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INTRODUCTION AND SUMMARY OF THE ARGUMENT

The district court in this case granted a prelimyjajunction against
enforcement of the enhanced warnings required &y&mily Smoking Prevention
and Tobacco Control Act (FSPTCA), which, among ottiengs, mandates that
cigarette packaging and advertising include “c@a@phics depicting the negative
health consequences of smoking.” Pub. L. No. 11,18201(a). Amici curiae
submit this brief to highlight three points to whithe district court failed to give
adequate weight in its decision to grant the infumc

First, by limiting its review of the record to tweDA studies, the court
ignored all the evidence on which Congress religgwit passed the FSPTCA.
That evidence—which includes numerous consumeregsrvscientific studies,
and a consensus of the most respected nationahtardational authorities in the
field—overwhelmingly establishes that existing wags fail to adequately inform
the public of the risks of tobacco use, and thatléinge, graphic warnings required
by the FSPTCA are effective both at raising pulalwareness of the risks of
smoking and promoting public health by reducingatmio use.

Second, the court gave no weight to Congress’'sdstdan ensuring that
consumers are effectively informed about the headthsequences and addictive
iImpact of cigarettes. Federal and state regulatronsinely require disclosure of

products’ threats to health and safety. Given tbhacco is the “leading cause of



preventable death and disease” in the United Statesed. Reg. 69,524, 69,534
(2010) (notice of proposed rulemaking), it is diffit to imagine any product for
which the Congress has a stronger interest in grgaffective warnings.

Third, the district court enjoined all nine of tR®A’s graphic warnings on
the ground that they are not “factual,” but made eftort to examine the
truthfulness of any of thgpecificimages depicted on the warnings. In fact, each of
the warnings illustrates a well-established consaqga of using cigarettes. To the
extent that some of the images are disturbings tecause they truthfully depict
the disturbing consequences of smoking.

INTEREST OF AMICI *

Amici curiae are twelve nonprofit public health anjgzations, consumer
advocacy groups, and physicians’ associatithag for decades have worked to
educate the public about and protect the publimftbe devastating health and
economic consequences of tobacco use. Amici havadbknowledge about the
history of tobacco regulation and the tobacco itrgiss promotional techniques
and are particularly well qualified to assist theu@ in understanding the

substantial public interest advanced by the tobagamings challenged here. A

! This brief was not authored in whole or in partdmunsel for a party. No
person or entity other than amicus curiae or itsinsel made a monetary
contribution to preparation or submission of thigeb



more detailed description of each organizatiomduided in the appendix to this
brief. All parties have consented to the filingtiof brief.

BACKGROUND
The FSPTCA responds to what the Supreme Courtdmsitded as “perhaps

the single most significant threat to public heatththe United States.FDA v.
Brown & Williamson Tobacco Corp529 U.S. 120, 161 (2000). An estimated
443,000 people in this country die each year frobatco-related illnesses, such as
cancer, respiratory illnesses, and heart diseaakinmcigarettes the leading cause
of preventable death in the United States. 76 Red). 36,628, 36,631 (June 22,
2011) (final rule); CDC, Smoking and Tobacco Use: Fast FactsAn
overwhelming majority of adult smokers started singkbefore age 18See
President’'s Cancer Pand?romoting Healthy Lifestyle§4 (2007) (President’s
Cancer Panel Report)And half of the children who become regular smekeill
die prematurely from a tobacco-related disehke.

Although for many years the tobacco industry fetyngnorance of the
addictive nature of its products, the FDA'’s tobacglemaking in 1995 and 1996,

and the extensive findings of Judge Kesslddmited States v. Philip Morris USA,

“Available at http://www.cdc.gov/tobacco/data_statistics/fact esskast
facts/index.htm.

® Available at http://deainfo.nci.nih.gov/advisory/pcp/annual Regtpcp07
rpt/pcp07rpt.pdf.



Inc., 449 F. Supp. 2d 1 (D.D.C. 200&ff'd in relevant part566 F.3d 1095 (D.C.
Cir. 2009), found overwhelming evidence that thdustry’s public statements
were lies.Id. at 852. Moreover, although the tobacco industrydecades denied
that it targeted youth in its advertising, the istly's own documents show that,
early on, it understood the value of creating ssitated advertising messages
directed toward young people and devoted “decaflessearch and development
of strategic plans designed to capture the youttk@ebd National Cancer Institute,
The Role of the Media in Promoting and Reducingatob Usel57 (2008}
Philip Morris, 449 F. Supp. 2d at 676.

In the FSPTCA, Congress adopted a comprehensivef sates governing
the marketing of tobacco products. Plaintiffs iis ttase challenge only one aspect
of the law—its requirement that the FDA ‘“issue ragjons [for cigarette
packaging] that require color graphics depicting tiegative health consequences
of smoking.” Pub. L. No. 111-31, § 201(b). In immienting that requirement, the
FDA consulted with “experts in the fields of healtbmmunications, marketing
research, graphic design, and advertising” to agveal set of proposed warnings.
75 Fed. Reg. at 69,534 (notice of proposed rulenggkiin November 2010, the

FDA published in the Federal Register and on thenegs website 36 proposed

* Available at http://www.cancercontrol.cancer.gov/tcrb/monograp®s
m19 complete_accessible.pdf.



graphic warnings that “depict[] the negative healtimsequences of smoking” and
“illustrate[]] the message conveyed by the accompanytextual warning
statement.” 76 Fed. Reg. at 36,636. The noticefagdt much of the extensive
evidence on which Congress relied in passing the temonstrating both that
existing warnings have failed to adequately edutia¢epublic about the health
risks of tobacco and that larger, graphic warnunggsd in other countries have been
much more effective than text-only labels at inforghconsumers. 75 Fed. Reg. at
69,529-34. That evidence includes numerous conssareeys, scientific studies,
and the conclusions of the Surgeon General, theidenet’'s Cancer Panel, the
National Cancer Institute, the Institute of Medeinand the World Health
Organization.

The agency received more than 1,700 comments “fromarette
manufacturers, retailers and distributors, industgssociations, health
professionals, public health or other advocacy gsp@cademics, State and local
public health agencies, medical organizations,viddial consumers, and other
submitters.” 76 Fed. Reg. at 36,629. Based on tb@senents and on the agency’s
own research on the effectiveness of the propasegdes, the FDA selected nine
graphic warnings to illustrate each of the ninetuak warnings written by

Congressld. at 36,636.



Before the FDA had published its final rule, howevseveral tobacco
companies—including many of the plaintiffs here—e&ube FDA in the U.S.
District Court for the Western District of Kentucklp enjoin the warning
requirements and other provisions of the ActCommonwealth Brands, Inc. v.
United States678 F. Supp. 2d 512, 528-32 (2010), the couectef the plaintiffs’
challenge to the warnings and granted summary jedgro the government on
that issue. The court found “Congress’s decisioretose the content and format
of the tobacco warnings justified” by evidence thla¢ pre-FSPTCA warnings
were largely ignored by consumers and “failledftmvey relevant information in
an effective way.”ld. at 530-31 (quoting Institute of Medicingnding the
Tobacco Problem: A Blueprint for the Nati@®1 (2007) (IOM Report)).The
court also rejected the plaintiffs’ argument thdte" new warnings are too large
and too prominent,” noting the weight of authoighind similar warningdd. at
531. The decision is on appeal to the Sixth Circuit

Plaintiffs filed this second challenge to the waghrequirements soon after
the FDA announced its final rule, seeking injunetixelief and a declaratory
judgment that the warnings infringe their First Amdenent rights. The district
court granted a preliminary injunction, concludititat the warnings constitute

“‘compelled commercial speech.” App. 27. The coejected the government’s

> Available athttp://books.nap.edu/openbook.php?record_id=11795.



argument that the warnings present important faatdarmation about the health
risks of smoking, holding instead that the warniage not “purely factual and
uncontroversial” because they are “unquestionabgighed to evoke emotiond.
at 28. The court subjected the warnings to a stdaitiny standard of review,
concluding that the government had failed to prdkaet the warnings were
narrowly tailored to advance a compelling governmeterest.d. at 30-35.

ARGUMENT
L. Overwhelming Evidence Supports the Revised WarninRequirements.

In concluding that the government had not demotestrahat graphic
warnings are necessary to achieving Congress’s tieabistrict court ignored the
entirety of the record on which Congress relied anacting the warning
requirement. The record as a whole, along with @esgjs findings and years of
experience documenting the effectiveness of lagyephic warnings, amply
support Congress’s conclusion that current warningee failed to adequately
inform consumers, and that requiring larger, grapharnings is necessary to
accomplishing that goal.

A. The Evidence Demonstrates that Large, Graphic Warmgs Are

Necessary to Adequately Inform Consumers of the Ris of
Smoking.

For almost fifty years, Congress and the federaegument have attempted
to better inform the American public about the bteaonsequences of cigarette

smoking—adopting three prior sets of warning lapisisuing repeated reports on

v



the health consequences of smoking, and seekiogytail the industry’s deceptive
health claims. Despite these efforts, Congresstiaamd=-DA found that the public
remains misinformed about the risks of smoking. the FDA concluded,
“[r]lesearch has repeatedly illustrated that theremtrwarnings ... frequently go
unnoticed or fail to convey relevant informatiorgaeding health risks.” 75 Fed.
Reg. at 69,529.

1. Congress’s decision to require large, graphic wgrtabels was based on
decades of experience with the failure of less jpment, textual warnings to
accomplish their purpose. The United States fiegfan requiring cigarette warning
labels in 1966 and has revised the warnings twitgeghenld. at 69,529-30. The
existing warnings—which were last updated in 1984e—amall and easy to
ignore. Id. at 69,530. These warnings occupy only half of tlagrow side of

cigarette packages and are not visible when thkegggs are on display:

SURGEON GENERAL'S WARNING
Smoking By Pregnant Women May |
Result in Fetal Injury, Premature !
Birth, And Low Birth Weight

As a result, the warnings go largely unnoticed twystimers. IOM Report at 291.
Studies show that “small text warnings are assediatith low levels of

awareness and poor recall.” Hammomtkalth Warning Messages on Tobacco



Products: A Revienw20 Tobacco Control 327, 329 (2011). In one stadyhow
well students could remember the contents of ctganeackaging, only 7% of
students in the United States mentioned health ingen Hammond,Tobacco
Packaging and Labeling: A Review of Evideficé2007)° At the same time, in
Canada, where a warning appears on the front op#okage, 83% of students
mentioned the warningkd.

Reviewing the available evidence, the Surgeon Gémancluded in 1994
that empirical studies “consistently indicate th@ Surgeon General’'s warnings
are given little attention or consideration by veea:” Surgeon General’'s Report,
Youth & Tobacco: Preventing Tobacco Use Among Y®Regple168 (1994).
Similarly, the Institute of Medicine concluded thaixt warnings in the United
States receive little notice by smokers. IOM Reptdr290-91. The Institute found
that existing warning labels have been “woefullyfident” at informing
consumers of the consequences of smoking, and reeaded the adoption of
large, graphic warning labellsl. at 291.

2. Extensive research and the FDA'’s findings demotestlteat—despite the
existing warnings—tobacco users in the United Stédé to appreciate the extent

of the health risks associated with tobacco use @anfhct, greatlyunderestimate

® Available athttp://www.tobaccolabels.ca/factsheef/article .
’ Available athttp://profiles.nim.nih.gov/ps/access/NNBCLQ.pdf.



their personal riskSeéWeinstein,Public Understanding of the llinesses Caused by
Cigarette Smoking6 Nicotine & Tobacco Res. 349, 349 (2004) (“[Ejviaough
people recognize that smoking can lead to advess#tthconsequences, they do
not have even a basic understanding of the natmek severity of these
consequences.”); Cumming&re Smokers Adequately Informed about the Health
Risks of Smoking and Medicinal Nicotin@”Nicotine & Tobacco Res. 1, 1 (2004)
(finding that “smokers are misinformed about maspexts of the cigarettes they
smoke ... and that they want more information aboaysimo reduce their health
risks”).

Although smokers generally understand that smogargcause lung cancer,
they are less likely to understand the degreesif. iOne study found that more
than a quarter of smokers did not believe that sngpkcreased the risk of getting
cancer “a lot.” 76 Fed. Reg. at 36,632eWeinstein, 6 Nicotine & Tobacco Res.
at 349 (finding that “lung cancer was the onlyelss that could be identified by a
clear majority of respondents,” and that—even aslung cancer—people
underestimated the fatality rate and overestimbgegth of life). Smokers are also
much less aware of the risk of different forms ahcer and of other health risks
caused by tobacco use. 76 Fed. Reg. at 36,632edndme survey found that
“more than half of the respondents were unableatoena smoking-related illness

other than lung cancerld. Up to a third of smokers also believe that acegtiike

10



exercise or taking vitamins can “undo” most of tiegjative effects of smokin¢d.
Knowledge about the health risks of smoking is ipalrly low in some
demographic groups, including low-income Americand those with fewer years
of educationld. Based on this evidence, the FDA concluded that]Hife most
smokers understand that smoking poses certairstgtati risks to their health,
many fail to appreciate the severity and magnitfd@ose risks.’ld.

Even smokers who can accurately identify statiktisks of smoking are
unlikely to appreciate theownrisk of diseasdd. One study found that only 40%
of smokers believed they had a higher-than-averag§eof cancer, and only 29%
believed they had a higher-than-average risk ofttdseaseld. Among smokers
who smoke 40 or more cigarettes per day, less tfa@inbelieved they were at
increased risk of those diseaskls.Smokers are also more than twice as likely as
nonsmokers to doubt that tobacco use, even fooras as 30 to 40 years, would
cause death. IOM Report at 90. And the FDA fourat #mokers’ understanding
of their personal risk “may be too abstract tohmmught of at the time of purchase”
when warnings fail “to make the relevant risksesati” 76 Fed. Reg. at 36,633.

These problems are particularly serious among yddthat 36,632. The
Institute of Medicine explained that “adolescentisparceive the magnitude of
smoking harms and the addictive properties of toband fail to appreciate the

long-term dangers of smoking, especially when dy@yly the dangers to their own

11



behavior.” IOM Report at 93. Although adolescentsrestimate the risks of lung
cancer, they underestimate the danger of addictian likelihood that they will
suffer tobacco-related disease, and the degredichvemoking can shorten their
lives.Id. at 89-90.

3. In contrast to existing warnings, the effectivenedslarge, graphic
warnings is extensively documented in independeséarch. A recent review of
ninety-four separate studies on tobacco warningsladed that “the impact of
health warnings depends on their size and deskggmimond, 20 Tobacco Control
at 327. “[W]hereas obscure text-only warnings appta have little impact,
prominent health warnings on the face of packagegesas a prominent source of
health information for smokers and non-smokers, ioarease health knowledge
and perceptions of risk and can promote smokingates).” Id. As the court in
Commonwealth Brandecently held in rejecting a tobacco-industry akadle to
the FSPTCA'’s warning requirement, “the governmegtsl is not to stigmatize
tobacco products on the industry’s dime; the gsdbiensure that the health risk
message is actuallgeenby consumers in the first instanc&78 F. Supp. 2d at
530.

Experts agree that package warnings are more @teeparticularly among
youth—when they involve imagery. “[PJictures withaghic depictions of disease

and other negative images [have] greater impagt thards alone ... .” World

12



Health OrganizationReport on the Global Tobacco Epidend4 (2008) (WHO
Report)® seelOM Report at 290-96. Images more effectively dettention to the
message and make it more memorable, while prompbngumers to think about
the consequences of smokil@eeHammond,Tobacco Packaging and Labelirag
10. One study showed that 90% of young people gadr¢hought that picture
warnings were informative and made smoking seermm Hfractive.ld. at 8.
Another study found that children are more likety donsider and talk about
picture warnings on cigarette packaging than natupe warnings.ld. at 9.
Graphic warnings are also important for communingatvith consumers with low
levels of education, given evidence that those wmess “are less likely to recall
health information in text-based messages.” IOMdReat 295;see also idat C-3
(noting that current warnings “require a collegadiag level” and thus “may be
inappropriate for youth and Americans with poordiag abilities”).

In adopting larger, graphic warnings, the Unitedt&t followed a growing
consensus among nations that graphic warnings iogvar substantial portion of
the front and back panels of cigarette packagedharanost effective means of
informing consumers about the risks of smoki@gmmonwealth Brand$78 F.
Supp. 2d at 531. At least 39 countries require lycEpon cigarette packaging,

including Canada, Brazil, Great Britain, Austrakand SwitzerlandSeeCanadian

® Available athttp://www.who.int/tobacco/mpower/2008/en/index.htm
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Cancer Society,Cigarette Package Health Warningd (2010) Thirty-two
countries require at least half of the front andkbpanels of a cigarette container
to be used for warningtd. at 4. There is strong evidence that these warrhags
been effective both in educating consumers and eiuaging smoking.See
Hammond Effectiveness of Cigarette Warning Labels in InfagrSmokers About
the Risks of Smoking: Findings From the Internalomobacco Control (ITC)
Four Country Surveyl5 Tobacco Control iii19 (2006) (concluding tisatokers
“exhibited significant gaps in their knowledge bktrisks of smoking,” but that
smokers in countries with larger, graphic warnimgsl more knowledge of the
risks). Citing the success of warnings in thesentes, the World Health
Organization recommends that warnings, includinghbpictures and words,
“should cover at least half of the packs’ main thgpareas and feature mandated
descriptions of harmful health effects.” WHO Repoat 34; see also
Commonwealth Brangd678 F. Supp. 2d at 531.

B. The District Court’s Exclusive Focus on FDA Studiedgnores the

Overwhelming Weight of Evidence Demonstrating the VErnings’
Effectiveness.

The district court ignored the entirety of the neton which Congress relied

in adopting the new warning requirements. Instéadingled out for criticism a

° Available at http://tobaccofreecenter.org/files/pdfs/en/WL_stateport
en.pdf.
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regulatory-impact analysis and consumer study ccteduby the FDA to help it
choose specific images to illustrate the textuatmvays. But those studies were
conducted afteCongress had already adopted the graphic warniqgiresment,
were not designed to assess whether the warnirgsecessary, and do not
undermine the overwhelming weight of evidence sujopy the effectiveness of
graphic warnings.

1. The district court concluded that the FDA’s regofgtimpact analysis
failed to establish that tobacco use in Canadardetlafter that country adopted
graphic warnings similar to those required by tiFCA. App. 19-20 & nn.9-10.
The agency’s analysis, however, was never desigmedrry that burden. As the
FDA explained, its regulatory-impact analysis wabjsct to a “large uncertainty”
because it was based on “very small data sets”dapeénded on unmeasurable
differences between the “social and policy climatehe U.S. and Canada.” 76
Fed. Reg. at 36,721. Although, based on this ldndata, the agency could “not
reject, in a statistical sense, the possibilityt tine rule will not change the U.S.
smoking rate,” it also could not reject the podsibthat the rule would lead to
significant reductions in tobacco use and thusngsvio the American publi¢d.
The agency’s best estimate was that the warninggda@ause 213,000 people to

quit smoking by 2013d.
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Moreover, the FDA'’s difficulty in quantifying themipact of the rule on
smoking prevalence does not undermine the othensixte evidence—set forth in
detail in the FDA'’s notice of proposed rulemakingddinal rule, but ignored by
the district court—that Canada’s warnings were ctife both in substantially
reducing tobacco use and in communicating inforomato consumers. Studies
show that Canadian smokers who have read, thounghit,aand discussed graphic
labels were more likely to have quit, tried to quit reduced their smoking. IOM
Report at 295. One-fifth of Canadian smokers daad they smoked less, and one-
third said they were more likely to quit, becaudetlee warnings.ld. Former
smokers also identified the pictorial warnings mportant factors in quitting and
in subsequently remaining nonsmokeds.

There is also strong evidence that pictorial wagaim Canada have been
effective in deterring children from taking up smuk Approximately six years
after the introduction of pictorial warnings, mdhen 90% of surveyed Canadian
youth agreed that pictorial warnings on Canadigarette packages had provided
them with important information about the healtmsequences of smoking and
made smoking seem less attractive. Hammond, 20ctob@ontrol at 330. Given
this and other evidence, the Canadian Supreme Goanimously rejected a

challenge to the warnings by tobacco companiesethewncluding that “[t]he
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benefits flowing from the larger warnings are cleg€anada v. JTI-Macdonald
Corp, [2007] S.C.C. 30 1 139.

Studies of warnings outside Canada back up thislgsion.See generally
Hammond, 20 Tobacco Control 327. For example, dystf graphic warnings
introduced in Australia in 2006 found that the fgelported impact” of tobacco
use “increased significantly” after the country ptbal the enhanced warnings.
Borland, Impact of Graphic and Text Warnings on Cigaretteck®a Findings
From Four Countries Over Five Year$8 Tobacco Contrd58, 359-60 (2009).
The study concluded that Australia’s experiencerefggthened the existing
evidence that reactions to warnings predict subssoguitting.”ld. at 359. Other
studies have found similar effects of graphic wagsiin other countrie§ee, e.g.
FathelrahmanSmokers’ Responses Toward Cigarette Pack Warnirgelgain
Predicting Quit Intention, Stage of Change, andf-&fficacy 11 Nicotine &
Tobacco Res. 248 (2009) (Malaysia); Vardavasdolescents Perceived
Effectiveness of the Proposed European Graphic dab&Varning Labelsl9 Eur.
J. Pub. Health 212 (2009) (European Union).

2. The district court also singled out the FDA’'s camen research for
criticism, concluding that it failed to demonstrdthether any singular graphic
warning was effective on its own terms.” App. 32kd_the agency’s regulatory-

impact analysis, however, its consumer research neasdesigned to provide
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independent proof of the effectiveness of grapharnmgs, which had already
been demonstrated by a large number of indeperstieties. Rather, the purpose
of the study was to test theetative efficacy” of each of the 36 graphic warnings
proposed in the agency’s notice of proposed rulemgaleDA, Experimental Study
of Graphic Cigarette Warning Labels1 (2010) (FDA Study) (emphasis added).

The study tested the effectiveness of each propgsaphic by exposing
participants to a single viewing of one of the wags and measuring both the
participants’ immediate reaction and their abilityrecall the warning’s content
later. Id. at 1-3. Such measurements are relevant in evafudatie relative
effectiveness of warnings because evidence denadestthat a warning’s effect
on long-term changes in knowledge and behavior mbigpeon the viewer’s
“immediate emotional and cognitive reactions” te tlwarning.ld. at 4-1. As the
study’s authors explained, a strong immediate m@actenhances recall and
processing of the health warning, which helps endbat the warning is better
processed, understood, and remembered &t 1-2. These “immediate responses”
lead to “later recall of the message and changksawledge, attitudes, and beliefs
related to the dangers of tobacco use and expdsusecondhand smoke,” and
“eventually ... to changes in intentions to quit/sgmoking.”Id.

The study concluded that “[m]ost of the [proposed}fning images elicited

strong emotional and cognitive responses compargd gontrols,” and that
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participants’ recall of the images was strong—egoege 70% even one week after
viewing. Id. at 4-1, 4-2. Moreover, the images adopted by thA KDits final rule
were generally more likely than other proposed iesatp be memorable and to
make an impact on the viewer. Of the graphics megdo illustrate the warning
“cigarettes are addictive,” for example, the stddynd that the FDA’'s chosen
image of a man blowing smoke from a tracheostomg in@s most likely to elicit
a strong reaction from the viewdd. at 3-2, 3-4, 4-2.

Although these findings suggest that the FDA'’s elmogarnings are likely
to lead to long-term effects on consumers’ attitudad behaviond. at 4-1, the
study was not intended to detect or measure suattErm effects directly. The
effectiveness of graphic warnings on tobacco paokagomes not from a single
exposure, but from repeated exposure at the mowleen the viewer is deciding
whether to purchase or use tobacco. As the FDAaexgd, “pack-a-day smokers
are potentially exposed to warnings more than 7{008s per year.” 76 Fed. Reg.
at 36,631. But changes in behavior “are unlikehb&immediate or short-term,”
FDA Study at 1-2, and thstudy’s design did “not allow for assessment of the
effect [of] repetitive viewing of the graphic wangj labels.”ld. at 4-5.

Even given these limitations, the study found thefter only a single
viewing, several of the images had a significarmast on beliefs about the health

risks of smokingld. at 4-3. And although the study—as expected—didfimok
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“strong evidence” that the warnings increased si®jentention to quit smoking
after a single viewing, several of the images shibwestatistically significant
impact on the intention to quit in at least one gl@ngroup.ld. Far from casting
doubt on the graphic warning requirement, the weysii ability to createany
measurable effect on smokers’ beliefs and intertiboquit after only one viewing
powerfully demonstrates the warnings’ effectiveness

[I.  The District Court Failed to Give Weight to Congres’ Interest in More
Effectively Informing Consumers About the Health Efects of Smoking.

A. Even if the evidence that the revised warnings dld to a reduction in
smoking were not as compelling as it is, the Fmstendment would not prohibit
the government from requiring tobacco companiesntwre effectively inform
consumers about the risk of serious injury and ldeatused by their products.
Because “the extension of First Amendment protactm commercial speech is
justified principally by the value to consumers tbe information such speech
provides, ... the First Amendment interests implidabg disclosure requirements
are substantially weaker than those at stake wpeac$ is actually suppressed.”
Zauderer v. Office of Disciplinary Counsel of SupeeCourt of Ohip471 U.S.
626, 651 & n.4 (1985). Unlike prohibitions on speedisclosure requirements
have no potential to “offend the core First Amendingalues of promoting

efficient exchange of informationNat'l| Elec. Mfrs. Ass’n v. Sorrell272 F.3d
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104, 113-14 (2d Cir. 2001). Indeed, such “disclesiurrthers, rather than hinders
the First Amendment goal of the discovery of trutd. at 114.

Numerous other laws require advertisers to inclialth and safety
warnings that are necessary for consumers to uadersthe risks they will
undertake if they heed the advertiser's commemnedsage. For example, the FDA
mandates warnings on drug labels, including prontifiglack box” warnings that
emphasize particular hazards. 21 C.F.R. § 201.%&wise, the Federal Trade
Commission mandates disclosures by automobile deafewarranty information
in “Buyers’ Guides” on used cars, 16 C.F.R. § 45fecifying format and
content of form required to be displayed on winduwwsed car offered for sale to
consumers), disclosures in connection with pronmotibfranchising opportunities,
id. 8§ 316.1, and disclosures of relationships betvaseendorser and a seller of a
product,id. § 255.5. “There are literally thousands of similagulations on the
books, such as product labeling laws, environmesfall reporting, accident
reports by common carriers, [and] SEC reportingoasorporate lossesPharm.
Care Mgmt. Ass’n v. Rowd29 F.3d 294, 316 (1st Cir. 200Sge also Sorrell272
F.3d 104 (upholding a Vermont law requiring mantdegrs to inform consumers
that products contain mercury and should be redystedisposed of as hazardous

waste).
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The First Amendment does not prohibit the goverriniesm compelling
such warnings. InZauderer for example, the Supreme Court upheld the
constitutionality of a state bar disciplinary rugguiring attorneys who advertised
contingent-fee representation to disclose thantdienay still have to bear certain
costs.See471 U.S. at 633. Notably, the Court did not reguire state to show that
the disclosures would affect consumers’ decisidiather, the Court held the
disclosure to be justified because the averageucoeis might not understand the
difference between fees and costs.Similarly, the Court inMilavetz, Gallop &
Milavetz, P.A. v. United Statespheld a federal law requiring “debt relief
agencies” to disclose, among other things, thair thssistance “may involve
bankruptcy relief.” 130 S. Ct. 1324, 1339 (2010yaM, the Court did not require
evidence that the disclosure would change consurekavior. Noting that “the
less exacting scrutiny described #auderer governs” when “the challenged
provisions impose a disclosure requirement ratiem an affirmative limitation on
speech,” the Court held the government’s burdepetsatisfied by “[e]vidence in
the congressional record demonstrating a pattermdeértisements that hold out
the promise of debt relief without alerting consusn® its potential costld.

B. The district court here discounted the governmefitiformation goal”
on the ground that, “[a]s best as [it could] discer. the Government’s primary

purpose is not, as it claims, merely to inform.”"pAB1-32. In refusing to credit the
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government’s interest, the court failed to considee powerful evidence
demonstrating that graphic warnings are highly atffe at increasing public
awareness about the risks of tobacco. In studiesCahadian smokers,
“approximately 95 percent of youth smokers and @bcent of adult smokers
report that the pictorial warnings have been eiffecin providing them with
important health information,” and more than halégorted that the pictorial
warnings have made them more likely to think alibathealth risks of smoking.”
IOM Report at 294. Moreover, in a recent study afenthan 8,000 smokers from
Canada, Australia, the United States, and the Wriimgdom over a five-year
period, 85% of Canadian respondents cited packages source of health
information, compared to only 47% of U.S. smok&mwrland, 18 Tobacco Control
at 358. Like the required disclosure Zauderer the warnings thus ensure that
consumers are better informed about the produ&yg #re purchasing, thereby
serving the same constitutional purpose as doesdhenercial speech doctrine
itself.

lll.  The Graphic Warnings Truthfully Inform Consumers of the Risks of
Smoking.

The district court did not question the accuracyhaf new textual warnings
required by Congress, which truthfully state, amotiger things, that cigarettes are
addictive; that they cause cancer, fatal lung disestrokes, and heart disease; and

that “[q]uitting smoking now greatly reduces sesothreats to your health.”
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FSPTCA 8§ 201(a). A€ ommonwealth Brandseld, these statements are “objective
and [have] not been controversial for many decad®8 F. Supp. 2d at 531-32.
Instead, the court held that the graphic imagesmpanying the textual warnings
“cross the line from information to advocacy” besauhey are “designed to evoke
emotion.” App. 35 n.28. Yet the specific graphicrmags chosen by the FDA—
like the textual warnings they accompany—truthfulgonvey the health
consequences of smoking. Each image “illustratitjslmessage conveyed by the
accompanying textual warning statement” by depgctesmoking risks that are
“well-established in the scientific literature.” F&d. Reg. at 36,636, 36,641.

The First Amendment does not prohibit mandatoryniveys that may make
consumers uncomfortable. The requirement that drugpanies disclose side
effects in prescription-drug advertisements, faaragle, does not violate the First
Amendment because it requires discussion of camditthat may disgust some
consumers,see 21 C.F.R. §202.1(e), and the required skull-amdsivones
warning on bottles of poison is not unconstitutidmecause it is intended to deter
inappropriate useseel6 C.F.R. § 1500.14. On the contrary, the evidemcehich
the FDA relied demonstrates that the “saliencefmphic warnings is critical to
the warnings’ effectiveness. 76 Fed. Reg. at 3630 BeelOM Report at C-3. As
the agency explained, the “overall body of scientiferature indicates that health

warnings that evoke strong emotional reactions ecdan individual’s ability to
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process the warning information.” 76 Fed. Reg. @68&1. By “eliciting strong
emotional and cognitive reactions,” the warningshance][] recall and information
processing, which helps to ensure that the warisingetter processed, understood
and remembered,” and increases understanding @& &ktent to which an
individual could personally experience a smokinigtexl disease.ld. at 36,641,
36,642.

The district court focused on the warnings’ inatusof the national quitline,
1-800-QUIT-NOW, as an example of prohibited “adwca App. 35 n.28. A
phone number, however, is not a form of advocaag;information for consumers
about the availability of assistance to help thaumt.dStrong scientific evidence
demonstrates the value of providing this informatiAs the Institute of Medicine
found, quitlines have proved “effective ... in helginndividuals to stop
smoking”—increasing smoking abstinence by as mucBtato 50%. IOM Report
at 237. The U.S. Public Health Service similaripcaded that smokers who use
telephone quitlines are significantly more sucadssf quitting than those who get
little or no counseling. U.S. Pub. Health Ser€ljnical Practice Guidelines,
Treating Tobacco Use and Dependence: 2008 Up@dt®2 (2008)° These

conclusions are consistent with well-establisheddence confirming that by

19 Available at http://www.surgeongeneral.gov/tobacco/treating_t¢eba
use08.pdf.
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providing a direct and immediate cue for actionflopes significantly increase the
likelihood of changes in behaviofeg e.g, Abrams,Boosting Population Quits
Through Evidence-Based Cessation Treatment an@y&8 Am. J. Preventative
Med. Supp. S351 (2010).

In addition to the quitline, each of the graphiammags provides undisputed
factual information about the health risks of snmgki

A.  “Smoking can kill you.”

To illustrate the warning “smoking can kill youlie¢ FDA chose an image
of a body on an autopsy table. The image truthfilllystrates the uniquely
dangerous nature of cigarettes, which, unlike ahgroconsumer product, kill up
to half of the people who use them as they arexded to be used. WHO Report at
8; President's Cancer Panel Report at 61. Tobadt® & estimated 443,000
people in the United States every year—more “thdldSA alcohol, illegal drug
use, homicide, suicide, and motor vehicle crastwsabmed.” 75 Fed. Reg. at
69,526.

The district court did not question these well-Bbshed facts, instead
criticizing the government for failing to introdu€evidence that smoking causes
autopsies.” App. 28-29 n.18. But whether smokecgive autopsies after they die
Is not material to the message conveyed by the ingrAthat smoking causes

death. Given that cigarettes are the leading cadisgreventable death in the
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United States, plaintiffs cannot dispute that theage of a corpse depicts “a
realistic outcome of the negative health consegeenaused by smoking.” 76 Fed.
Reg. at 36,655.

B. “Cigarettes are addictive.”

The graphic illustrating the statement “cigareties addictive” shows a man
holding a cigarette and blowing smoke from a trash@my hole in his throat.
Doctors use tracheostomies to relieve obstructidriee airway caused by cancer
of the larynx, pharynx, or esophagus—all of whiale &@aused by smoking.
Surgeon General's Repofthe Health Consequences of Smolé2g67 (2004§!
The image graphically conveys a well-documented dout cigarettes—they are
so addictive that many smokers are unable to reakabit even after undergoing
surgery for a smoking-related illnesSee, e.g.Cooley, Smoking Cessation Is
Challenging Even for Patients Recovering from Lu@gncer Surgery With
Curative Intent 66 Lung Cancer 218 (Nov. 2009); Walk&moking Relapse
During the First Year After Treatment for Early-§& Non-Small-Cell Lung
Cancer 15 Cancer Epidemiology Biomarkers & Prevention 228¥0 (2006).

C. “Tobacco smoke can harm your children.”

The graphic warning the FDA chose to illustrate gtatement “tobacco

smoke can harm your children” depicts a man smokihde holding a baby. This

1 Available at http://www.cdc.gov/tobacco/data_statistics/sgr/2DRtex.
htm.
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warning visually conveys the risks of secondhandlsaron children. Exposure to
secondhand smoke harms children by causing suaddkmt death syndrome, slow
lung growth, respiratory infections, ear problemarsgd asthma attacks, among other
problems. Surgeon General's Repodrhe Health Consequences of Involuntary
Exposure to Tobacco Smaok@-14 (2006)?

D. “Smoking during pregnancy can harm your baby.”

The FDA chose a cartoon image of a baby in an iatrlto illustrate the
warning “smoking during pregnancy can harm yourygali\gain, the image
accurately illustrates the text of the warning degicts a realistic consequence of
smoking. Smoking “causes poor birth outcomes swlpramaturity, low birth
weight, [and] respiratory problems in the newboraiong other problems. IOM
Report at 29; Surgeon General’s Report (2006) &t4l3As the graphic suggests,
an incubator is a common form of treatment for ealborn with these kinds of
problems. Tobacco use is also responsible for oserous complications,
resulting in 1,900 to 4,800 infant deaths from pa&tal or pre-birth disorders and
1,200 to 2,200 deaths from sudden infant deathreymel SeeDiFranza,Effect of
Maternal Cigarette Smoking on Pregnancy Complicsticand Sudden Infant

Death Syndromel0J. Family Practice 385, 385 (1995).

12 Available at http://www.cdc.gov/tobacco/data_statistics/sgr/2D0&x.
htm.
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E. “Cigarettes cause cancer.”

The warning “cigarettes cause cancer” is illusttaby an image of oral
cancer. According to the Centers for Disease Cbatnd Prevention, smoking is
the primary risk factor for approximately 75% ofabrancer cases in the United
States. CDCPreventing and Controlling Oral and Pharyngeal Can¢August
1998)*2 The warning communicates a risk of smoking of whitany smokers and
potential smokers are unaware. Although most yquenaple know that cigarettes
cause lung cancer, they typically do not understdnadrisk of other forms of
cancer, including oral canc&eéWeinstein,Public Understanding of the Ilinesses
Caused by Cigarette Smokjr@yNicotine & Tobacco Res. at 352.

F.  “Cigarettes cause fatal lung disease.”

The warning “cigarettes cause fatal lung diseasellustrated by the side-
by-side images of diseased and healthy lungs. fages truthfully illustrate the
risk of lung cancer, emphysema, and a variety bémotung diseases caused by
smoking. SeeSurgeon General's Report (2004) at 61, 508. Inddesl ,warning
closely resembles images in the Surgeon Gener8ll® 2eport illustrating the

effects of emphysema caused by smoking. Surgeorer@én Report, How

3 Available at http://www.cdc.gov/immwr/preview/mmwrhtml/00054567.
htm.

29



Tobacco Smoke Causes Disedd® (2010) Overall, nearly 129,000 people in
the United States die each year from smoking-réldiag and bronchial cancer.
CDC, Smoking-Attributable Mortality, Years of Potentidlife Lost, and
Productivity Losses—United States, 2000-2@BD8)*°> Smoking increases the risk
of death from emphysema and bronchitis by a faotdO, and the risk of death
from lung cancer by a factor of 22 among men ardctor of nearly 12 among
women. CDC Tobacco-Related Mortalit{? Among youth, smoking causes health
effects even before it becomes a lifelong habitjuiding respiratory symptoms,
reduced physical fitness, and stunted lung groftésident’s Cancer Panel Report
at 64.

G. “Cigarettes cause strokes and heart disease.”

The warning “cigarettes cause strokes and heartigles is illustrated by the
depiction of a patient wearing an oxygen mask—amom treatment for heart
disease. There is no question that smoking draaiigtimcreases the risk of both

heart disease and strol&eeSurgeon General’'s Report (2004) at 26-27, 363-4109.

1 Available athttp://www.surgeongeneral.gov/library/tobaccosmodgdrt/
full_report.pdf.

> Available at http://www.cdc.gov/immwr/preview/mmwrhtml/mm5745a3.
htm.

1 Available at http://www.cdc.gov/tobacco/data_statistics/fact eséie

health_effects/tobacco_related mortality/index.htm.
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Smoking triples the risk of death from heart digeasiong middle-aged men and
women. CDCTobacco-Related Mortality

H. “Tobacco smoke causes fatal lung disease in nonskeos.”

The FDA illustrated the warning “tobacco smoke esustal lung disease in
nonsmokers” with the image of a woman crying, illasng the societal and
emotional costs of secondhand smoke. Exposurecmndband smoke increases
the risk of developing lung cancer by 20 to 30%.CGC[Health Effects of
Secondhand Smake The pain of losing a loved one, and the sufferirgn
smoking-induced ilinesses, are part of smokinga censequences, but “[s]urveys
have demonstrated that individuals have little kieolge of the reality of the pain,
suffering and despair” caused by tobacco &&elip Morris, 449 F. Supp. 2d at
578. There is nothing misleading about depictiraséhconsequences.

l. “Quitting smoking now greatly reduces serious risksto your
health.”

The final graphic warning depicts a man wearingedhirt with the words
“I quit” and the image of a crossed-out cigarettdéobody—including the
plaintiffs—disputes that quitting greatly reducesahh risks. As the Surgeon
General concluded, “quitting smoking has immedssavell as long-term benefits,

reducing risks for diseases caused by smoking @updoving health in general.”

' Available at http://www.cdc.gov/tobacco/data_statistics/fact esbie

secondhand_smoke/health_effects/index.htm.
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Surgeon General’'s Report (2004) at 25. Indeedimider tobacco companies make
almost identical statements on their own websftes.
* * *

In sum, each of the graphic warnings illustratesedi-documented health
consequence of smoking in an easy-to-understand namahorable way. The
graphics thus fulfill the purpose of the warninge:increase consumer knowledge
and understanding of the health risks of smokii@§.Fed. Reg. at 36,642.

CONCLUSION

The district court’s decision granting a prelimyanjunction should be

reversed.
Respectfully submitted,

/s/IGregory A. Beck

Gregory A. Beck

Allison M. Zieve

Public Citizen Litigation Group
1600 20th Street NW
Washington, DC 20009
202-588-1000

Attorneys for amici curiae American Academy of
December 19, 2011 Pediatrics, et al.

' For example, Lorillard’s website states: “Althoughitting smoking can
be very difficult, smokers who want to quit shotilg to do so. Quitting greatly
reduces the health effects of cigarette smokingttp:Mwww.lorillard.com/
responsibility/smoking-and-health/. Similarly, R.Reynolds’'s website states:
“Quitting cigarette smoking significantly reducdsetrisk for serious diseases.”
http://www.rjrt.com/prinbeliefs.aspx.
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ADDENDUM



The foregoing brief is submitted on behalf of tbBdwing organizations:

The American Academy of Pediatrics (AAP), founded 930, is a national,
not-for-profit organization dedicated to furtheritige interests of children’s health
and the pediatric specialty. Since its inceptitve, inembership of AAP has grown
from the original group of 60 physicians specialgzin children’s health to 60,000
primary care physicians, pediatric medical subspists, and pediatric surgical
specialists. Over the past 80 years, AAP has becanm@owerful voice for
children’s health through education, research, eaey, and expert advice and has
demonstrated a continuing commitment to workinghwibspitals and clinics, as
well as with state and federal governments to ptdtee well-being of America’s
children. AAP has engaged in broad and continuffeste to prevent harm to the
health of children and adolescents caused by tkeofigobacco products and
exposure to second-hand tobacco smoke.

The American Cancer Society, Inc. (ACS) has moi@n tkhree million
volunteers nationwide, including 50,000 physiciafile organization works to
eliminate cancer as a major health problem by pr&vg cancer, saving lives, and
diminishing suffering from cancer, through researetiucation, advocacy, and
service. Since its founding in 1913, ACS has cotethgroundbreaking research
to identify the use of tobacco products as a megmurse of cancer and worked to

educate the public about its deadly effects. Theeean Cancer Society Cancer
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Action Network (ACS CAN) is the advocacy affiliaté ACS, helping to educate
government officials on public policies that affecancer, including critical
tobacco control measures. ACS CAN has nearly halmilion grassroots
advocates nationwide, many of whom worked to haksghe FSPTCA.

The American Heart Association (AHA) is a voluntdmgalth organization
that, since 1924, has helped to protect peopldl @gas and ethnicities from the
ravages of heart disease and stroke. AHA is onthe@fworld’s premier health
organizations, with local chapters in all 50 statesswell as in Washington, D.C.
and Puerto Rico. AHA invests in research, profesdi@and public education, and
advocacy so people across America can live strohgreger lives. AHA has long
been active before Congress and regulatory ageoni¢sbacco and other health-
related matters and has petitioned the FDA on akwvecasions seeking regulation
of cigarette and other tobacco products under tdoel FDrug, and Cosmetic Act.

The American Legacy Foundation is dedicated todmg a world where
young people reject tobacco and anyone can qué.fdindation was established
in March 1999 as a result of the Master Settlemgneement reached between the
attorneys general in 46 states and five U.S. tereis and the tobacco industry. The
foundation develops programs that address the hheddfects of tobacco use
through grants, technical assistance and trainygjth activism, strategic

partnerships, counter-marketing and grass rootketing campaigns, research,
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public relations, and outreach to populations dipprtionately affected by the toll
of tobacco.

The American Lung Association (ALA) is the nationdddest voluntary
health organization, with 120,000 volunteers arfdiaes in all 50 states and the
District of Columbia. Because cigarette smoking imajor cause of lung cancer
and chronic obstructive pulmonary disease, ALA loag been active in research,
education, and public policy advocacy on the advdmsalth effects of tobacco
products. ALA has advocated for the regulationotaicco products for more than
two decades.

The American Medical Association (*AMA”), an lllin® non-profit
corporation founded in 1847, is the largest assiociaof physicians and medical
students in the United States. Additionally, throwgate and specialty medical
societies and other physician groups seated iddtsse of Delegates, substantially
all U.S. physicians, residents and medical studardsrepresented in the AMA’s
policy making process. The objectives of the AMA& & promote the science and
art of medicine and the betterment of public healthe AMA has developed
expertise in the pharmacology of nicotine, thedaffects of cigarette smoke, and
the societal implications of tobacco usage. Forynaars, the AMA has been one

of the leading anti-smoking organizations in thetébh States.
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The American Public Health Association (APHA) is@ional organization
devoted to protecting Americans and their commesifrom preventable serious
health threats. Founded in 1872, APHA is the warldldest and most diverse
public health organization. APHA represents a braady of health providers,
educators, environmentalists, policymakers, andlttheafficials at all levels
working both within and outside governmental orgations and educational
Institutions. APHA advocates for national tobacomtcol measures to protect the
public’s health from the adverse effects of tobgmamucts.

Campaign for Tobacco-Free Kids works to raise amese that cigarette
smoking is a public health hazard by advocatinglipupolicies to limit the
marketing and sales of tobacco to children, argfrialj the environment in which
tobacco use and policy decisions are made. TobBm®Kids has more than 100
member organizations, including health, civic, cogte, youth, and religious
groups dedicated to reducing children’s use of¢obgroducts.

The Citizens’ Commission to Protect the Truth wasmied to promote
public education to discourage smoking by childaenl teens. The Commission
has assembled all former U.S. Secretaries of He&tlucation, and Welfare,
former U.S. Secretaries of Health and Human Sesyiead all former U.S.

Surgeons General and Directors of the Center fee&ie Control and Prevention
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from every administration, Republican and Democsaice Lyndon Johnson, to
support this cause.

Public Citizen is a consumer advocacy organizattamded in 1971, with
approximately 225,000 members and supporters naitien Public Citizen has
long been active before Congress, regulatory ageneind the courts in matters
relating to public health in general and regulatiop the Food and Drug
Administration in particular. In addition, PublicitZen has substantial expertise
on commercial speech doctrine, as its lawyers argaimong other casegirginia
State Board of Pharmacy v. Virginia Citizens Consu@ouncil, Inc, 425 U.S.
748 (1976), the first case in which the United &aSupreme Court recognized
that commercial speech is entitled to First Amenainpeotection.

The Tobacco Control Legal Consortium is a nationatwork of legal
centers providing technical assistance to publiciafs, health professionals, and
advocates in addressing legal issues related tctoband health, and supporting
public health policies that will reduce the harnmused by tobacco use in the
United States. The Consortium grew out of collabonraamong specialized legal
resource and public health centers serving siestanhd is supported by national
advocacy organizations, voluntary health orgarorati and others. The
Consortium prepares legal briefs as amicus cunamases in which its experience

and expertise may assist courts in resolving tabaelated legal issues of national
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significance. The Consortium’s activities are cooated by attorneys at the Public

Health Law Center at William Mitchell College of wan St. Paul, Minnesota.
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