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INTEREST OF AMICUS CURIAE

The interests of the Washington Legal Fourata{WLF) are more fully set forth in its
accompanying motion for leave to file this brigfounded in 1977, WLF is a public interest law
and policy center with supporters in all &dtes. WLF regularly participatesamsicus curiagn
litigation to promote economic liberty, free enterprise, and a limited and accountable
government. In particular, WLF has devotedstantial resources ovtite years to defending
free speech rights, both of individuals and & business community. To that end, WLF has
regularly appeared before this and other fedsmmdlstate courts in cases raising important First
Amendment issues, especialhose involving compelled speecBee, e.g., Johanns v. Livestock
Mktg. Ass’n 544 U.S. 550 (2005))nited States v. United Foods, In633 U.S. 405 (2001);
Glickman v. Wileman Bros. & Elliott, Inc521 U.S. 457 (1997).

WLF strongly objects to government effortscmmpel individuals or corporations to
speak against their willWLF believes that Plaintiffs have a high probability of success on the
merits and supports each oétarguments made in PlaintiffRemorandum in support of the
motion for preliminary injunction (Dkt. 11). Warite separately, however, to address the
Government’s contention thaauderer v. Office of DisciplingrCounsel of Supreme Court of
Ohio, 471 U.S. 626 (1985), supplies the appropriatellef First Amendment scrutiny in this
case. Simply put, the new graphic warnitigs FDA seeks to impose in this case are not
ordinary disclosure requirements of the kind upheldanderer. Rather, they are the sort of
controversial, nonfactualisclosures of whicBauderervery clearly did not approve. Such
ideological messages hanethingto do with protecting comsners from being misled—a
bedrock requirement dfauderer If anything,Zaudereractually highlights the constitutional

defect in the FDA’s position.



WLF also doubts the empirical effectivenesshe FDA’s new warnings regime. No
credible evidence exists that the proposegblgic warnings would accomplish the Government’s
stated goal of reducing smoking rates among aduldschildren. Indeed, FDA’s own regulatory
impact analysis concluded that the estimateglact the new warnings will have on smoking
rates is “not statistically distinguishable fromaé&rIn the absence of any evidence that the new
warnings will “have a significant, positive impact on public health,” there can be no justification
for drastically commandeering the packaging addertising of a peefctly legal product.

STATEMENT OF THE CASE

Plaintiffs, five American tobacco manufacturers, challenge the FDA'’s final rule (“the
Rule”) implementing Section 201 of the Fam8ynoking Prevention and Tobacco Control Act,
Pub. L. No. 111-31, 123 Stat. 1776 (2008peFFDA, Required Warnings for Cigarette Packages
and Advertisements, 76 Fed. Reg. 36,628 (Ae011). Although federal law has long
required warnings regarding the health risksrabking to appear on every pack of cigarettes
and in every cigarette advertisement, the Rule goes much further by commandeering the
manufacturer’s brand and paging in order to convey th@overnment’s own anti-smoking
message, which Plaintiffind objectionable.

Specifically, the Rule requires cigarettermtacturers to prominently display nine new
warnings on their packaging and advertisitigse warnings must occupy the top 50% of the
front andback panels of every cigarette packagetardop 20% of all printed advertising. The
warnings contain text accompadiby controversial graphic imesg} including various images of
diseased body parts and an image of a body ontapsutable. They alstontain the directive
“QUIT-NOW” and urge consumers to call a telephondiheto learn how to stop smoking.
These new warning and labeling requirements will become effective for all cigarette packages

manufactured on or after September 22, 2012 jrnoduced into commee on or after October
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22,2012.

On August 16, 2011, Plaintiffs filed suit (DKt) seeking to inviadate the Rule under
both the First Amendment and the AdministratRrocedure Act, 5 U.S.C. 88 553(b)(3), 705,
706(2)(A). Plaintiffs subsequdy moved for summary judgmeand a permanent injunction
(Dkt. 10) and simultaneously moved for prahary injunction (Dkt. 11). The Government
opposes (Dkt. 18) Plaintiffs’ motion for prelinary injunction. WLF hereby submits this
amicusbrief in support of Plaintiffs’ motio(Dkt. 11) for preliminary injunction.

SUMMARY OF ARGUMENT

The First Amendment guarantees “both tlghtito speak freely and the right to
refrain from speaking at all.Wooley v. Maynard430 U.S. 705, 714 (1977). As a result,
the Supreme Court has repeatedly struckrdlaws that compel a speaker to convey a
message dictated by the government. leféort to side step the Supreme Court’s
longstanding compelled speech jurisprudence, the Government conterdisuitierter v.
Office of Disciplinary Counsel of Supreme Court of QHitl U.S. 626 (1985), supplies
the appropriate level of First Amendmetutiny in this case. Not so.

The new graphic warnings the FDA seékémpose on tobacco manufacturers in
this case are not ordinary disclosoegquirements of the kind upheldZiauderer.
Rather, they are the sart controversial, nonfdaal disclosures thatauderervery
clearly did not allow. Such ideological messages maingto do with protecting
consumers from being misled—a requiremerdadderer If anything,Zauderer
actually highlights the constitutional @et in the City’s reasoning.

Even in the commercial speech context, the &mprCourt has also made clear that it is

the regulators who bear the bund#f justifying treir regulation.See, e.g., Edenfield v. Fane



507 U.S. 761, 770 (1993) (“[T]he party seeking to uphold a restmnicin commercial speech
carries the burden of justifyg it.”). Although the Governmentlars the burden of establishing
the empirical effectiveness of the FDA’s new wags regime, no credible evidence exists that
the proposed graphic warnings would accomplish the Government’s stated goal of reducing
smoking rates among adults and children.ebd] FDA'’s own regulatory impact analysis
concluded that the estimatedpatt the new warnings will ka on smoking rates is “not
statistically distinguisable from zero.”

In the absence of any evidence that the wawnnings will “have a significant, positive
impact on public health,” there can be noificstion for drastically commandeering the
packaging and advertising of arfeetly legal product. WLF reggtfully suggests that before
the FDA imposes the severe warnings and lagekgime of the sort proposed by the Rule, it
ought to have solid evidence that such drasgasures will achieve thrahtended objectives.

ARGUMENT

THE GOVERNMENT’S PURPORTED RELIANCE ON ZAUDERERAND
ITS PROGENY IS ENTIRELY MISPLACED

Plaintiffs’ supporting memorandum ofdaconvincingly demonstrates that the
FDA'’s new Rule cannot withstarahy version of First Amendment scrutiny. It cannot
survive either the strict scrutiny requiredcases where the government seeks to compel
government-preferred speetlpoley v. Maynard430 U.S. 705, 715 (1977), or the
intermediateCentral Hudsornest customarily applied to sonercial speech restrictions,
Central Hudson Gas & Elec. v. Public Serv. Comm4i7 U.S. 557 (1980). WLF will
not repeat those arguments here.

We write separately to refutke Government’s suggestion tlZauderer v. Office

of Disciplinary Counsebf Supreme Court of Ohid71 U.S. 626 (1985), controls this



case. The new mandatory warnings impdsgethe Rule are not ordinary disclosure
requirements of the kind upheldZauderer. Rather, they are the sort of controversial,
nonfactual disclosures of whidauderervery clearly did noapprove. Indeed, the
admonition to “QUIT-NOW” does not “disclos@nything; rather, it is an ideological
message that hasthingto do with protecting consungfrom being misled.

A. Because the Rule is Not Aimed at Preventing Consumer DeceptidtgudererDoes
Not Apply.

In its opposition to Plaintiffs’ motion, the government seeks to invoke the dramatically
reduced standard ofview associated witdaudereron the basis of nothing more than bald
assertions.SeeDkt. 18 at 25 (citingZzaudererfor the proposition thafa] still more relaxed
standard applies when a reguatidoes not preclude the convega of a truthful message but,
as in this case, mandates the inclusion of additional information”). Contrary to the
Government’s claimZaudereroffers no support for the FDA’s First Amendment position in this
case. IrZauderer the Supreme Coudverturneda state court’s reprimand of an attorney for an
advertisement that was neither false nor deceptivsustained the reprimand to the extent that
the advertisement omitted a disclosure thatemtivould be liable for costs in the event a
contingent-fee lawsuit was unsuccessful. Upmgdhe disclosure requirement for the sole
purpose of correcting meshding commercial speectauderercautioned:

We recognize that unjustified or ungildurdensome disclosure requirements

might offend the First Amendment by dhif protected commercial speech. But

we hold that an advertiser'ghts are adequately protectasllong as disclosure

requirements are reasonably relatedttte State’s interest in preventing

deception of consumers.

471 U.S. at 651 (emphasis added). THiasiderersquarely held that disclosure requirements

are permissible only if necessdty dissipate the possibilitgf consumer confusion or

deception.”Id. Indeed, the Court upheld the staiaiposition of a disclaimer only after finding



that the possibility of deception was “self-emd” and that “substantial numbers of potential
clients would be so misled” withothe state’s disclosure ruléd. at 652. By its own terms,
Zaudererapplies only to mandated digsures that servitie government’s interest in preventing
deception of consumers.

If anything,Zaudereractually highlights the constitutial defect in the FDA’s Rule.
And subsequent Supreme Court cases have orffyrmezd that the “reasoidy related” test of
Zaudererhas real teeth. ldnited States v. United Foods, In633 U.S. 405 (2001), the Court
invalidated under the First Amendment a fedezgLirement that mushroom producers pay an
assessment for generic advertising, to whigy thbjected. In itshert opinion, the Court
distinguishedZzauderer

Noting that substantial numbers of potahtlients might be misled by omission

of the explanation, th&Zpuderef Court sustained the requirement as consistent

with the State’s interest in “prevengimleception of consumers.” There is no

suggestion in the case now before us thatmandatory assessments imposed to

require one group of private persong#ay for speech by others are somehow

necessary to make voluntary advegiments non-misleading for consumers
533 U.S. at 416 (emphasis added). Timerdfme, the Court has cautioned tAatidererdoes
not apply unless the state demonstrates an didtaihood that consumers will be misled absent
the disclosure.See e.g. Milavetz, Gallop &iMvetz, P.A. v. United States30 S. Ct. 1324,
1339-40 (2010) (upholding a disclosure requeatdirected at “misleading commercial
speech” but emphasizing thaaudereris limited “to combat[ing] the problem of inherently
misleading commercial advertisements3jickman v. Wileman Bros. & Elligts21 U.S. 457,
490 (1997) (Souter, J., dissenting) (“[Hlowevend the pedigree of such mandates may be, and
however broad the government's authority to impose tAangerercarries no authority for a

mandate unrelated to the intstrén avoiding misleading or @@mplete commercial messages.”);

Pacific Gas & Elec.475 U.S. at 15 n.12 (“Nothing @auderersuggests . . . that the State is



equally free to require [entities] to carryetmessage of third parties, where the messages
themselves are biased against or are eglyresntrary to the [entity’s] views.”).

Here, the mandatory graphic warnings impdsgthe Rule are not necessary to make the
sale of cigarettes non-misleading. Consuraeeswvell aware of the health risks posed by
tobacco; federal law has long required warningsréing the health risks of smoking to appear
on every pack of cigarettes and in every citjaradvertisement. Nor can the government
credibly claim that it requires cigarette maattiirers to convey the message “QUIT-NOW” in
order to somehow prevent consumer deceptiather than merely to discourage consumers
from smoking. Indeed, the FDA does not eelnm that preventing consumers from being
deceived or misled is a primary motivation behind the R8keDkt. 18 at 33 (conceding that
the Rule’s primary purpose is “to effectively convey the negativithheansequences of
smoking on cigarette packages and in advertiserfentmlike unwittingly retaining an attorney
with the expectation of incurrg no expenses only to be skedtiwith legal costs as Bauderer
there is nothing inherently deceptive or misiegdo consumers about buying cigarettes.

The theory underlying the new Rule appdarbe that no rational person would choose
to use tobacco products, and that those who dolasieusly misinformed abouhe health risks.
But that theory is belied by human experiemwekich demonstrates thatdividuals routinely
choose to engage in a wide ramdectivities thabthers would consider overly risky—from
mountain climbing and bungee jumping to eatirdymeeat and sunbathing. As a good friend of
Chief Justice William Rehnquist recently recounted:

| often speculated as to why a mahomwvas smart, disciplined, intellectually

focused and strong-willed could not brebk tobacco habit. Whenever | brought

up the subject, he explained that he kiencould quit. As a matter of fact, he

said that he had gone cold turkey fotesxded periods several times in his life.

But he greatly enjoyed cigarettesndAhe knowingly accepted the trade-offs.
Several times he explained his [smoking Hahian idiom he particularly liked:



“Let’s just say that | anan informed bettor.”
Herman Obermayeimhe William Rehnquist You Didn’t Knp&BA JOURNAL (Mar. 2010). But
satisfying “consumer curiosity @he is not a strong enough staterast to sustain compulsion
of even an accurate, factual statemen in a commercial contextfht’l Dairy Foods Ass’n v.
Amestoy92 F.3d 67, 74 (2d Cir. 1996).

B. Because the Rule Does Not Concern the Disclosure of Purely Factual,
Uncontroversial Information, ZaudererDoes Not Apply.

Zaudererendorsed compelled disclaimer requiremsnotslyfor the purpose of
counteracting potentiallgnisleading messages included inaalvertisement. But the Supreme
Court has never suggested that “companiedeanade into involuntary solicitors for their
ideological opponents.Cent. lll. Light Co. v. Citizens Utility Bd827 F.2d 1169 (7th Cir.
1987). RatherZaudererallowed the state to require tretvertisers “include in [their]
advertisingpurely factualanduncontroversiainformation about theerms under which [their]
services will be available.” 471 U.S. at 651.

The Rule mandates warnings that doenan purport to convey purely factual or
noncontroversial information. Rather, thdfimately communicate “a subjective and highly
controversial messageEntm’t Software Ass’'n v. Blagojevich69 F.3d 641, 652 (7th Cir.
2006). “Such forced association with potahy hostile views burdens” free expression and
“risks forcing [retailers] to speak wherdy] would prefer to remain silentPacific Gas &
Elec, 475 U.S. at 18.

Nor can any potential health hazapdsed by tobacco justify the government’s
invocation ofZauderer The Supreme Court has repeatedjgated assertions that there is a
“vice” exception to the First AmendmenRubin v. Coors Brewing14 U.S. 476, 482 n.2

(1995);44 Liquormart v. Rhode Islan817 U.S. 484, 513-14 (1996). As Justice Stevens



explained:

[T]he scope of any “vice exception” to the protection afforded by the First

Amendment would be difficult, if not impossible, to define. Almost any product

that poses some threat to public healtlpublic morals might reasonably be

characterized by a state legislatureedating to “vice activity.” Such

characterization, however, is anomalasen applied to products such as

alcoholic beverages, lottery tickets,maying cards, that may be lawfully

purchased on the open market.

44 Liquormart, 517 U.S. at 514. So long as the purchasesate of cigarettes continue to be
lawful, there can be no basis for asserting tihathealth hazards posed by tobacco use justify a
relaxation of normal First Amendment constraints on government a@e& United Foods,

Inc., 533 U.S. at 410-11 (“[T]hose whose busgaad livelihood depend in some way upon the
product involved no doubt deem First Amendmentguiodn to be just as important for them as
it is for other discrete, lie noticed groups.”).

For this and other reasons, the Govemirsesuggestion that the graphic warnings
imposed by the Rule are a valid regjfidn of commercial speech und&udererand its progeny
is meritless. Rather than being “factual and uncontroversial,” the question of whether or not to
smoke cigarettes is far more opinion-based eontroversial than a simple disclosure

requirement.

Il. NO CREDIBLE EMPIRICA L EVIDENCE LINKS THE RULE’S NEW GRAPHIC
WARNINGS REGIME TO THE GOVERNM ENT’S STATED OBJECTIVES

Even when the speech on which regulations are imposed is deemed “commercial
speech”™—that is, speech that does no nimasie “propose a commercial transactidBgl’. of
Trustees v. FQx492 U.S. 469, 473 (1989)—courts have madardhat it is the regulators who
bear the burden of justifying their regulatior®ee, e.g., Edenfield v. Far®7 U.S. 761, 770
(1993) (“[T]he party seeking to uphold a region on commercial speech carries the burden of

justifying it.”); Thompson v. W. States Med. CB35 U.S. 357, 373 (2002). The evidentiary



burden is not light; for example, the Governmebtisden of showing that a commercial speech
regulation advances a substangjalernment interest “in a direahd material way . . . ‘is not
satisfied by mere speculation or conjectuagher, a government body seeking to sustain a
restriction on commercial speech must demonsthatiethe harms it recitese real and that its
restrictions will alleviate them to a material degredRtbin v. Coors Brewing Cd614 U.S.

476, 487 (1995) (quotingdenfield 507 U.S. at 770-71).

In none of the cases in which the U.8p&me Court has addressed First Amendment
challenges to regulations on commercial speesht®Court so much as suggested that it was
willing to defer to a legislature’s determinationgaeding the need for such restrictions or their
likely effectiveness. Such willingness wouldibeonsistent with the language quoted above; the
burden of demonstrating thategeh restrictions alleviate rdarms to “a material degree”
would amount to nothing if the governmeputd meet that burden by simply pointing to
legislative fact-finding devoidf any empirical evidence.

WLF respectfully suggests that before tHi@AHmposes the severe warnings and labeling
regime of the sort proposed by the Rule, it oughtave solid evidare that such drastic
measures will achieve their intended objectives. FBubmits that no such evidence exists. In
the absence of any evidence that the new wgsnwill “have a significant, positive impact on
public health,” there can be festification for drastically commandeering the packaging and
advertising of a peefctly legal product.

WLF is aware of no credible evidencatlthe proposed graphic warnings would
accomplish the Government’s stated goal of cettysmoking rates among adults and children.
Indeed, FDA’s own regulatory impact analys@scluded that the estimated impact the new

warnings will have on smoking ratés “not statistically distiguishable from zero.” 76 Fed.

10



Reg. at 36,776. Notwithstanding these underwhmgrfindings, the FDA'’s regulatory impact
analysis purporting to show that graphic wagnabels will reduce smoking rates by even .0888
percent is highly problematic. In fact, ifetlyears 1998 (the yeartiMaster Settlement
Agreement took effect) or 2010 (the year the FR&A's other marketing igrictions took effect)
are excluded, FDA's regulatory impaatalysis would actually show @amcreasein smoking

rates.

The Government purports to rely on soogital studies to saport the notion that
graphic warnings labels will somehow reduce the number of smokers in the United Sésges.
76 Fed. Reg. 36,628 (June 28, 2011). In particularGibvernment toutswgdies suggesting that
the labels appearing on cigarette packagesdadrtisements under the pre-existing warnings
regime have gone largely unnoticed by smokers and non-smdkeg®.g, Fischer, et al.,
“Recall and Eye Tracking Study of AdolesteNiewing Tobacco Advertisements).’ of the
Am. Med. Assoc261: 84-89 (1989); Robinson, et al.,0@igarette Warning Labels Reduce
Smoking: Paradoxical Effects Among Adolescentg¢hives of Pediatrics & Adolescent Mgd.
151(3): 267-72 (1997). But the studies reledby the Government examine only whether
people notice the warnings, not @her the warnings cause peoailter their behavior. In
other words, none of these studoemsiders the likelihood that, evértonsumers do take better
notice of the new graphic warnings, they mayatwose to alter their smoking behavior.

Nor do these studies provide any indicatioat the new graphic warnings are somehow
likely to cause people to altdreir smoking behavior. Rathéhey convincingly demonstrate
that “[g]reater knowledge of wairrg labels on advertisements was not significantly associated
with either an increase or deasse in smoking.” Robinson, et alupra at 271. In fact, “the

observed association between warning labeledge and subsequentreases in smoking

11



may suggest that even itention and recall can be ingmed, cigarette warning labeisay do
more harm than goot Id. at 272. These studies are compies#ient on whether warning
labels are truly the most effective means of deterring smoking.

Many of the studies relieoh by the Government do not even attempt to link the
knowledge and perceived risk of health problems with ara&se in a smokers’ desire and
resolve to quit smoking. For example, one su@ycedes that “[w]hether theories of decision
making and health behavior are correct tlfigotive education aboudlhe seriousness of lung
cancer and other smoking-relatdidease will deter people froemoking or increase smokers’
efforts to quitremains an open questignNeil D. Weinstein, “Pulic Understanding of the
lliness Caused by Cigarette Smokinlyjtotine & Tobacco Research(2), 349-55, at 355
(April 2004). Simply put, nonef the studies relied on bydlGovernment can empirically
attribute any greater effectivess to graphic warning labels opposed to increased public
education and media campaigns drestless drastic approaches.

Unsurprisingly, the FDA fails altogether teference numerous studies demonstrating the
ineffectiveness of adopting graphwarnings of the type contgtated by the Rule. A recent
study by David Hammond—an anti-smoking researamn whom the Government frequently
relies—reluctantly concludes: TThere is no way to attribute . declines [in smoking] to the
new health warnings given that [they] aypitally introduced agains backdrop of other
tobacco control measures, including changg®ice/taxation, mass media campaigns and
smoke-free legislation.” David Hammond, “Healtfarning Messages On Tobacco Products: A
Review,” Tobacco Contrql20: 327-337, at 331 (August 17, 201 Bee alsdslenn Leshner, et
al., “Motivated Processing of Fear Appeal &rdgust Images in Televised Anti-Tobacco Ads,”

23(2)Journal of Media Psychology7-89 (2011) (concluding thtite graphic ads accompanied
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by threatening messages produce a defensivearautiong subjects andhaers them less able
to process and attend to the message, theeslueing the likely effectiveness of the anti-
smoking advocacy).

Because merely emotional responses do aoslate into behavioral change, a recent
study of the effectiveness ohdlar graphic warnings in thgnited Kingdom concludes that,
although the shocking images may have “made sngo@em less attractiVesuch warnings had
no discernable impact on smoking behavi8eeHeather Wardle, et al., “Final Report:
Evaluating the Impact of Picture Warnings@igarette Packets,” Public Health Research
Consortium (2010) (finding “no changes in thedmith or depth of people’s awareness of the
health risks of smoking” aftemplementation in the UniteKingdom of graphic health
warnings).

RAND Europe’s September 2010 Final Repmrt‘Assessing the Impacts of Revising the
Tobacco Products Directive” (the “RAND Rep9iis perhaps the most comprehensive
government study to date of the impact on tobacco consumption of adopting policy measures of
the type contemplated by the RulBeeRAND Europe Final Report on Assessing the Impacts of
Reuvisiting the TobacdBroducts DirectivdSeptember 2010). Incrédly, even though it was
commissioned and funded by the European UritemRAND Report concluded that adoption of
such policy measures would have virtually no atipon tobacco consumption. It concluded that
the effect on tobacco consumption would be lyigimcertain and would at most lead to a 0.5%
reduction in smoking prevalence. Moreover, even those mininpaldts are subject to serious
guestion in light of the exteng\criticism that has been diredtat the RAND Report by leading
experts in the field. For exaoe, the RAND Report includedb quantitative econometric

analysis, failed to consider wther the likely increases in coarfeiting and black market sales

13



would eliminateany reductions in smoking prevalen@sd failed to consider whether the
increased price competition likely to be engendered by plain packaging would have similar
effects.

Ironically, following the notte and comment period, the F3AFinal Rule dismissively
criticized some comments because they “referentmt studies that did not specifically address
graphic warnings on cigarette packages and advertisem&ds/6 Fed. Reg. 36,634. Yet
neither the 1989 Fischer study nor the 198@biRson study repeatedly relied on by the FDA
considered graphic warnings; batbalt solely with textual warnings. As a result, there is
nothing in either study to suggest that a graplaming will somehow receive more attention or
be more effective at deterring smokers th@preexisting textliaarning scheme.

In sum, there simply is no credible eviderthat the regulations imposed by the Rule
would accomplish the legislation’s primary go&areducing the incidence of smoking among
adults and children. In the absence of semdence, there can be little justification for
proceeding with reforms that undoubtedly wouldénauch a major adverse financial impact on

legally operating businesses.
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CONCLUSION
Amicus curia@NVashington Legal Foundation respectfuldguests thahe Court grant
Plaintiffs’ motion for preliminary injunction.
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