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The “Prior

Substantiation”
Doctrine:

An Important Check
On the Piggyback
Class Action

BY DANA ROSENFELD AND DANIEL BLYNN

HERE IS NOTHING TO PREVENT

a private litigant from filing suit against a con-

sumer product advertiser or manufacturer after a

federal regulatory agency, such as the Federal Trade

Commission, takes action against the same com-
pany and obtains full monetary redress for consumers. In fact,
as this propensity towards follow-on or “double-litigation”
has gained momentum, the number of consumer class action
complaints asserting state consumer protection and/or false
advertising law violations has significantly increased over the
past decade.! Moreover, as the number of new securities fraud
class action filings continues to decrease due to the overall
poor state of the economy as well as heightened pleading and
liability standards,” securities class action plaintiffs’ firms may
instead turn to false advertising cases.

A recent trend, however, has emerged alongside the in-
creased number of false advertising/consumer protection class
action filings—plaintiffs are filing class action complaints that
are virtually identical to or rely heavily upon FTC complaints
or federal Food and Drug Administration warning letters.
The cornerstone of these class action complaints is the alle-
gation that the defendants do not possess prior substantiation
(ie., lack a “reasonable basis”) to support the advertising
claims that the plaintiffs are challenging and, as a result, the
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claims are false under state law. The plaintiffs assert that FTC
complaints and settlements and FDA warning letters consti-
tute conclusive findings of legal violations even when the
agencies make explicit statements to the contrary.’ Facing the
risk of high damages awards, many defendants are forced into
large settlements, with most of the settlement proceeds going
to class attorneys in the form of attorneys’” fees and costs,
rather than to the individual consumer class members.* On
the defense side, corporate defendants frequently pass these
settlement costs on to consumers.’

In a series of recent decisions, however, courts have dis-
missed (or granted summary judgment to defendants in)
consumer class actions premised on an “unsubstantiated
advertising” theory of liability, finding the “prior substanti-
ation doctrine”—i.e., the requirement that a defendant sub-
stantiate a claim pursuant to certain FDA and/or FTC stan-
dards—does not apply. The courts’ refusal to allow plaintiffs
to import the prior substantiation doctrine into private class
actions has become a strong defense in false advertising
actions, especially those seeking to piggyback off of FTC
actions and FDA warning letters.

The FTC’s and FDA'’s Roles in

Advertising Substantiation

The FTC is the federal consumer protection agency charged
with safeguarding consumers against “unfair and deceptive
trade practices,” as articulated by Section 5 of the Federal
Trade Commission Act.® It does so through its investigative
powers—either by means of compulsory process (such as the
issuance of a civil investigative demand or subpoena) or an
informal information request seeking voluntary cooperation
(such as with the issuance of an “access letter”)—and chal-
lenges advertising that it finds to be false. Since its 1972
decision in Pfizer,” the Commission also has pursued claims
based on advertisements that contain claims that the agency
believes are unsubstantiated. During the course of an FTC
investigation, the Commission invariably will request that an
advertiser provide the agency with documents and informa-
tion that the advertiser relied upon to substantiate the adver-
tising claims challenged by the agency.

As the FTC reaffirmed in its Policy Statement Regarding
Advertising Substantiation, for an advertisement to be sub-
stantiated, the advertiser must have had a “reasonable basis”
(often in the form of “competent and reliable scientific evi-
dence”) for its advertising claims before they are disseminat-
ed.® If, after the Commission concludes its investigation into
the challenged advertising practices, it believes that the adver-
tiser had a reasonable basis to make the advertising claims at
issue (i.e., that the claims were substantiated by adequate
scientific evidence), the FT'C may administratively close the
investigation.

On the other hand, if the FT'C determines after an inves-
tigation that there is “reason to believe” that a violation of the
FTC Act has occurred, it may issue either an administrative
complaint or file a complaint in federal district court. Like



any other civil complaint, the “issuance of [an] FTC com-
plaint averring reason to believe [that a] defendant violated
[the FTC Act] is not a definitive position but a threshold
determination that further inquiry is warranted, a prerequi-
site to a definitive position that defendant violated [the]
Act.”® In other words, FTC complaints are not talismans
that transform mere allegations into findings of fact or legal
conclusions; rather, they are pleadings that set forth the
Commission’s charges and allegations. Moreover, it bears
noting that:

Regardless of the level of substantiation required . . . [in lit-
igation], the FTC still bears the burden of proving advertis-
ing claims are false or misleading. In other words, the FTC
may administratively impose on an advertiser the burden of
producing evidence to substantiate its advertising claims,
but the FT'C, in an action for false advertising, bears the bur-
den of proving the advertising claim is, in fact, false or mis-
leading.'

For its part, the Federal Food, Drug and Cosmetic Act
(FDCA)"'—enforced by the FDA—requires that a dietary
supplement advertiser have substantiation for its claims. The
FDA generally has adopted the FTC’s “competent and reli-
able scientific evidence” substantiation standard.'* The
agency typically issues a “warning letter” if it believes the
advertiser is in violation of the laws or regulations that the
agency enforces. Like an FTC complaint, an FDA warning
letter is not a final agency action constituting a “finding” of
any violation of law.'? Rather, it warns the recipient that it
should take voluntary, “prompt corrective action” (usually
within fifteen business days) to correct the perceived viola-
tions, and that the failure to do so may result in subsequent
legal action. Unlike an FTC complaint, however, the FDA
typically issues a warning letter before an advertiser has an
opportunity to respond to the agency’s assertions of falsity
and to provide substantiation in support of its claims; it is
very much the beginning of the FDA’s review process.

Often, an advertiser simply will take steps to address the
FDA’s concerns about its advertisements and send a letter to
the FDA documenting such corrective actions. In other
instances, the advertiser will write to the agency and set forth
its reasons why the challenged claims are substantiated and do
not violate the FDCA. In turn, if the FDA is not satisfied
with the substantiation provided, it may bring an enforce-
ment action against the advertiser.

The Prior Substantiation Doctrine and

Private Class Actions

Over the past few years, courts have held that the FTC and
FDA—and not private plaintiffs—retain exclusive authority
to prosecute claims of unsubstantiation. As a result, courts
have dismissed, or awarded summary judgment to defen-
dants in, consumer class actions in which plaintiffs seek to
shift the burden of proof onto the defendants and/or piggy-
back off FT'C complaints and FDA warning letters by alleg-
ing that the respective defendants did not have reasonable

bases to make their claims and, therefore, ipso facto violated
state false advertising laws. The unifying basis for these dis-
missals is the courts’ refusal to apply the “prior substantiation
doctrine” in private class actions; this body of law has become
an important arrow in defense counsels’ quivers.

Fraker v. Bayer Corp. In Fraker, a 2009 class action
brought under California’s Consumer Legal Remedies Act
(CLRA)," Unfair Competition Law (UCL)," and False
Advertising Law (FAL),'® the Eastern District of California
dismissed the plaintiff’s allegations that the Bayer Corpo-
ration lacked substantiation for its “One-A-Day Weight-
Smart” vitamin supplement advertising claims, holding that
the failure to possess a reasonable basis consisting of prior
substantiation is not in and of itself a cognizable claim under
California law."”

The plaintiff in Fraker filed her class action complaint
against Bayer a little less than two years after the FTC con-
currently filed and settled a lawsuit against Bayer alleging vio-
lations of the FTC Act.'”® The FTC settlement, which was
memorialized in a consent decree, prohibited Bayer from,
among other things, advertising unsubstantiated claims
regarding the ability of One-A-Day WeightSmart to enhance
metabolism or promote weight loss. The class action com-
plaint challenged advertising disseminated after the FTC con-
sent decree, stating that One-A-Day WeightSmart “increased
metabolism, enhanced metabolism through its EGCG
[Epigallocatchin Gallate (an extract of green tea)] content,
helped prevent weight gain associated with age-related metab-
olism decline, and helped users control their weight by
enhancing their metabolism.” The plaintiff alleged that those
claims violated the consent decree because they were not sub-
stantiated by reliable scientific evidence and, in turn, violat-
ed the CLRA, UCL, and FAL.”

Bayer moved to strike a number of factual allegations that
were taken from the complaint and consent decree in the
FTC proceeding on the grounds that the paragraphs were
“lifted” directly from documents from other court proceed-
ings in violation of the plaintiff’s attorney’s duty “to assure
that ‘the factual contentions have evidentiary support after a
reasonable opportunity for further investigation of discovery’
as required by Rule 11(b)(3) of the Federal Rules of Civil
Procedure.”?® Bayer also moved to dismiss on similar
grounds, i.e., that the plaintiff failed to allege any factual
predicate for her claims other than those derived solely from
the FTC’s complaint and the consent decree.”’ The court
granted both motions.*”

In its analysis, the court called the plaintiff’s complaint
an “attempt to shoehorn an allegation of violation of the
[FTCA] . .. into a private cause of action,” and recognized
that the FT'C, not private plaintiffs, retains exclusive juris-
diction over ensuring that advertising claims are substanti-
ated: “[T]he [FTC] Act vests remedial power solely in the
Federal Trade Commission and a regulation under the FTCA
does not create a private right of action.”* The court further
elaborated that a private plaintiff cannot avoid her obliga-
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tions to plead and prove that an advertisement is false or

misleading by styling the claim as one for unsubstantiated

advertising:
To successfully allege a claim for false advertising, Plaintiff
has the burden ro plead and prove facts that show that the
claims that Defendants made in connection with [the] prod-
uct are false or misleading. Plaintiff has provided no author-
ity for the proposition that the absence of substantiation
of an advertising claim is, itself, falsity or somehow mis-
leading. . . . [TThe court is unwilling to make that leap. If’
Plaintiffis going to maintain an action against Defendant for
Jalse or misleading advertising, then Plaintiff will be required
to adduce evidence sufficient to present to a jury to show that
Defendant’s advertising claims with respect to [the] Product
are actually false; not simply that they are backed up by sci-

entific evidence.*

Fraker holds that false advertising plaintiffs bear the bur-
den to plead and present facts—independent of FTC com-
plaint allegations or settlement terms—that show the chal-
lenged advertising claims are false or misleading. Plaintiffs
cannot simply allege that the defendant’s claims lack sub-
stantiation and seek to shift the burden onto the defendant
to show otherwise under the CLRA, UCL, or FAL.

Franulovic v. Coca Cola Co. In Franulovic v. Coca
Cola Co.,” the plaindff asserted a New Jersey Consumer
Fraud Act (NJCFA)* claim against Coca Cola on behalf of
a class of consumers, alleging that the company engaged in
fraudulent and deceptive marketing of its “Enviga” green tea
soft drink in violation of the NJCFA. Specifically, the plain-
tiff challenged the veracity of Coca Cola’s advertisements,
which stated that drinking three cans of Enviga daily would
lead to weight loss.

The U.S. District Court for the District of New Jersey
granted Coca Cola’s motion for summary judgment and
denied the plaintiff’s motion for leave to file a fourth amend-
ed complaint, which, among other things, asserted that Coca
Cola advertised Enviga as a calorie burning drink without
prior substantiation.?” Specifically, the proposed fourth
amended complaint alleged that “Coke made [the challenged
weight loss claims] without adequate prior substantiation for
them,” and that the “weight-loss representations for the prod-
uct (whether express or implied) cannot be substantiated
because the small number of studies that exist are conflicting
and inadequate to substantiate the representations.”?® In
opposition to the plaintiff’s motion for leave to amend, Coca
Cola argued, among other things, that the plaintiff bears the
burden under the NJCFA to affirmatively prove that the
challenged representation is false; the plaintiff cannot shift the
burden to the defendant to prove that the claim, in fact, is
true and substantiated.”

The district court held that the proposed amendment to
include a claim that Coca Cola did not have substantiation
to support the challenged weight loss claims would be futile
because “the [NJCFA] does not recognize this theory of lia-
bility.”** The Third Circuit affirmed, holding that “[n]o New
Jersey or Third Circuit decision has applied the prior sub-
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stantiation theory to the [NJCFA], and we, therefore, decline
to do so here.”?!

Pelkey v. McNeil Consumer Healthcare. In Pelkey v.
McNeil Consumer Healthcare,* the U.S. District Court for
the Southern District of Florida rejected a plaintiff’s attempt
to transform an FDA warning letter into a Florida Deceptive
and Unfair Trade Practices Act (FDUTPA)?? violation. In
Pelkey, the FDA issued a warning letter advising McNeil
Consumer Healthcare that its “Listerine Total Care Anti-
cavity Mouthwash” advertising was misleading in violation of
the FDCA. One week later, the plaindiff filed a class action
alleging that McNeil falsely and deceptively advertised Total
Care Anticavity in violation of the FDUTPA. Citing only the
FDA warning letter, the plaintiff alleged that Total Care
“does not ‘fight unsightly plaque above the gum line’ [as
advertised] and, therefore, is false and not substantiated under
the FTC standards applicable to FDUPTA.”*

The district court granted the defendant’s motion to dis-
miss the FDUTPA claim, holding that the plaintiff could not
base its claim on mere allegations that the defendant lacked
substantiation for its mouthwash advertising claims. The
court agreed with McNeil’s argument that the plaintiff “can-
not base her claims on an allegation that Total Care is mis-
branded under the FDCA as this is a federal statute for which
no private right of action exists,” and held that the “FDCA
does not create a private right of action.”® In other words,
under Florida law, a plaintiff cannot state a FDUTPA viola-
tion based on an allegation that an advertiser does not have
substantiation for a challenged advertising claim.

Chavez v. Nestlé USA, Inc. In Chavez v. Nestlé USA,
Inc., the Central District of California dismissed a class action
complaint which claimed that Nestlé violated California’s
UCL and FAL based on alleged deceptive marketing and
advertising practices in connection with its “Juicy Juice Im-
munity and Brain Development” beverages.*® The plaintiff
in Chavez alleged that Nestlé’s immunity and brain develop-
ment claims about its Juicy Juice beverages were false and
deceptive because they were unsubstantiated. Nestlé moved
to dismiss, arguing that false advertising claims cannot be
based upon a lack of substantiation; the court agreed and dis-
missed without leave to amend.

Relying on the Eastern District of California’s Fraker deci-
sion, the Chavez court held that “false advertising claims
cannot be based upon a lack of substantiation.”® The court
reasoned that “[p]laintiff has provided no authority for the
proposition that the absence of substantiation of an adver-
tising claim is, itself, falsity or somehow misleading. . . . /n
short, the government, representing the Federal Trade Com-
mission, can sue an advertiser for making unsubstantiated
advertising claims; a private plaintiff cannot.” %

As in Fraker and Pelkey, the Chavez court recognized that
to rule otherwise would impermissibly shift the burden of
proof to defendants in false advertising cases to show that
their advertising claims, in fact, are substantiated. Specifically,
relying on a California Court of Appeal decision, the court



explained that “there is no basis in California law to shift the
burden of proof to a defendant in a representative false adver-
tising and unlawful competition action. We conclude further
that the [California] Legislature has indicated an intent to
place the burden of proof on the plaintiff in such cases.”

Precision IBC, Inc. v. PCM Capital, LLC. Although
the four cases discussed above arose in the context of class
actions alleging violations of state false advertising and con-
sumer protection laws, there is a well-recognized history of
courts refusing to apply the prior substantiation doctrine in
Lanham Act® litigation as well. A prime example is the
Southern District of Alabama’s decision in Precision IBC,
Inc. v. PCM Capital, LLC.*' In that case, the plaintiff filed
a Lanham Act complaint alleging that the defendant-com-
petitor in the intermediate bulk container (IBC) market
(1) advertised that stainless steel tanks imported from China
(like the ones used by the plaintiff), were “lower quality” and
had “serious quality issues”; (2) advised consumers that they
should “stay away from” and not “take the chance” with
Chinese IBCs; and (3) warned consumers that the “risks
borne of using such units far outweigh the apparent sav-
ings.” The plaintiff claimed that the defendant’s statements
were false and misleading.

The defendant argued that for the plaintiff to prevail on
its Lanham Act claim, it must prove falsity, not just a lack of
pre-existing substantiation.” In support of its position, the
defendant relied heavily upon the following passage from
McCarthy on Trademarks and Unfair Competition:

The issue has arisen as to whether an advertising claim . . .
without preexisting data in support of its truthfulness is nec-
essarily false under [the Lanham Act]. . .. [TThe majority rule
is that plaintiff must prove falsity, not just a lack of preexist-
ing substantiation. The burden is on plaintiff to prove that
the challenged ad is false or misleading, not merely that pre-
advertising clinical or market tests in support of each adver-
tising claim were improperly conducted. The advertising
claims may be true even though the testing basis for the
claims may not support them.®

The Southern District of Alabama agreed with the defen-
dant’s argument and, like the Fraker, Franulovic, Pelkey, and
Chavez courts, concluded that to prevail on its Lanham Act
claim, “the plaintiff must prove falsity, not just a lack of pre-
existing substantiation.” %4

Conclusion

Both the FTC and FDA are stepping up enforcement against
national advertisers, and are basing challenges on the failure
to substantiate health and safety claims for myriad consumer
products and services through consent orders and warning
letters.® In response, private plaintiffs have filed a number of
recent state law consumer protection and false advertising
class actions, which do little if anything more than lift alle-
gations directly from the FTC pleadings and FDA warning
letters. The plaintiffs in those cases typically paint the agen-
cies’ documents as containing legal “conclusions” and “find-

ings” of unsubstantiation which, in turn, are sufficient to state
a claim for false advertising. Courts, however, have uniform-
ly rejected this characterization. Defendants in consumer
class actions and false advertising litigation can avail them-
selves of the courts’ refusal to apply the prior substantiation
doctrine to claims brought by private plaintiffs and take
advantage of this strong defense. Unless and until plaintiffs
are able to plead facts—as opposed to just piggybacking off
of the agency actions—this defense is likely to carry the

day.
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