI

Consumer Buying Habits Sudy, 8 (1996).

104. Commercia speech cases recognize that this incentive is one important part of therole
commercia speech playsin fadilitating efficient markets. See, e.g., Va. Bd. of Pharmacy, 425 U.S. at
765 (“[Commercid speech] isindispensable to the proper alocation of resources in afree enterprise
sysem.”).

105. P. Ippalito & A. Mathios, Hedth Clamsin Advertisng and Labding: A Study of the Cered
Market, FTC Staff Report (1989).

106. Id. at 33.

107. Ceredsintroduced between 1985 and 1987 averaged about 2.6 grams of fiber per ounce of
cereal, compared to an average of only 1.7 grams for cereals introduced between 1979 and 1984. In
addition, not only did fiber content increase, but sodium and total fat content in the high fiber brands
decreased. Id.
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108. P. Ippalito & A. Mathios, Informeation and Advertisng Policy: A Study of Fat and Cholesterol
Consumption in the United States, 1977-1990, FTC Staff Report (1996). For women, average fat
consumption fell by 3.7 grams per day between 1977 and 1985, and then fell by an additiona 7.5
grams per day from 1985-1990. For men, the decline in daily fat consumption during the first period is
5.3 grams, and dmost 15 grams during the next five years.

109. P. Ippoalito & J. Pappaardo, Advertisng Nutrition & Hedth: Evidence from Food Advertisng,
FTC Staff Report (2002). The forthcoming staff report andyzes the content of al food advertisements
gppearing in asample of five leading women's magazines and three generd readership magazines over
the period 1977 to 1997, a period that spans severa changes in government regulation of food labeling
and advertisng.

110. Consumers, however, may not have received more hedth information overall about fruits,
vegetables, and juices. Although the percentage of ads reviewed showed an increase in health clams
for these products, the total number of ads for them has falen considerably and the absolute percentage
of adswith such damsremains rdaively smal (14% in 1997). In addition, dmogt dl of the hedith
claims were made for only one product - orange juice - and So consumers may not be receiving
information about the hedlth implications of consuming many other fruits, vegetables, and juices.

111. For instance, among the ads reviewed, there were no post-NLEA hedth claims for meat
products, breads, sdlad dressings, and cooking ails, including reduced fat or non-fat brands of these
products.

112. NLEA labdling regulations prohibit hedth clamsin labeling for any food that does not meet
specific nutrient thresholds, including foods that contain too much totd fat. Cooking oils and most
margarine would exceed the totdl fat content and thus not qudify for a hedth dam in labeling.

113. A. Mathios, The Importance of Nuitrition Labding and Health Claim Requlation on Product
Choice: An Anadyss of the Cooking Oils Market, Agric. & Resource Econ. Rev. 27 (1998).

114. In some circumstances, it is possible that |abeling claims could be a subdtitute for advertisng
clams. Asdiscussed above, the NLEA mandates the disclosure of certain information on food labels.
See supra note 101. We are not aware of any empirica evidence addressing whether food advertisng
claims have decreased because this information now appears on food labels.

115. 64 Fed. Reg. 62,746, 62,754-55 (Nov. 19, 1999). Indeed, a new report by the National
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