CONSUMER PROTECTION DEVELOPMENTS

Antitrust, Vol. 25, No. 1, Fall 2010. © 2010 by the American Bar Association. Reproduced with permission. All rights reserved. This information or any portion thereof may not be
copied or disseminated in any form or by any means or stored in an electronic database or retrieval system without the express written consent of the American Bar Association.

Has the FTC
Changed the Game
On Advertising

Substantiation?

BY RANDAL SHAHEEN AND AMY RALPH MUDGE

COMPETITOR INTRODUCES A

sports drink that claims to provide increased

energy without caffeine by utilizing a recently

discovered plant in the Brazilian rainforest. Your

marketing department decides to develop a
copycat product and you give them the green light to make
similar claims based upon (1) two published clinical studies
on the competitor’s product, and (2) the fact that the active
ingredients in the two products are identical in both quanti-
ty and quality. Without telling you, the marketing depart-
ment decides to give the copycat product better positioning
by adding several antioxidants. You find out about the new
antioxidants (and your marketing department’s plans to rely
on them) one week before your company plans to launch the
new product. You call the marketing team into your office to
tell them that the claims may no longer be substantiated. If
they want to avoid risking FTC scrutiny they either have to
reformulate the product and take the antioxidants out or
delay the launch for months or perhaps years while two clin-
ical studies are conducted on a product containing the new
plant and antioxidants.

Seem unlikely? Maybe not. In two recent consent orders
involving dietary supplements and supplement drinks,' the
FTC appears to have changed its enforcement strategy and
possibly modified its substantiation standard with regard to
health claims and foods. These consent orders require that
companies conduct two double-blind, placebo-controlled
clinical studies on humans using the advertised product or an
“essentially equivalent” product to substantiate certain types
of claims. Whether these orders modify the substantiation
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standard and impose new burdens on companies is now an
open question, which firms must consider going forward.

Overview of the FTC’s Substantiation Requirements
and Health Claims

History of the “Reasonable Basis” Standard for Substan-
tiation. The FTC’s 1972 decision in the Pfizer case estab-
lished the baseline requirements for substantiation. In that
decision, the FTC held that an advertiser must have a “rea-
sonable basis” for making objective claims—in other words
“substantiation.”” The FTC identified various factors used to
determine the amount of substantiation necessary to consti-
tute a reasonable basis for a particular claim:

(1) the type and specificity of the claim made—e.g,., safety,
efficacy, dietary, health, medical; (2) the type of product—
e.g. food, drug, potentially hazardous consumer product,
other consumer product; (3) the possible consequences of a
false claim—e.g., personal injury, property damage; (4) the
degree of reliance by consumers on the claims; [and] (5) the
type, and accessibility, of evidence adequate to form a rea-
sonable basis for making the particular claims.?

Since Pfizer, the FTC has elaborated on these require-
ments. In 1974, the FTC held that the failure to have a rea-
sonable basis for objective claims was deceptive under Section
5 of the FTC Act.” Then, in 1977, the FTC subsequently
observed that it was “well-established” that a marketer mak-
ing a product claim represents that it “has a reasonable basis
for so doing, and that the assertion does not constitute mere
surmise or wishful thinking on the advertiser’s part.””

In 1983 the FTC memorialized the reasonable basis stan-
dard in its Advertising Substantiation Policy Statement. The
Policy Statement made clear that the standard was intended
to be quite flexible. If the ad included an express or implied
statement of the amount of support for a claim (e.g., “stud-
ies show,” “tests prove,” “doctors recommend,” or depictions
of people in lab coats), the FTC would expect the advertiser
to have at least that level of support for its claim. Without a
reference to a certain level of support, the Policy Statement
suggested that the FTC would essentially conduct a cost/ben-
efit analysis to determine what constituted required sub-
stantiation and, for the most part, reiterated the Pfizer factors:

The Commission’s determination of what constitutes a rea-
sonable basis depends, as it does in an unfairness analysis, on
a number of factors relevant to the benefits and costs of sub-
stantiating a particular claim. These factors include: the type
of claim, the product, the consequences of a false claim, the
benefits of a truthful claim, the cost of developing substan-
tiation for the claim, and the amount of substantiation
experts in the field believe is reasonable.

As former FTC Chairman Robert Pitofsky noted, the Com-
mission designed this balancing analysis to recognize that
“protection of consumers against advertising fraud should not
be a broad, theoretical effort to achieve Truth, but rather a
practical enterprise to ensure the existence of reliable data
which in turn will facilitate an efficient and reliable compet-
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itive market process.”” Further, the Policy Statement required
that firms have substantiation before disseminating a claim,
and “the advertiser must possess the amount and type of
substantiation the ad actually communicates to consumers.”®
The “Competent and Reliable” Standard for Health
Claims. For claims relating to health and safety, as well as
many claims regarding product efficacy, the FTC has defined
the reasonable basis requirement as “competent and reliable
scientific evidence.”” The Commission has further explained
in decisions and consent orders that this standard requires

tests, analyses, research, studies or other evidence based on

the expertise of professionals in the relevant area, that has

been conducted and evaluated in an objective manner by per-
sons qualified to do so, using procedures generally accepted

in the profession to yield accurate and reliable results.'?

This definition recognizes that different types of claims
require differing levels of evidence and defers to experts in the
field for the answer. As FTC publications have noted, “The
FTC gives great weight to accepted norms in the relevant
fields of research and consults with experts from a wide vari-
ety of disciplines.”"" The relevant question is whether those
skilled in the profession regard the proffered evidence as an
appropriate way to obtain accurate and reliable results.

The randomized, double-blind, placebo-controlled clinical
trial is the gold standard for health claims substantiation. For
many types of health claims, it is the only methodology that
experts in the field accept as yielding accurate and reliable
results. On occasion, however, the Commission or courts
have permitted health claims to be substantiated through lab
testing or through medical literature.'? Accordingly, the
Commission has challenged some claims under the competent
and reliable scientific evidence standard based on allegations
that no reliable controlled clinical trials were conducted.'

This broad “competent and reliable scientific evidence”
standard has largely stood the test of time, although, occa-
sionally, some have attacked it as too vague.' Indeed, the
Commission has largely rejected adopting as a baseline rule
more stringent standards modeled on the Food and Drug
Administration’s approach to regulation of new prescription
drugs. Such standards might require clinical trials to sub-
stantiate certain types of claims, rather than allowing other
methods that use “procedures generally accepted in the pro-
fession to yield accurate and reliable results.”!> Moreover,
under the FDA’s approach, multiple clinical trials addressing
the same claims might be required before claims are allowed.
However, except in very limited circumstances (e.g., “estab-
lishment” claims—i.e., claims that certain benefits have been
scientifically proven),'® the Commission has not required
FDA-like standards. In fact, for decades the FTC has urged
that the FDA should approach health-related claims as the
Commission does, seeking to prevent misleading claims with-
out unduly restricting the flow of truthful information."”

Lane Labs. In 2007, the flexibility inherent in the com-
petent and reliable standard came back to haunt the FTC in
the Lane Labs litigation. There, the FTC alleged that Lane
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Labs violated an earlier consent order'® when it made claims
about a calcium supplement product and a supplement
intended to improve male fertility without competent and
reliable scientific evidence. The FTC and Lane Labs pre-
sented competing fact and expert testimony during a five-day
hearing in federal court in April 2009. Lane Labs relied
upon several clinical studies and the testimony of a scientif-
ic expert for each of its challenged claims. The FTC’s experts
pointed to other studies that did not support the claims, and
the FTC also criticized the studies proffered by Lane Labs.
Their criticisms are familiar to those who practice in this
area. They included the fact that Lane Labs’ studies were
underpowered (i.e., too few participants), used rats instead
of humans, that the products had inert ingredients not found
in the products tested, and that the studies tested one propo-
sition (increase in bone density) from which the claim
(reduced risk of fractures) had to be inferred. The defendant’s
experts rebutted each of these criticisms.

The district court denied the FT'C’s motion for contempt,
finding that Lane Labs “provided credible medical testimo-
ny that the products in question are good products and
could have the results advertised.”" The court refused to find
aviolation of the consent order where there was simply a dif-
ference of opinion among credible experts. Lane Labs “did
what they were supposed to do” in seeking expert advice
before relying upon scientific articles and peer-reviewed stud-
ies attesting to the purported effects of its products.”” The
court held that asking the company to do more would be
unreasonable.?!

The Third Circuit recently reversed the district court in
Lane Labs.** In the opinion, the Third Circuit specifically
adopted the defense of substantial compliance, holding that
to take advantage of the defense a party must show that it “(1)
has taken all reasonable steps to comply with a valid court
order, and (2) has violated the order in a manner that is ‘tech-
nical’ or ‘inadvertent.”” The case has been remanded to the dis-
trict court for factual findings as to whether Lane Labs’ vio-
lations of its order were technical or inadvertent.

Since its loss in Lane Labs, FTC staff has stated that it
intended to modify its traditional requirement of “competent
and reliable scientific evidence.”? The Director of the Bureau
of Consumer Protection, David Vladeck (a seasoned public
interest litigation lawyer), has also stated that he would seek
more precise order language as to the amount and type of sci-
entific evidence necessary to support health claims, as well as
pursue efforts to harmonize FTC with FDA requirements.
He indicated that an “outlier study,” even if well conducted,
should not be sufficient basis for a health claim.*

The lovate and Nestlé Standard

In its recent consent orders in Jovate and Nestlé, the FTC has
proposed more specific language for respondents that pre-
cisely defines what “competent and scientific evidence” those
companies must show going forward to substantiate health-
related product claims. The fovate and Nestlé orders provide



that for certain claims, “competent and reliable scientific evi-
dence” is defined as:

at least two adequate and well-controlled human clinical
studies of the product, or of an essentially equivalent prod-
uct, conducted by different researchers, independently of
cach other, that conform to acceptable designs and protocols
and whose results, when considered in light of the entire
body of relevant and reliable scientific evidence, are sufficient
to substantiate that the representation is true.®

“Essentially equivalent” is defined as:

a product that contains the identical ingredients, except for
inactive ingredients (e.g., binders, colors, fillers, excipients),
in the same form and dosage, and with the same route of
administration (e.g., orally, sublingually), as the covered
product; provided that the product may contain additional
ingredients if reliable scientific evidence generally accepted by
experts in the field demonstrates that the amount and com-
bination of additional ingredients is unlikely to impede or
inhibit the effectiveness of the ingredients in the Essentially
Equivalent Product.”

In the case of Nestlé and lovate, these new requirements do
not apply to all claims for the products covered by the order
(defined as the “Covered Product(s)”). For health claims gen-
erally, the two orders retain the traditional definition of “com-
petent and reliable scientific evidence,” although the lan-
guage has been modified slightly to make clear that any
evidence must be evaluated in light of the body of evidence
as a whole. The new definitions are reserved for two specific
types of claims—(1) weight loss claims (including rapid
weight loss), and (2) claims that a product reduces the dura-
tion of acute diarrhea in children up to the age of thirteen or
reduces absences from daycare or school due to illness.

The FTC has in the past required two clinical trials to sub-
stantiate certain claims, so that requirement itself is not new.
There are, however, at least three significant changes.

First, the FTC is now imposing this detailed requirement
up front in a consent order. Consistent with the goal of
maintaining a flexible standard, the Commission historical-
ly has been content with defining the “competent and reli-
able” standard very broadly in consent orders and then deter-
mining that clinical studies are required only affer the
advertiser (now under order) makes a claim about the same
product that the FTC had investigated for scientific sup-
port.?” For example, if in the past a firm made a misleading
claim that a product cured cancer, it likely would sign a con-
sent order requiring “competent and reliable scientific evi-
dence” for any cancer claim; if the firm made subsequent
claims, the FTC would then pursue a contempt action
against the firm for violating the original order and (1) liti-
gate whether the advertiser’s proof met the general “compe-
tent and reliable scientific evidence” standard that appeared
in the original consent order, or (2) reach a subsequent set-
tlement that would further define “competent and reliable
scientific” evidence. Under this old approach, the Commis-
sion could determine—in consultation with experts—that

the “competent and reliable scientific evidence” standard
required, for example, two double-blind, placebo-controlled
clinical studies.

Now, however, it appears in the Nestlé and lovate orders that
the FTC has changed course by stating up front in the origi-
nal order (rather than leaving it to be litigated and/or negoti-
ated after the fact in subsequent proceedings) the specific
proof that a firm must have to be “competent and reliable sci-
entific evidence.” The FTC has effectively taken away the
opportunity for advertisers to have a second bite at the apple
when it comes to litigating whether they have adduced “com-
petent and reliable scientific” evidence to support their claims.

Second, as noted above, the Neszlé and Jovate orders also
can be read as imposing new or more rigorous substantive
standards in the case of weight loss claims and claims that a
product reduces the likelihood of illness (in this case, acute
diarrhea in children up to the age of thirteen). In these
instances, the clinical studies must be double-blind, placebo-
controlled, and conducted on humans using essentially
equivalent products (defined as a product that contains the
identical ingredients, except for inactive ingredients (e.g.,
binders, colors, fillers, excipients), in the same form and
dosage, and with the same route of administration (e.g., oral-
ly, sublingually), as the covered product (i.e., the product
which is the subject of the consent order)). As the consent
orders state, the Covered Product may contain additional
ingredients if reliable scientific evidence generally accepted by
experts in the field demonstrates that the amount and com-
bination of additional ingredients is unlikely to impede or
inhibit the effectiveness of the ingredients in the essentially
equivalent product.

Third, the FTC appears to be moving in the FDA’s direc-
tion when it comes to certain claims. The Nestlé and lovate
orders suggest that the FTC believes certain disease preven-
tion claims relating to cold and flu, hay fever, and allergies
may only be made if they are approved by the FDA. The FTC
has indicated that it has conferred with the FDA on this
new requirement.”®

Lane Labs fingerprints can be seen all over these defini-
tions. Had that company’s order defined “competent and
reliable scientific evidence” in the detailed manner now
defined in the Nestlé and lovate orders, Lane Labs could not
have relied upon studies of rats or studies of products con-
taining ingredients that differed from its own. Further, the
district court would have been required to give greater weight
to the presence of other, conflicting studies.

Unanswered Questions
The FTC’s new substantiation definition potentially has sig-
nificant ramifications for advertisers. Many questions, how-
ever, remain unanswered.

Does There Have to Be a Violation of Section 5 First
Before These New Requirements Apply?

Many are asking if the Nestlé/Iovate substantiation stan-
dards apply to everyone or just to companies already operat-
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ing under the same or similar consent orders. While it is
true that respondents often are “fenced in”—that is, the pro-
hibited conduct goes beyond the scope of the alleged viola-
tion—such fencing in typically occurs with respect to the
nature of the products or claims covered by the order. In
other words, if a misleading advertisement related to a weight
loss claim and juice, the order might cover all health claims
for beverages. We do not believe, however, that the FTC is
intending to take the position that there is one level of
required substantiation for advertisers who have agreed to
consent orders under Section 5 and another, lesser standard
for those advertisers who have not yet been subject to a con-
sent order.

Nor would having a different substantiation standard for
companies who are signing consent orders likely make sense
from a policy perspective. Imposing the new substantiation
requirement only on consent order respondents would mean
that two companies could make the same claim but the type
of substantiation required to substantiate the claim would
differ for each. More likely, advertisers should assume that
the new requirements apply irrespective of whether they are
subject to a consent order. Indeed, an FTC official suggest-
ed as much in an interview last Spring.*’

What Types of Claims Are Covered by the New Sub-
stantiation Requirements?

At a minimum, the new requirement likely applies to
weight loss claims and claims relating to the duration of
acute diarrhea and reducing children’s absences from school
since these are the claims covered by the existing orders in
Nestlé and lovate, which have the new definition of “compe-
tent and reliable scientific evidence.” However, there may be
other types of claims that the FTC may analyze using its new
definition. If so, however, the scope of the new standard is
difficult to predict.

Determining in advance the necessary quantity and qual-
ity of substantiation for claims is an exercise in trying to bal-
ance risk: setting too strict a standard discourages innovation
and consumer communications while too lenient a standard
could allow misleading claims leading to consumer harm.
Perhaps the benefits of a stricter standard outweigh the harm
when the product and claims at issue are ones that are unlike-
ly to be truthful in any circumstance (e.g., “lose weight while
you watch TV”). In that situation, there is little risk of inad-
vertently suppressing innovation or consumer communica-
tion and significant risk that misleading claims might other-
wise be made.

However, when the product and claims are ones that could
in some circumstances be substantiated, the cost/benefit
analysis seems reversed. In this scenario, product innovation
and communication of truthful information to consumers
might be overly discouraged while the heightened standard
would do little to further prevent the communication of
misleading information. This is particularly the case because
even without the heightened standard the FTC is still free to
take the position—as it has many times in the past—that two
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clinical studies are required to substantiate the claim under
the more traditional definition of “competent and reliable sci-
entific evidence.”

Given the current uncertainty, anyone making health
claims for a food or dietary supplement should carefully con-
sider whether the new standard will apply to them and, if so,
how to meet it. Of course, some claims, such as the benefits
of fiber, may be so well accepted that additional clinical stud-
ies are not needed. However, advertisers attempting to sub-
stantiate food health claims through clinical studies may want
to verify that the studies meet the FTC’s new requirements,
including that the studies were conducted on humans, utilized
the same or an essentially equivalent product, and are defen-
sible in light of the entire body of relevant scientific evidence.

At the same time, the FTC has not formally revised or
repudiated the Dietary Supplement Guidelines.>® Those
guidelines state that the “FTC will consider all forms of com-
petent and reliable scientific research when evaluating sub-
stantiation,” though noting that “as a general rule, well-con-
trolled human clinical studies are the most reliable form of
evidence.”? They also do not dismiss the possible relevance
of animal and in vitro studies or reliance on only a single clin-
ical trial (noting that the “quality of studies will be more
important than quantity”). And while they caution advertis-
ers to make sure that differences between their products and
those tested in clinical trials do not affect efficacy, they do not
put the onus on the advertiser to show that differences
between the added and tested products are inconsequential.
In short, there is much in these guidelines that seems incon-
sistent with the FTC’s current stance on the meaning of
“competent and reliable scientific evidence” in the context of
at least some dietary supplement claims. At least one FTC
official has remarked that while the FTC intends to proceed
initially through consent orders, it intends ultimately to mod-
ify the Dietary Supplement Guidelines.*

How Should “Conducted by Different Researchers,
Independent of Each Other” Be Interpreted?

The new definition requires that the two studies be con-
ducted by “different researchers, independent of each other.”
Some food companies have their own in-house research
department, in part in an effort to control costs. If two dif-
ferent researchers within their research department conduct
studies without communicating with each other, will this
suffice or must the company hire at least one outside
researcher? While we think it is likely it will suffice, this is
also a question that FTC staff almost certainly would be will-
ing to address either at the time a company is about to sign
a consent order or during the compliance process.

What Is an “Essentially Equivalent” Product?

The provision that has the greatest potential to create
uncertainty and discomfort is the requirement that any
clinical studies must be conducted on the advertised prod-
uct or an “essentially equivalent” product, which is defined
as one that (1) contains the identical ingredients in identical
amounts, except for inactive ingredients such as binders, col-



ors, fillers and excipients, and (2) has the same form and
route of administration.

In other words, if a company has conducted two clinical
studies on its existing product but wants to create a line
extension by changing a flavor or creating a low-fat variety,
the clinical studies may no longer be studies of an “essential-
ly equivalent” product. Of course, there is an escape hatch.
An advertiser can avoid the essentially equivalent requirement
if it added additional ingredients to the product beyond
those in the product tested and if “reliable scientific evidence
generally accepted by experts in the field demonstrates that
the amount and combination of additional ingredients is
unlikely to impede or inhibit the effectiveness of the ingre-
dients in the Essentially Equivalent Product.”*

However, this carve-out has several limitations. First, it
seems to place the onus squarely on the advertiser to show
that the added ingredients do not alter the efficacy of the
other ingredients. Second, if a company changes the product
in any other way, for example, going from a yogurt to a
drink, or removes an active ingredient unrelated to the active
ingredients for the relevant claim, the carve-out does not
apply, and the company has to do two new clinical studies.
This provision, perhaps more than any of the others, seems
like it could significantly chill product innovation.

This may, however, be a worst-case scenario. No doubt
over time the FT'C will fine-tune this definition as it gains
practical experience with it. The Commission can also exer-
cise prosecutorial discretion in those instances where the
alleged violations seem trivial or nonmaterial. Finally, the
Commission may well interpret the carve-out liberally in
most instances and instead wield the “essentially equivalent”
product definition as a more lethal weapon against those
companies that market products with seemingly little regard
for significant differences between the tested and advertised
products.

Does the First Amendment Have a Role to Play?

First Amendment challenges to government regulation of
misleading commercial speech have met with mixed results.
The FTCs practice of “fencing in,”—e.g., including within an
order products that were not themselves the subject of the
allegedly misleading speech—has been upheld against First
Amendment challenge. For example, in 1982 the Ninth Cir-
cuit held that such a practice was permissible, stating that
“[e]ven truthful commercial speech can be regulated if the
government’s interest in regulation is substantial and if the reg-
ulation directly advances that interest and is not more exten-
sive than necessary.”* The court further noted that “[a]ny
remedy formulated by the FTC that is reasonably necessary to
the prevention of future violations does not impinge upon
constitutionally protected commercial speech.”® The D.C.
Circuit ruled in a 1999 decision, however, that before the
FDA could ban allegedly misleading dietary supplement
claims, the First Amendment required the Agency to consider
whether the use of disclaimers could cure any alleged decep-
tion.*

Most recently, POM Wonderful filed a declaratory judg-
ment action against the Commission, alleging that it has
been asked to sign a consent order containing the new sub-
stantiation language, discussed above, but that the new
requirements violate its First and Fifth Amendment rights, as
well as the FTC’s own procedural requirements.?” As stated in
the complaint the FTC subsequently filed against POM, the
Commission is alleging that POM deceptively claimed that
its 100 percent pomegranate juice and supplements will pre-
vent or treat heart disease, prostate cancer, and erectile dys-
function.’® POM argues that the requirement for FDA preap-
proval violates its First Amendment claims because it cannot
make otherwise truthful, substantiated claims without such
approval. POM further alleges that its Fifth Amendment
rights have been violated because it has invested substantial
time and resources in developing substantiation for its claims
under what it now believes is the FTC’s newly discarded def-
inition of “competent and reliable scientific evidence.” POM
alleges that the FT'C has changed the requisite standard,
meaning that it can no longer lawfully make such claims.
Finally, POM alleges that the FTC changed its substantiation
standard without sufficient administrative due process.
Whether POM is successful in its challenge will obviously
have a significant effect on the future use of this new standard.

Conclusion

The FTC has set out to provide greater specificity in its con-
sent orders as to what evidence is acceptable in some cases to
satisfy its longstanding “competent and reliable scientific evi-
dence” standard for advertising substantiation. Whether the
FTC’s orders in lovate and Nestlé represent a sea change for
how companies go about substantiating health claims for
foods and dietary supplements or whether it will be mostly
business as usual for those companies that have advertised
responsibly in the past remains to be seen. Watch for further
guidance in the form of additional consent orders, compli-
ance actions, speeches, and perhaps a federal court opinion.
In the meantime, companies making such claims would do
well to take a hard look at their claims and particularly their
substantiation to see how they would hold up under these
new definitions.
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