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SUMMARY: The Food and Drog
Adminlsieation (FDA] ls amonding its
repulations to add a new requiresnent
for the dizgplay of health warnings on
cigavefts parkagos and n clgaratte
advertdsaments. This rule lnplements a
provision of the Farnlly Smoking
Proventbon and Tebaceo Coalrol Act
[Tebacco Contral Act] that vequives FDA
o dssuo rogulations roquiriog colos
graphics, depicfing the negative health
congequences of smokiog, to accompany
the nine new taxhial warning statements
requirad under the Tobaceo Conteal Act.
Tha Tobarco Control Act amends the
Faderal Clgarette Laballog anod
Advartising Act [FCLAA) ba vequlia
sach cigaratte package and
advartisoment o bear one of nlne new
taxfual warning statenments. This final
iule spacifies the eolor graphic images
that must accorapany each of the nine
o textnal warning statements.

DATES: This rule is effective September
22,2012, See section VI of this
document, implementation Date, for
additional information. The
incorporation by reference of 2 certain
publication listed in the rule is
approved by the Director of the Federal
Register as of September 22, 2012,
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L Introduetion

Co AN e b b

A, Purpose and Overview

The Tobarco Control Act was enacted
on June 22, 2008, amending the Federal
Food, Drug, and Cosmetic Act [FDE&C
Act] and FCLAA, and providing FDA
with the authority to regulate tobaceno
products (Pub. L. 111=31; 123 Stat.
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1776), Section 201 of the Tobacco
Gontrol Art modifies section 4 of
FCLAA (15 U.5.C. 1333) to require that
the following nine new health warning
stabements appear on cigarette packages
and in cigarette advertizerents:

o A G Cigarettes are addictve

« WARNING: Tobacco simoka can
barm your children

o WARMING: Cigarettes canse fatal
lung disease

« WARNING: Cigarattes canse cancer

v WARNING: Clgarettes canse strakes
and heart dizseasza

» WARNING: Smoking during
pregnancy can harm poos hnhj]:]

» WARNING: ng can kil pou

« WARNTNG: Tobaceo smoks canges
fatal Jurg diseaze in ponemokers

« WARNING: Chuitting smoking now
preatly reduces serions risks to your
health,

Section 201 of the Tobacco Condral
Act also states that “the Secretary [of
Health and Human Services] shall issua
regulations that require color graphics
depiciing the negative health
coniequences of smoking” to
accompany the nine new health
warning staternents.

Az discussed in fhe preavnbls to the
proposed rule (7S FH 69524 at 69525,
Nowember 12, 2000], cigaratte smoking
killz an estimated 445,000 Americans
aach year, most of whom began smoking
when they were under the age of 1B
[Ref 1), Tobacco use is the forsmost -
preventable cause of premnature death in
the United States, and has been shown
to canse cancer, heart disease, lung
disease, and other serious adverse
haalth effects [Ref Z). The U.5.
Government has a substantial interest in
reducing the number of Americans,
particularly children and adolescents,
who use cigareties and cther tohacco
products in order to prevent the life-
threatening health consequences
associated with tobacco use (section
2[31) of the Tobacco Control Act].

Although FCLA A has varuived the
inclusion of texwtial health warnings on
cigaratts packages and in rigaretbe
advartdsaments for many years, thare &=
consldarable siidence, which was
prosontad in the preamblo to tha
proposad rale (75 FR 59524 at 63529
through §9531) and 1z discuszed o
soctlon ILE of this documoant, that the
exlstlog cigarette health warnlngs ace
given 1ite attention or consideration by
wigwars, A 2007 vaport from the
Institute of Madictos (IOM) dasceibed
the warnings as "invisihle™ [Ref 3], and
fownd that they fall to commomanicate

ralevant information in an effective way.

The warnings cwrantly 1o vse 1o the
United States also fafl to loclude aoy
graphis coropomnent, despita the

evidence in the scientific literature that
larger, praphic health wainings promota
graater wodargtanding of the heslth visks
of smoking and would halp to mduce
consumption (see 75 FR 69524 at 69531
through 69533). In proposing this
regulation and preparing this final rule,
we found substantial evidence
indicating that larper cigaratte haalth
warnings meluding 3 graphic
cormpanesnt, like thosa being required in
this rule, would offer slgnificant health
benafits over the existing warnings.
Consistent with Executive Order 13563,
this regulation iz “based on the best
available svidence” and has allowsd
“for public participation and ao open
ecehnge of ideas.”

B. Boekpround

On Noverober 12, 2010, as directed by
section 201 of the Tobaceo Control Act
and in the interest of public health, we
fasued & ﬂ[:mposad, tuile gealking to
modify the wernings that appear on
clgavetts packagas and in cigarette
advertisements to include color graphic
images depicting the negative health
consequences of smoking; these images
were proposed to aceormpany the nina
T terual warning staternants get forth
in gpcion 201 of the Tobaoco Control
Act [see 78 FR 69524). The Agancy
received more than 1,700 comrents to
the docket for the Novemaber 12, 2010,
notice of propused rulemaking {MPEM)
on roquired warnings for eiparette
packages and advertipements,
Comrnants waia vecatvad from chgzcaths
ronanufactomrs, retallers and
dispibutors, industey associations,
health professionals, public health or
pther advocacy groups, academics, State
and local public health apencies,
medical oganizations, individual
conswmarg, and other submitiers. Thase
comrnents sea surnmearized and
respooded to o the relevant section(s]
of this docnment. Similar cornments are
grouped together by the topics
discussed or the particular portions of
the NPEM or codified langnsge to swhich
thre[y refar,

' roiden b pasier to dentify
conunents and FOA' responses, the
word “Comroent,” o parenthesis,
appaars bafore Mie commnent’s
desceiption, and the word “Response,™
1n paranthesls, appears before FOA's
response. Each conwnent is numbered to
halp distinguish avanng diffevent
comments. Shollar comments are
gronpad fogether under the sama
comment mumbor, The oumber assigned
to pach comment s puvely for
organizational purposes and does not
slgaify the cormment's valoe o
lmportarnce or the order in which it was
racalvead.

II. Meed for the Rule and Eesponses to
Comments

A. Cigorette (e in the United Stites
and the Resulting Health Consequences

1. Smoking Prevalence and Initiation in
the United States

In explatning the nead for the
proposed rula, we provided information
i the WPEM on smoking pravalence
and lniHaton rabes among adults and
childran 1o the United States. As stated
Wn: the NFRM (75 FR 65524 af GO52E),
approximately 46.8 million U5, adults
[or 2008 percent of the adult population)
ars cigarette smokears (Ref. 4). Moreover,
almost half {483 parcent) of youth in
grades % through 12 in the United States
have wied cigavatte smoking, and 19.5
pevcant of youth In grades 3 through 12
are current clgareibe simckecs (Ref. 5 at
p- 100 Smoking rates among U5, adults
have shown wirtually no change during
the S-year period from 2005 to 2009
(Ref 4), and smoking rates arnong U8,
youth have not decreased from 2005 to
2000 (Ref B).

Foethewrmors, sach, yoas millions of
1.5, adults wnd childven becorne ne
smokers. Data from the 2008 National
Survey oo Deog Use gnd Heaplth ndicate
that 2.4 millinn peesons agad 12 or older
o the Moited States smoked cigarethas
for the first Hime in the pagt 12 roonths
(Raf, 7 at p, 50]. In addifion, these data
odicate thaf almost 1 woillion
Amerboans aged 12 or older stacted
snoking ciparattes daily within the past
12 months (Ref, 7 at p. 60).

n other words, & cgrn:u-cima.tn:al3.r 6,500
poople apod 12 or cﬁ or in the United
States become new cigarette smokers
every day, and move than 2,500
individuals berome new daily clgarstte
smokers avery day (Ref. 7 at pp. 59600,
Mareoier, nearly 4,000 of the peopls
who become new ciparells smokers
every day and nearly 1,000 of the
individuals who become new daily
ciparette smokers ovory day are children
nnder the age of 1% (Ref. 7 ai pp. 59—
60}, Theze statistics for youth smokers
ara particularly concerning, as studisg
suppact that the age people start
srmoking can preatly influence how
rmach they zmoke per day and how long
they smoke, which in turn influences
their sk of tobaceo-related disease and
death (Refs. 8, 8, and 10

FDA received many cornments that
were strangly supportive of the
proposed rule, some of which provided
data and information consistent with
that in the NPRM regarding cigavette use
prevalence and initiation in the United
States {75 FIL 69524 at 59526 through
9527}, Many of these comments also
stated that smokers would be maore
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likaly to quit smuoking and that
nonsrnakens wonld be less likaly o start
srnoking if cigavatte adverlisorments and
packages display, visually and
graphically, the health effects of
cigaretbes, Most of these comments
expressed a belief that the required
warninps would help raduce the
exclating and futnre use of clgarettas.
Soroe comonents that wers supportive of
the proposed rulo discossed the
smoking pravalence and initiation rates
in the United States in particular
populations. These comments, and
FOA's responses, are summarized in the
following parag::ﬁphs.

(Cornment 1) Muoltiple copmnents
tndicated thet people with lsss
education and lvwer incomes have
hiphoee ssanking prevalence rates in
general. One comment fror a health
care association indicated that women
of low educational backgrownd have
higher smoking prevalence rates and
that rmany of these wornen still are not
anwrare of cigaceties’ impact on life
expaciancy, heart diseasa, and

rEELATICY.
P (Rasponsa) We agres that adults with
levwr education levels have higher than
average smokinp prevalence rates. For
exampla, as discuzsed n the NPEM (75
FE #0524 at 595:26), 49,1 percent of
adults with & Ganeral Eduration
Deirelopooent certiflcate (GED] and 28.5
percant of adults with less than a high
school diploma were current sraokers in
2009, compared with 5.6 percent of
adults with a graduate degree [Ref. 4],
e alio agree that praphic health
warnings may be pecticalady hopoctant
commmnication tonls for thess smokears,
a% thera iz svidence supgessting that
conmntriss with praphic health warnings
demonstrate fewer disparitles in health
kngwledpe across sducational lewals
{Paf 11 atp, 18 and Rel 3 at p. 295].

[Coownant 2] Multiple comments
noted that smoking rates wary by race
and ethedety, with American Indians/
Alyske Natives having the highest rates.
One comment also noted that the health
and gecnnmlc costs of smoking vary by
raee and sthoicity. For example, the
comment stated that Afrlcan-Armerican
srpokers suffar disproportionately from
grnokiog-related dissazes, including
Tong cancer, heart diseasa, and strokes
[effing Ref 12], and called for measures
to address these disparlties.

One cormment From a State puoblic
bgalth awency ndicated that raclal
minority populatlons and sconomically
disadvantaged populatons have
grnoking prevalence ratos that ave two to
thies timeas higher than the ganeval
popudation.

piponse] Wa agroo that simoklng
ratas vary by cace aod ofholelty and

socioeconormlc status. For exampls,
prevalence data from 2009 for current
1.5, aduli cigarette smokers indicate
that, among racial/ethnic proups, adults
roporting multiple races had the highest
smoking prevalence (20,5 percent},
followed by American Indiane/Alaska
Matives (23.2 parcent) (Red. 4], Wa alzo
apgrea that sconomically disadvantaged
populations have higher smoking
prevalence raies. For exaraple, data from
2009 indicate that the prevalence of
current smaoking was higher ameang 1.5,
adults Weing helow the Pedaeal povarty
lawal [31.1 percent] than xomong those at
or ghove this level [19.4 percent] (1],
Wa have salacted required warnings that
will help effectively convey the negative
health consequences of smoking to a
wide ranps a'}pnpulatinn froups,
incloding different racial and ethnic
sroupe and different soclosconomic
wronps, and that can help both o
discovirape nonsmonkers fram Indtlaking
clgavatte uss and to encourage current
smokers to consider guitting. For
additional information regarding cur
selection of required warnings to reach
a biroad rangs of popolation groups, ses
section I of thiz docuraent veparding
our galaction of the fingl hmages.
(Cornoent 1) Multipls comments
stated that tobacco use disparities exist
among leshian, gay, bisexual, and
transgender individuals, One comment
from a community organization stated
that leshian, pay, bisexoal, and
transpandsr individuals simoks at retes
almost 50 percant to 200 percent hiphee
than the rast of the population and
strongly supported the proposed mle.
[Rasponse?W& agree that evidence
sugpests that gay, lesbian, bisexual, and
transgender populations have higher
smoking rates than their heterosexual
conntatpeirts (Ref, 1), The seguied
warnings will help convey infremetion
abrat various bealth risks of smoling fo
individuals lvomn a wide cange of
demnngraphic groups and will help
encourage soioking cessation and
discourage smoking initiation,
[Comroent 4] One comment fom a
nonprofil research organizalion
Indicatad that members of the T3,
prilitary have rates of smoking that are
unnacceptably high, particularly among
ypounger members. The conoment
detailed the negative outcomes of
smoking to military personnel,
including lower physical performanee,
an increased risk of mjury during
physical tasks, a preater number of days
sick and unable to repart for duty,
poorer job perforraance, and a higher
likelibeod of premature discharge from
active duty, and stated that smeoking and
its negative effects among actve duty
persanmel casts the military an

estimated &1 billion annually in health
care and lost productvity (Ref. 14), The
comment alzo referred ta evidence
suppesting the tobaceds industey has
tarpetad oilitgoy mehars and fonght
affnrts o reduce tobacco prodoct
consumpton by oilitacy personnel, and
indbcated that the proposed role is an
important step in protecting military
members from the health harme of
ciparette uze and will likely decrease
ciparette use among military persormel,

(Response] We agres that members of
the TS, oailitecy haee kigher smoking
prevalemee wates than the general
population; approximataly 2008 pacent
of the .5, adult population smoke
cigarettes, while data frorm 2008 indicate
that 31 percent of active duty military
personnel smoke cigarettes (Kef 15). We
apree that the required warnings will
halp comwey nfomoation ahaout werions
haalth risks of sooldng to a wids range
of lndividuals, including membars of
the U.5, militaty and veterans who
began smoking while in military service,
and that the required warnings will
CTICCUTARE smutllsing cessation and
discowrgyy 2moking initiation in these
individuals,

2. Health Consequences of Smoking

Smoking it responsible for af least
443,000 premature deaths per year in
the United States, and each year
cigarettes are responsible for
approximately 5.1 million years of

otential life lost (Ref. 1), Annual direct
E'Eﬂlﬂl care expenses due to smoking
total approximately 396 billion, and
annual productivity losses due to
premature deaths alone from cigarstte
smaking total approxdmately $96.8
billion (id.).

The Apency received many comments
that were suppartive of the proposed
rule, some o?whjch refterated the health
rizks of smoking described in the PR
{75 FR 59524 at 69527 through 69529)
and gtrezzed the need for measures,
such as praphic health warnings, to curb
smoking in the United States in order to
irnprove health and to reduce the
massive health care eosts attributable to
tobaceo-related illnesses. Some of these
comments cited data demonsirating that
smoking is the leading cause or most
powerbul risk factar for partiomlar
diseases, such as chronic obstructive
pulmonary disease [(COPD), bladder
cancer, and atherosclerosis,

However, DA alzo received multiple
comrnents disputing the health risks of
smoking. Thege comments and FOA's
responses are summarized in the
following paragraphs.

[Camment 5] One comment from 2an
individual exprezzed a belief that
addiction to nicotine is %9 percent
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psychological and only 1 percent
pharmacological, and that nicotine is no
more addictive than caffeine.

{Response] We disagree with the
asgertion that nicotine addiction does
not have a substanbial phyziologic
component. While we acknowledge that
behavioral procegse: play a role in
initigtion and maintenance of micotine
addiction, nicotine is a powerful
pharrmacologic agent that acts in a
variety of ways at different sites in the
body. As ztated in the NFEM, nicotine
causes physical dependence
characterized by withdrawal symptoms
that wsually accompany nicofine
ahstinence (75 FR 60524 at 69528).
Regarding the relative addictiveness of
nicotine and caffeine, caffeine iz distinet
Eroin nicotine in its abuse liability,
which includes a consideration of
multiple factors, including the
depandence patenlial of 4 substance and
the degres to which il produces adverze
effects (poe Ref 16 at p. 304). Caffeine
produces only rmintmal disruptive
physiological effects and, unlike
nicotine from tobacco products, caffeine
fe generally not nsed n ways that are
considered b be of sipnificant adwerse
health effect (see Id. at pp. 265 and 304).

{Comonent 6) Ooe commeant statead
that nicotion withdvawal is the only
mediral condition that is erefutably
cansed by cigaratias.

(Response) We disagree with this
cotament. While nicotine addiction is
one negative health effect of cigarette
smnoking, it is not the ooly medical
condition irrefuiably cansed by
cieareties, As detailed in the 2004 report
of the Surgeon General, “The Health
Conzequences of Smoking,” which
summarizes thousands of peer-reviewed
scientific siudies and was itself peer-
reviewed, cigarettes have been shown to
cause an ever-expanding number of
dizeases and conditions, including ung
cancer, laryngeal cancer, oral cavity and
pharyngeal cancers, esophageal cancer,
bladder cancer, pancreatic cancer,
kidney cancer, stomach cancer, cervical
cancer, acute myeloid lenkeraia, all the
rnajor clinical cardicvascular diseases,
COPD, and a range of acute respiratory
illnesses (Ref, 2.

Maternal smoking during pragoancy
cauzes 4 raduction in g funetion in
infantz, and women who gmoke dueing
pregnancy ave mare Jiksly to experisnce
premaboes ruptues of the membranes,
placanta prewla, and placental atwuption
[id. atpp. 508 and 576). Smoking also
increases rates of preterm delivery sod
sharteoed gestation, and women who
srnoke ara twice gz likely as nonsmolars
to have Jow bicth weight infants;
grnoking aleo fnceares the sk of

sudden infant death syndrome [EIDS]
(Yd. at pp. 568, 576, 547 and 601),

Children who smoke experience
impaired lunp prowth and an early onset
of Tong function decline [Id) at pp. 508—
509, 2004 5G), Smoking duing
gdultbnod also leads fo & pramature
onset of accelsrated age-related decline
in lung funchon (fd. at p. 309). Smoking
also results in poor asthma control and
causes a ranpge of respiral 5 toms
in childrﬂdol&smﬂumm g&n s,
ncluding coughing, phlegm, wheezing,
and ahuetness of breath (Fd ),

Furthermore, cigaratta sinnkeres haie
poover ovarall health statos compared to
nonsmokears, and an Increasad risk of
adwerse surgical cutcomes related ta
wound healing and respiratory
mmlla(licauans compared to nonsmokers.
Srokers are also at an increagad risk for
bip frachuces, and gmoking increqses the
visk for perindontitis, catacact, and tha
ocearmenca of peptlc ulcer disease in
persons who are Heliohacter pylors
positive (Id. at pp. 717714, 736, 777,
780, and B13),

In addition, exposure to secondhand
smoke has been shown to cause &
warlety of negetive health sffacts in
oonsiokers, incloding lang cancer,
cardicvascular disease, and respiratory
symptams {gee Ref. 17).

[Comment 7] Some comments were
submitted by individuals disputing the
negative health consequences of
snoking that are described in the
graphic warnings. These comments
generally indicated that the individoals
subimitting the cornments weoe smokers,
amd that the{anda'nr thelr farmily
membees (who ware expoped to
gacomdhand srnoke) had not
excperienced nepative health effacts from
srnnking,

(Responsa) W disagres with these
conmeants, Cigarette snoking has heen
shovgm o case 3 wide range of negative
bealth congequences, as detailod in the
previaus regpongs. Purtheemcre, It can
be porre batore some of the negative
health congagnencas of smaking
clinically manifeat, Thiss, the perzomal
health statna of the individuale
subnpatting these comonants coald
chaoge in the fufues, A scientific
deterinbnation that 4 product caoses 2
particulyr nopative health consequenre
is baged oo data feom Large groups of
inddividuals, and the fact that an
inierdchoa), product weer hag not
expeicianced, (ar by not jet experiancead)
a partioula nepative hoalth,
consegnencs doga not mean the product
does not cauge that haem,

Waranwer, to the eodent thess
cornments ndicate that many smolecs
do not filly undeestand the saricug
health risks of cigavattss or do not

beliewve that these risks apply to them,
they illustrate the need for health
warnings that effectively communicate
the negative health conzequences of
gaking to conanmens For additionsd
infromethon regarding consnmers” lask
of knowledge of syanklog visks, seo
section ILC of this decument.

(Comment 8] One comment stated
that ciparettes are a minor public health
concern compared to obesity and
alcahiol, and that cigarette uge results in
Leas haalth care costs than medical
troatooent for the obege.

(Rezpronsge] As discnssed o the
NPEM, cigaratte smoking 1s the leading
canse of preventable death and disease
in the United States (Ref. 4).
Furthermore, ciparettes are responsible
for health care expenditures and
productivity lossas resulting in 4
combinegd aoonomic buedan of
approxlmately 5152 billion pee year
[Ref 1), The total costs of smoking to
society are rouch higher, as the estimate
for productivity losses does not include
costs associated with smoking-related
disability, employes aheentesism, or
costs azsociatad with secondhand-
srnnke attributable disease morhidity
and mortality (K]

Wa dlsagres that clgarsltes aw a
minor public health concern, even as
compared to other public health issunes,
and also digapree with the implicabon
that the public health iszne of smoking
should not be addresged hecansza other
public health isswes swist. The reqoired
warnings will havo a sipnificant,
positive impact on publc health (75 FR
G524 at 89528), and as a result will
help mitigate the single latgest canse of
preventable death and disease in the
United States.

B Inodeguocy of Exicting Warnfngs

In the progomble to the proposed e,
FDA explained how ciganetts packagos
gnd advartisements can ba effective
channals for comvonnication of
irnpartant health toformation,
pacticularly given that pack-a-day
srnokens pea potentially expogad to
warnings more than 7 000 thrwes pee
paar [75 FR 69524 4t 89529). Howaisr,
the exizthog wearnings haie soaffarad
fravn thees crocial problans; (1] Thes
heve not changed toomoee than 25 peats,
(2) they often go wanoticad, snd (2] they
fail to convey relewant information. in an
effactiva marner. FDA alao axplyined
that Larger, graphic wrmeaiogs
conronnicete the heglth rizks of
smoking more effectivaly. The prearahls
to the proposad rods presented sxtansive
eridence feom other connfoies
excpariences with graphic warnings as
well as inforraation oo the 2007 TOM
Report (75 FR #0524 af 69531}, On the
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baziz of the availahle scientific
evidence, the I0M concluded that
larger, graphie warnings wauld promote
preater public knowledge of the health
tiaks of nsing tobaceo and weould help
reduce consawmptlon (Ref. 3).

Wi raceived nunerous comments
regarding the adequacy of the existing
wariings that appear on cigareife
packages and adwertizements. The Jarge
roajority of these corments supported
cur analysis of the existing warniogs,
bt a fev cooonents dizsagreed with this
analysis, These coonnents, and our
responsos, arn summarized in the
following paragraphs.

[Conmment 9] A substantial number of
conmnents, including those from haalth
institutions, nonprolit arganizations,
academics, and consumers, agreed with
Flra's conclosion that the exlsting
warnhngs that appear on clgarette
packages and advactisements are
inaffertiva at conveying the health rizka
of smoking (75 FR 69524 at 69529
through 69331),

However, one comment stated that the
current warnings wees *fine.'” Two
comroents exprezsed the belief that the
e isting warnings haie worked
gyceassfully in the current information
ariirnmmont.

[Rasponse) We disagres with the
comiments stating that the existing
warndogs that appear on cigarette
packages and advertizements are
affectiva. As sovaral other commoents
notod, tha Surgeon General has long
racognized that the cigarette warnings
ava deficient. For example, in its 1994
report tha Surgeon General noted that
the warnings had become meffective
due to thelr size, shape, and familiarity
[Eaf. 18). That sawne year, the 108
concluded that the warnings were
“fadedquate * * * and woefully
deficiant when evaluated in terms of
prapor puhlic health criteria® [Ret 19 at
p. 237). Tat those same warnings ars
still in vsm mare than 16 years after the
Surgeon Seneral’s veport and 26 years
aftor thelr inception. Accordingly, we
conclude that the existing warnings for
cigarattes do not adequately
commnnicato the health risks of

sonking,

C. Consumars' Lack of Knowledge of the
Heglth Righs

In the preamble to the proposed rale,
FDA described how the axisting
warnings that currently sppear on
cigarette packagss and sdvertizarmants
have larpely gons wnnoticed by both
smokers and nonsmakers [75 FR 69524
at 6O530), FDA alzo provided clear
evidence that the warniogs have failed
to convey appropriately crucial
information such ag the nators and

extant of the health rizks associated
with smoking cigarettes (75 FE 69524 at
E49530 thro 69531).

FOA received many comments
reparding the leval of consumers’
knowledge ragacding the health risks of
smoking, Several comments statad that
congumnears ave adegquately informed
about the risks of stooking ar even
ownwesiinate the risks of smoking, whilo
many other comments explained that
consumers lack knowledpe abont & wide
wvariety of smoking risks. A somnary of
these comments, and, our responses, is
included in the followlop paragraphs.

(Cotmet 10) Sevaral comumants,
jnclading comments fromn tobacco
product mannfachurers and indiridual
cansumers, ohjected to the new required
warnings, in part beeause they claimed
that consumers already know the health
risks assoviated with gmoking. The
submitters exprassed the belief that the
Ty rarmings are nnecassary, bacanse
the new warnings provide information
that the public has been aware of for
Many years.

(Response] We disagree. Many
comments provided significant svidence
to support the notion that consuomers,
inelading those fn coomroondties with
Lewtr iteicacty retes and military
pecsonnal, actually Jack knowledge or
undarestimate the risks associabed with
smoklng. As discussed in this

- document, this lack of knowledgs mas

imwolve either an incomplete
understanding of the statistioal risks or
a faflure to undergtand the parsonal [as
opposad to the statistical] visks (see elso
saction XI1.B.2 of this document], Thers
lz also a possibility that the risks are oot
considered at the ime of purchase, even
if they are understond—a special
problem for those who are dectding
whether to start to smoke. The
requireraemts adopted here should help
to counteract all of these probleime.

While most smokers underztand that
syaoking poses cortain statiztical risks to
their health, many fail ko appreciate the
severity and magnitnde of those visks
[Befs. 20 and 21), and there is svidsooe
that even when zmuokers appreciate the
statistical risk, they undereztimate the
personal risk that they face (Ref. 22), A
2007 survey found that lwo in thres
smokers underestimate the chance of &
smoker developinp lung cancer
compared to a nonsmokey [Bef 23], The
survey also found that up to a third of
smokers erroneously bolieve that certain
activities, such as exercise and taking
vitamins, cauld “unda" most of the
effects of smoking {Id.i;l

Other research also hiphliphts o
smokers underestimate the health
effects of smacking. For sxample, in a
2008 survey, more than one-quarker of

cucrent smokers did not agees that
smoking incroazas a person’s chances of
pethiog cancar "a lot'" (Ref. 24].
Fuarthermore, one shudy, involving
smokers” perception of their personal
tisk, found that only 40 percent of
current smokers believed they bad
hipher-than-average vigk of caocer and
onhy 29 peroent balisved they had a
highen-than-average rlsk of heart diseasze
(Ref, 25}, Even among heavy smokers
{thoze who smoke at least 40 ciparettes
per day), less than half belisved they
were at increased risk fur these diseases
(Id.). In another demonsteation pf
underestimation of porsonal sk, a
gludy fownd that adolescent smokaors
nndersstimated thelr persanal risk, even
if they bhad an accuvate sense of the
statlstlcal risk (Ref, 23]

A 2005 study of smokers o the
United States and three other conntries
found that thers were significant gaps in
smokers' knowledps about the rivks of
srooking and that smolkers living in
countries whare health warnings
referved to specific dissase
conzsaquances of smoking were much
tnore 1ikely o be aware of those
consequences [Ref. 26). The study
concluded that smokers are not folly
informed about the tisks of smoking,
and that warnings that ave graphic,
larges, and mors comprehansive in
content ava rore affective in
communicating the health risks of
smoking {Id.].

Thus, even if consumers are swrare of
certain negative heaith conssquences of
smoking, such as lung cancer and
emmphyreema, and even if they are awars
of certain statistical risks, many smokers
waderestivnato thelr pecsonal risks, and
many Americans are under-informed
about ather health risks associated with
smoking. Far example, while nearly all
daily smmokers in one study correcthy
identified that sreoking canged Tuing
cancer [99 gemenﬂ end emphyzema {97
peroent), o lower parcontage of
regpondents corvoctly identifled
sinoking as cansing low birth weight
babiias {88 percent], worsened asthma
(85 percent), miscarriages (76 percent],
other cancers (69 parcent), head and
neck cancers [68 percent), cervical
cancer (48 papcant), stormach aloes (46
percent}, reproductive difficultias {44
perrant), osteoporesiz (41 percent), and
SIDS (40 percent] (Ref. 27). In fact,
research indicates that most people
know only one or bwo of the many
dizeases causes by smoking, One surrey
found that while a majority of people
knew that zmoking cansed Life-
thremtening illoessas, more than half of
the regpondents wers unable to name a
gropking-relatad Wlness other than Tung
cancee (Ref. 28). Similarly, rasearchers
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fomnd that when asked sbout health
risks of smoking, 29 parcent of
respondents eithor answeared incorrectly
or said they did not know (Ref 29).

Americans also lack adequate
understanding of the addictive nature of
G garetes, Al&lcrugh 0T COMMIEnt
provided local surveys showing that
adults alveady know that cigareites are
addictiva, thars is also svidenpe that
many adolascents do not appraciste the
addictive nature of cigarettes. Tha 2007
IOM Report explained that “adolescents
misperceive the maymitnde of smoking
harmg and the addictive properties of
tobacco wnd fail to alépreciate the long-
tewmn dangers of smoking, sepecially
when they apply the dangers to theix
own behavior” (Ref 3 at p. 82). In
addition, one survey found that fawar
than 5 percent of daily smokers in high
schaol think that they still will be
smoking at all in 5 years, yet more than
BO percant of high school smokers are
vagular daily smonkers 7 to 8 years laber
[Ref. 30). Another survay foand that
orly 7.4 percent of adutt smookers and
4.8 percent of young synokers expactad
to srnoke longer than 5 years when they
gtartad, but 87 percent of these adults
and 76 percent of theze youth reported
that they had been smeking for more
than 5 yoaes [Rof 31).

There 1= also evldence that certain
demaographic groups are even lass awars
of the negative health consequences of
smokinp, which is particular]
concerning in light of the evidence that
thesa groups alzo have zome of the
highest stnoking prevalence rates [see
zoacHon 114 1 of thizs docoment), For
example, research shows that
knpwledge of smoking ricks is lower
amonyg people with lower incames and
fewer years of education [Refs. 32 33
and 24), Smokers in the military also
underestinate the actual rigk of serious
dizease and substantially wnderastinmte
thair own tlsks (a pobot that fits wall
awith the evidence of undersstimation of
persomal risks) (Refs, 34 35 and 38).

In addition to underestimating the
risks smoking poses to their own health,
Americans undereztimate the health
aeffaciz of secondhand sinoke on others,
In the 2000 Eeport, “Heow Tobaceno
Smnke Causes Dlssasa: The Biology aod
Behavioral Basis for Smoklng-
Altributable Diseaze,” the Surgoon
General conchided that "many of the
effects from active smoldng can be
observed In persons involuntarily
exposed to cigarette smoke” [Ref. 37). In
addition, individual studies have shown
that secondhand smoke triggers
childhood asthma and is associated
with both heart disease and cancer (Raf.
17). Yet, most parents beliewe that
smoke exposure has litle or no nagative

imgaﬂt on children's asthma [Ref. 38,
and a 2008 study found that nearly one-
fifth of Americans do not believe that
secondhband smoke iy dangerous to
nonzmokeacs (Ref. 30).

There is a flnal point. Even if maoy
pecple do have an accurata
understanding of the statstical visk, and
even if, in the abstract, many smokars
#lsn have an accurate understanding of
their parsonal risk, that uoderstanding
may ba too abstract to be thought of at
the tirne of purchase, especially (bot not
only] for those who ave starting to
smoke. Efforts to make the relevant risks
salient are justified and indeed roquirod
vnder the Tobacco Control Act,

(Comment 11) A few coroments
claimed that adudts actually
orarestinmate the rizks of smoking-
colated disease sad stated that this
forther underscores the lack of a nead
for graphic health warniogs. Tn
particular, one conwment referred to a
Montana survey in which adults
belisved that smoking cansed colon
CROCET,

(Reosponse) Wa disagree with thess
comments. Whila the Montang survey
veferved to 1o one of the cormmeants
indicates that sormne consumers ars not
aware of the precize relationzhip
betwesn smoking and certain diseases
(for sxarmple, the 2004 Surgeon
Gremaral's report notes that the evidence
is suggestive bot not suffictent o infer
a cansal ralatinnship hatwearn smoking
and colorectal cancer (Red. 2 at p. 28)),
we are aware of significant research
i.‘ndil:‘.atin% that many consuniers are nat
sufficiently avware of the risks asseciated
with smoking, as discussed in the
previous response. We find that the
weight of evidence clearly demansiratas
that many consumers lack adaquate
knowledge about the health risks of
smoking—especially the personal risks.
In additian, the comments claiming that
adults overesimate smaking's ricks fail
to take into account consumers’ lack of
knowledge of other health risks due fo
zmoking, like the dangers of
secondhand smoke, reproductive
difficulties, and miscarriages, as
degoribed in the previous response.

D Lavger, Graphic Wernings
Communicate More Effectively

Einco Canada ficst nirodueed graphic
health warnings for cigacettas o 200,
an extensive siridencs base g besn
dewaloped o examins the effacts of
graphic health warnings in Canada and
in the move than 3¢ ofher conntries that
have adopted similar ragquireiments for
graphle health warnings on cigaretios.
Az FDA axfansivaly discussed in tha
WPEN (75 FR 60624 gt GBA531 theough
64533), the rasearch literatore indicates

that arge graphic health warnings, zuch
a3 those being ragqudrad 1o this rle, s
more likely than text-only warnings to
[1] get conmumers’ attention, [2)
influence consuraers' awareness of
cigarette-related health risks, and (3]
affact smoking fotentions and bebaviors.
FOA vecaived meny carnments on the
efficacy of lacgs, graphic warnbogs, as
well as comments rag

potential far any rebound effact from the
uze of praphic warnings. Those
corinents, and FDA's responses, are
surarnarized jn the following
parapraphs.

(Comrment 12) A wida variety of
conunents, including thage frarn healfh
instituticns, nooproflf ogganizgtons,
and academics, agreed with FDA's
findingz in the NFRM that lavger,
graphin warninps are effective.

owvetner, several comments stated
that the changss in the format and
placemment of the warnings being
proposed, nchuding the vse of graphic
images, will not vesult in mduction: n
[::iiarette use given the experlances in
other countries. For example, ona
comment noted that Health Canada’s
cwn data friond, among other thinge,
that thers was no statistically significant
docling in srooking fncidence
consumption for adolescentr or gdulis
after the introduction of graphic
warnings, This conument expressed the
belief that Canada's wa.mingi have hean
insffective and that FDA's praphic
health warnings will be cimilarly
inaffoctve.

(Responsa) For the reasong stated in
the MFRWM, wa conclode that Jacger,
graphic warnings ara effactlve in
conveying the health risks of smoking,
influencing consumer awareness of
thegs risks, and affecting smoking
intentiong. We disagree with comments
stating that the chengs in format and
placerment of tha warnings will not be
effective, Tha sat of requived wainings
we hawve selected will satisfy our
primary goal, which is to effectivaly
convey the nepative health
congequences of sroking on cipavette
packapes and in advertisements, and
thiz effective comommication can help
both to discourage nonsmokers,
including miner children, from
initiating cigarette use and to encourage
cuerent sokers to consider cessation to
greatly reduce the serions risks that
smoking poses to their health,

The research literature clearly
indiratez that larger, graphic warnings
ares effpetive at comnmnicating the
health risks associated with smoking,
EACOUTAZINE wsers to quit smoking, and
disconraging nonsmokers from
beginning to smoke. We already
tneluded significant research to
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substantiate this conclusian in the
preamble ta the proposed rule, and the
comments did not specifically dizpote
this analysis (see 75 FRLEG524 al G531
theooph 89532), To pddition, as we nobad
in the NPREM, the availahle svidence
demonstrates that graphic health
warnings are (1) mare likely to he
noticed than text-only warnings, [2)
manre effective for educating smokers
about the health risks of stnoking and
for inceeasing the thne smokes apand
thinking about the health risks, and [(3)
aszociated with increased yonfvation to
quit smoking (fd.). As several conuments
noted, evidence from countries with
graphic health warnings also indicates
that such warnings are an importat
information source for younger smokers,
and that pictures ace effective n
conveEying mezsages fo children (Ref 40
atpp. 3, 20, and 24-28}). These
irnportant effects of graphic warnings
are sustained longer than any irapact
from text-only warnines {Ref 41).

Further, the data from Health Canada
does oot indicate that the warnings have
been ineffactive at conveying the health
rigks of srookiog aod impacfing smoking
intentlons. Wa cited savaral studies n
the preamable (including data from
Health Canada) that illustrated the
effectivenass of the Canadian graphic
health warnings, which haws been
found effective at providing pouth and
adult sinokers W‘itﬁ health fnforrnation,
mmpking comgumears think ehout the
health effocts of smoling, and
increasing smokers’ motivations to quit
smoking, among other things [se2¢ 75 FR
50524 at 59532]. For example, natinnal
surveys conducted on behalf of Health
Carada indicate that approximately 85
percent of youth smokers and 75
percent of adult smokers report that the
Canadian pictorial warnings have been
affective in providing them with
important health information (Refl 3 at
p. 2a4).

[Comment 13) One comment
suppested that the new required
warnings will have 4 greater lnpack on
mongonokens who Dngdvacen tly i
vigaratte packapes than on amokers and,
theroforn, wlll oot bo effeclive in
achieving FbAs goals.

{Respomse) We are not aware of any
evidence to substantiate thiz comment.
Further, our required warnings aee
imtended to have an impact on bath
smokers and nonsmokers, As statad in
the preamble te the proposed nile, “tha
niew required warninps ave designed to
clearly and effectively consey the
negative health consequences of
smoking on cigarette packagaz and in
cigarelle adverlisements, which would
help both to discoursge nonsmokers,
including minor children, from

initiating clgarette vea and 1o encorags
curpant sinokers tn consider cessation to
greatly vaduce the smefons rhsks that
smmoking poses to thele health™ (75 TR
GUE24 at 65526). Therefore, the
warnings are infended to have an
impact on nonsmekers a8 well as
smokers, and the required warnings will
affactively coromonicaie the negative
haalth consaquences of srooking to hoth
of thege Impartant andisnces.

(Coment 14) Seiracal comnments,
including comments from cigarethe
manufacturers and individual
consumers, expressed concerns that the
new required warnings on ciparotte
packapes and adwveclizamnente would
cansa paapke not to lonk at packages o
canga thern fo hold thedr cigarettes o
decorative cases. The comments also
indicatad that some of the proposed
images would induce youth to purchase
cigarettes rather than ggt&r them from
smoking, because the new images would
be striking to youth, These coomments
gtated that this “rabound effoct” would
undeerning the intant of the wanmiogs
and decrease their alfacliveness.

(Rosponss) We disageee, Comments
EXpPressing concerns about a potential
rebound effect did not provide

ersuasive scientific svidence to
gmmnstrate such an sffect is likely bo
oecar (of that it wonld have sudficient
magnitude to be a significant concarn).
Tha comoents raferanced older studies
that did not specifically address graphic
warnings on cigarette packages and
advertizements, and also referred to a
qualitative slucly conducted on the
Enropesn Union's praphic warnings, in
which some foois goup particd pants
eoonented that some warnings were
humorons or that they were not
persuasive in educating consumers
about dental diseases aszociated with
smoking (Ref. 42]. When weighing this
qualitative information againet the
gquantitative regearch available,
jncleding evidenee froin countries with
praphic health warnlog vequivemants, as
woll as the findings of the expert panel
of the TOM in its 2007 report [see Ref,
1), the informaticn referenced in the
comments is not persuasive. (While
focus proups can provide ueetul
information, it is well kaown that they
are not ag palisble as real-world
avidence for drawing conclusinns about
cansal relationships and geneallzing
regults to the population as a whole
[Raf. 43).]

Fourthevmors, wa note that in the
Eurvopesn Urndon qualitatlve study
raforanrad in the comments, the
rassarchears concloded that plohuas
haire the potemtial to add a powesful
elameant to health warning messages and
that tha old text-ooly messapes waro not

working [Bef 42 at p. 43). They alsa
nuterd that sorne of the warning
messages the conmoents referred to,
including the referenced dental disease
image, provoked a highly emotional
response in all the countries sureeipad
despite the comments from certain focus
prong qlaxﬁnipants (Id. at p. 35). Tha
regeareh litamtore soggests that images
that evoke sraotonal responses can
increase the likelihood smokers will
reduce their smoking, make an attempt
to quit, or quit altogether (Ref. 44).
ile ooe comment said that the

failure of fear-inducing messages hased
on. health, affects i “well-kaown in
areas outside of smoking preveotion,'
the comment did not provide sufficient
avidence of such fatlure in the area of
smoking prevention, In fact, as some
comments discussed, there is scientific
evidenre relating to ciparette praphic
health srarnings Mhistrating the success
of fear-joducing meseages (see, a.g., Raf.
44), For exampla, one commont veferred
to rozearch that found that smokers
exposed io Canada’s graphic health
wamings generally did not try to avoid
the fear-induring messages, and that any
avoidance enpaped in by smokers doss
not appest to waderiine quitting
inbantiong or attarpts (edtfng Ref. 45).
Similarly, veseacchars analyzing data
ralatad Eo graphic warnings found that:

[1There is no eeidence that pictocial
warnings lead to hoomerang sffacts. An
wnalysis of data from the ITC Four Country
Survey found that tha Anetralian pictorial
suarings, introduced in 2005, led W gmator
avoidant behevioure (a.g. covaring up tha
pack, keeplng 1€ oul of sight, or avoiding
partivular labels), comparsd to Canada, the
United Kingdon, and the USA, Importantly,
thase smokers who enpaged bn avoldant
behaviours wera no lass likely to intand ta
qoit or to atteropt Lo quit replicaling the
Endings of & etudy of the Canadian warnings.
Thusz, although plctoral warnings can lead to
avoidence and defsnsive reartions, such
reactions are acfually indicators of posidve
itpart.
(Raf 46, cifing Refs. 20 and 44). To the
extant that smokers engage in any
dafemsive avoidance with respect to the
new requived warnings, we are adding
a reference to a cessation rescurce bo
give srnokeys an immediate way to act
upon this impulse and access cessation
assistance. The rezearch literature
suggests that such a veference is
affective in diminishing potential
avoldance effects in wsponse to
messages that arouse fear [see Ref. 40 at
pp. 38—41), See sectlon V.B.6 of this
dorument for additional information
regarding aue rationals and anthority for
including a reference to a cessation
resource o the reguired warnings.

[Commoent 18] Saveral comments
cupressed concern about the potential
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effectiveness of the new required
warnings, particularly those that are
fear-based, with certain portions of the
g;:lpulatiﬂn. These cormments expressed

g following concerns: [1) Many youths
and young adults e webellions and will
be attracted to whet they pecceive ag tha
“forbiddean feudt:" (2] fear-basad
warnings fail with groups that have low
self-estesm; (3} fear-based warnings fail
with adolescents, becausze they tend not
to be influenced by health-based
detarvants; and {4) the new required
warnings see “high fesr ressapas” that
may actually inbdbit vaduetions in
smoking, becausa they decrease a
person’s perceived ability to guit
smokinp. These comments expregaed
the belief that the new required
wigrnbngs would be ineffectye,

(Regponse) While acknowledping the
coneerng, wa dikagees. Iis twe that
Tnessages that mdues fear, pointing to g
misk, may not bo affoctive when paople
are unavrare af how to reduce the risk,
but in this case, the best way to reduce
the rizk ig clear. e have chosen a
balaneed set of images, including those
that ey aecnse fear and those that may
genarate other emotiongl teeponses in
certain ndividuals o order to reach a4
diverse population of stnokers and
nansmokers, as well as youth, young
adultz, and adults. Furthermore, as is
explained in more detail in section HLB
of thiz dorwmeant, we conducted a
resmarch study to guentitatively evaluate
the relative sfficacy of the proposed
required warnings in comnoinicating
the health harms of smoking to adulrs
[aged 25 or plder), young adults [aged 15
ta 24), and youth {aged 13 to 17). The
nine selected required warnings showed
pasitive affects on importent stody
measures in all study popodations,
including youth, relaties to the teset-only
conirol. In particular, as is discussed in
mare detail in section I1I of this
document, the selected required
warnings showed strong impacts on the
galience meazures in our regearch study,
inchading arational aod cognitive
INEAIES.

Tha rezearch literatore suggests that
these measures arn Hkoly to bo valated
to behavior change. For example, the
literature suppests that risk information
iz most readigl],* communicated by
messages that arouse emotinnal
reacijong (see Ref. 45), and that smokers
wha report greater negative smotiona]
reactions in rosponss to cigarette
warnings are significantly more likaly to
have read and thought about the
warnings and more likely to reduce the
amount they smoke and to quit or make
an atterr?t to quit [Ref. 44). The
roceqrch lileralure alsn suppests that
warnings that generate an immediate

anctiomal recpose oo Viewers can
confar megative foolfngs ahout smoking
and underinine tho appoal and
attractiveness of smoking (Ref. 45 and
Eef 40 at pp. 37—38). In addition,
tegearch has shown that younger
adolescants are more likely to notice
atd think aboat health warnings that
locluds praphic imagas [Baf, 47),

The rarquired warnings will affactively
communicate the negative health
consequences of smoking, and we do
not agree that they will have unintended
nepative effects smong younger
population groups,

fomet 18] One comment
exprepsad concern that fhe new praphic
lmapes on clgarette packages aod
advertisemnants would actoally maka
cigarette simokexs slcker, as the Imapos
wiould increase smokers” anxiaty and
damage their zelf-esteem.

(Reiponze) We disagres. We are not
awvars of any zeientifie evidonce to
support this claim. In fact, as diseussed
o the preamble to the proposed rule,
the availabla evidence sugpests that
graphic health warnings can benefit the
public health by increasing smokers'
htentions to quit and reducing the
likelthood of initiation by nonsmekecs
(75 IR 60524 at I532],

[Comment 17] A few comments stated
that feac-bassd warnings Eal to work
when the messaps heing conveyed is
alesady closcly wndarstood and does not
prowide new information, These
eopnrnents expressed the view that,
becanes conpumans gleeady vndeestand
the risks sssociated with soooking, the
nenw rerpuired wienings would not he
effactive in achieving FDA™ goals,

[Rezpongs) Wa disses, Az explained
n section ILE of this decuiment, thers is
substantial evidance demonateating that
the pramise of thase corrmeanty is not
correct aod that many conswomers do not
adaquataly underztand the pereonal
tlsks assorigted with smoking.

E. Need To Refresh Required Warnings

Az amended by the Tobacco Coniral
Act, FCLAA includes provisians that
van help prevent or delay the wear out
of the new required warmnings. For
example, section 4(c)(1) of FCLAA (15
10.5.C. 1333[c)(1)) indicates that the
roquired warnings on cigarette packages
mnst be randomly displayed in each 12-
month period, in ax aquafa numther of
times a2 is possible on each brand of the

roduct, and be randomly distrituted

ouphout the United States, in
accordance with a warning plan
approved by FOA, Section 4[c)(2] of
FCLA A requires the wamings ta be
rotated quarterly in cigarette
advertisements, also in accerdance with
a warning plan approved by FDaA.

Mewarthelass, as stated in the MPRM,
wa intend to ramitor the effects of the
new varolvad warnings once they ave
put into usa. We will conduct resaacch
and keep abreast of scientific
developments regarding the efficacy of
various required warnings and the types
and elements of various warnings that
improve efficacy. As stated in the
MPRM, wa will wga the resulta of oor
monitoring and soch research o halp
detarmine wheather any of the textual
Warming statements of accompanying
E-I;aphic images should be revised in a

ture rulemaking (75 FR 65524 at
69534). Thiz commitment to continned
anipirical tasting ks congistent with
Exacutive Ordee 13563, section 1, which
states that our vagulatory sjrstem st
measure, and seak to loprove, the
actual resulis of regulatory
Tequirements. "

TrA received mumerous comments
regarding the need periodically to
refresh the warnings o minimize wear
aut, which we have suwnmarized and
vasponded o in the followlng

ar hs.
P [é%rrzfnent 18} Many comments,
including comments fram health
ingtitutions, nonprofit organizations,
and academics, supgosted that FDw
should rafresh the praphic warnings on
a ragular basis bacanss cunswmen can
bacomns habituated to eod igoore
warnings. The conunents vefarred to
scientific research on the effectivensss
of graphic warnings for ciparette
packages and advertizements, which
grenngly recornmends that warnings be
pariodically refreshed o malntain their
pffactivensss and frmpact on conkumens
(Refs. 18, 42, 44, and 26). The comooants
suggested a wide rangs of limoeframes as
to when FOA should refresh the graphic
wiarnings, One comment sugpested that
TDA beack the effectiveness of the
raquired warnings on a gquarkerly basis
and that the resalts of goy testing e
made publicly avallable. One comroent
suggested that FDA establish a
conclusion that new graphic warnings
for ciparette packapes and
advertisements will be required at no
rouea than & 2-peal interval. A few
comrnants also suggasted that FDA
pstablish g target scheduls for
reconsideration and revision of the
warnings, which would loclude ongoing
consumer tesearch and re-svamination
of the effectivensss of the vequived
warnings.

[Response) We agraos that refreshing
the required warnlngs an a perindic
bagis can help mainlain thoir
effectiveness. Researchers hawe found
that graphic images and text messages
are likely to have greater innpact at the
tivne they are introdoced and that
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meaningfol impact of the warmings may
decline with repeated exposurs (Ref
41). Rotating a variety of ciparatts
warnings and updating the warmbngs
perindically is likely to minimiza the
negative effects of overexposure (Bef, 30,

Hewaver, wa ars nat aware of any
ragparch that warrants the selectlon of a
particilar Himefeame for foture iterations
of rarmived warnlogs. As stated by
swtreral cornments, theve is no definitive
rate at which the warnings will wear
aut, as it depends oo many factors
loploding the vackaty of mossage
axecutions, exposure level, and tha
appeal of the nwossaga.

We recognire the value of condacting
onpoing evaluation of the effects of the
required warnings after they entar the
marketplace. We also intend to monivor
and evaluate the effects of the required
warmings, and o monitor [he waimings
For potential wear out. In addition, wa
will keep abreast of scientific
developraents regarding the efficacy of
varions required warnings and the types
and elements of varions warnings that
iraprove efficary. As noted, this
raonitoring is consistent with Exeoutive
Order 13563, which recopnizes the
importance of measuzing “actual
results" and of analyzing sipnificant
rules after thoy are in effect to determine
whether they should be "modified,
streamilined, expanded, or repealad so
as to make the apency's regulatory
Emi?m more effective or less

urdenseme in achieving the repulatony
objectives,

When wa detarmine that changes to
the requlrod warnlngs are appropriate
(lochiding changes to the textaal
wrarning statements and/or the color
grephic imagas) beacause they would
promotes greater public understanding of
the risks assoclated with smoking, we
Cal evercise owr authority to initiate a
new rulemaking to modify the required
wrnings nder section 202(b) of the
Tabaceo Conkal Act [adding subsection
{d] to secion 4 of FOLAMA)L

IIL FD A% Selection of Color Graphic
Images

A, Methedology for Selacting fmages

When we issued the NPRM, we
proposaed color graphic images to
accompany the nine textoal warning
sfatoments vequived by Congress in
saction 201 of the Tobacco Control Act.
In all, we proposed 36 potential
required warnings, consisting of the

*eclion 202(k]) of Oue Tobaceo Contral Act
srnende secllon 4 of FCLAA [15 T1.5.C, 1333] to adad
@ nyeit sibesocton [d], "Chaoge in Reguived
Slatrnaants,” Howeerer, snclion 207, of (e Tabaceo
Cuontrol Act aleo amnsnde sectlon 4 of PCLAA Lo add
a new subsection [d], " Craphic Label Skatesoeate '

eonlor praphic images FDA developed
and the nine texmal warning stateyments
frovn the Tobacco Control Act. These 36
proposed required warnings were made
availghle 4 eleetronic fles in portable
docurnent forimat {ﬁﬁdﬂ and dizplaged n
the docwment entitled “Proposed
Requived Warning Imagss,'” which was
ineloded in the docket for the proposed
rila. The proposed required warnings
were also made available on FDA's Web
gite. Consistent with sechion 4 of
FCLAA, 2 vesions of cach of the 36

roposed required warnings were
Sewlﬂpad; oyia with the tefual werodng
gtaternent io black font on a whibe
background, and one with the textual
warning statement in white font on a
black hackground.

As explained in the preanible to the
praposed rule (75 FR 62524 at 69534
through 69535], in considering gnd
developing appropriate color graphic
imapes to accormpaoy the oina texbal
warning statemants sat forth 1o section
201 of the Tebacco Conteol Act, FDA
assessed the graphic warnings that other
countries have required, and worked
with warious experts in the fislds of
health commnnications, markating
research, graphic design, and
adswrectising o develop 36 proposad
reguired warnings. Each of the proposed
color graphic images depicted the
negative health consequences of
smaoking, and the themes and subjects
depic]t.;ﬁ in earh image illustrated the
message conveyad by the accorpanying
texhual waining steferment.

The NPEM excplained that we planned
to select 9 final required warnings from
among the 38 proposed required
wariings. We sought comments on what
colar graphic images to requice in this
final rule, including comments on the
36 proposed color graphic boages
inchuded with the MPRR.

In gddition, as is desceibed 1o more
detail in zection IILE of this docurment,
we conducted research on the 36
proposad required wamings to evaluate
the velative effectiveness of the
proposed color graphic images and their
accompanying textual warning
stateynents at conveying information
about varions health risks of smoking,
and additianally, at encaouraping
smoking cessation and discouraging
smoking initiation,

In arder to determine which color
araphic iviages to require in the final
mule, we considered a number of factors.
First, we considered the relative
effectivensss of the proposed required
warnings based on the strength of effect
the different color graphic images had
on the varions endpoints and across the
populations incladed in our study (see
section ILR of this document for a more

detailed description of the research
study).

In‘addition, we considered the
substantye public cominents receiiad
ir1 the docket ralated to the 36 proposed
ragquired warnings [see saction I1.C of
this docurnint fie more information on
the commonts recnlved; the comments
ralaling to each image are sumnmarized
and responded to in sections 1.0 and
IILE of this document). We also
considered the comnents vecaived in
the docket that suggested that swe e
ofher Doages o the requived warnlogs,
including images that have been used in
other conntries’ graphic health
wariings. However, as discussed in
wmore detail in the following comment
summaries and in section [[LE of this
document, we selected imapes for the
nine required warnings from amonp the
bmeges we developed gnd propogsed.
O peseacch study, avoong other
nformation, indicated these required
warnings will effectively communicate
the negative health consequences of
smoking to a wids range of population
proups. As explained in the comment
responses throughonit this section I,
the comneots submitted to the docket
did mot parsuade us that other images,
mcluding imagﬁ‘s uzed in other
countries’ graphic health warnings,
were more appropriate for use in the
required warnings than the images we
selected,

TFurthennwors, wa considersad the
valevgnt solantfic literatuems in the
dockat, and in particular tho exlent to
which the llleraburs supported or
refuted aspects of the images and the
extent to which the literature helped
determine the agpm;rriata weight to
give to ather fnformation Goehuding the
agﬁxnpriaﬁe waight o give to the varlous
sndpoiots: considerad 1o our ressacch
study).

Wa also considered the variety and
diversity reflected in the tnages in
making selaction decisions in order to
ensure that the final set of required
warnings cibectivaly cornmunicatsas eisk
information to a diveces rangs of
andiarces, molnding podiences that
haire bawn targatsd by tobacco industey
mnavketing afforts. Wea took into accoumnt
the importance of selecting a set of
required warnings that includes a
diversity of styles (.g., photographic
versug illustrative), themes, aod muman
images (o2, vace, pender, ags), Thia iz
consistent with the evidence hase for
praphir health warninps fiom counteies
that have already implemented such
warninps, which indicates that variety is
important in enhancing the naticeability
and salience of warnings and
broadening their colevance for tanget
groups (Ref. 40 at p. 46 and Eef. 48 at



Federal Register/ Vol 76, No. 120/ Wednesday, June 22, 2011/Rules and Regulatinns

36637

g 9), and which suggests that warnings
that lncludes picteeas of peaple gheuld
broadly ceprassnt the ethoicfracial
profile of tha relevant countey [Ref 11).

We alao considered whether te have
one image accoxopany each of tho
texlual warning statements set forth in
gaction 201 of the Tobacco Control Act,

We raceived multple comments
vagarding our proposal o select 9 final
vaquirved warnings end owe proposal to
salect tham from araong the 26 progosed
color graphic images that werse made
awailable with the NERM. Wa have
swmmarized and responded to these
corpinents in the following paragraphs
[wa alzo veceived a mumber of
comonenty on the propesed color
graphle images thamaslveg; thass
commants are summarized in sections
INLD and MILE of this document In
addition, we received a number of
comments regarding our research study,
which asaazi%d the relative effentivene}rss
of the 26 proposed color praphic images;
thess comments gve ponmarized in
section IIL.C of thix document).

[Comunont 12) Saveral comroents
suggested that FDA select more than one
graphic image for each new textual
wiarning stabement. The comments
reagoned that by limiting the warnings
to ana graphic image per texiual
statameant, the haglth waraings wonld
affactively cornoronicats to faaee
segments of the syooking and
nonsmelking populations. Soma
comments also suggested that selecting
mote than one image per warning
statgment would counteract wear out of
the raquitad warnings, Cne corment
suggestad that FOA devalap multiple
serles of images and vequives that sach
geries be used one at a Ume fo dalay
wiedr ot

(Response) We decline o select more
than one image for each warning
statemnent as suggested in thesa
comnments. We beligve that the sot of
nine required warnings we selacbad will
be sufficient at this time to achlere our
goal of effectively conmmunicating (he
negative health consequences of
smoking and to prevent wear out of the
required wamnings for several years.
Furthermore, the nine selected raquired
warnings will appeal {0 a diverse range
of audiences, and, as dlscussed 1o
section I of this docurnent, tha
irnages selected showed signiflcant
effects on important measaces in our
regearch study across the threo sindy
populations (adults, young adults, and
youth}.

We intend to monitor the sffects of
these required wamings once they ave
put into use. We will conduct research
and keep abreast of sclentific
developinents regarding the efficacy of

various required warnings and the typas
wnd sfements of various warnings that
irapross officacy. Given the significant
changes bedng rmades 10 the text, format,
and placement of the existing warnings
by this rale, 1L will be valuable to obitgin
relevant data on the affects of the
complete set of required warnings as
zoon a: possible. [f we were to expand
the narmber of required warnings, it
could delay an. aszessment of eficacy of
the warnings under conditions of real-
world nss. We intend to use The reonlts
of pur monitoung and of reseurch
conducted on the required warnings
once they are in public use to determine
whether changes should be made to the
Eﬂm‘ed warnings in a future

makiog, focloding changes te add
new images or to mndify the axisting
required warnings. Accordingly, at this
time we decline to solect more than nine

images.

[&'Cgﬂmment 20) Multiple cornments
suppested that FDA use praphic warning
tronages That have been tested or used in
ofher connties instead of or in addition
to one or move of the images that FDA
proposed. Some of thess coornsts
indicated that images that are In vwse in
other countries would be move effacilve
and educational than some or all of
FDA's propozed images.

(Response) We decline to follow this
suggestion. FDA" research study
avaluated the 36 proposead vequicsd
wartings. The rasilts from this wegewech,
study suggest that the nine swlocterd
required warnings will effectively
communicate negative health
congequences of smoking to a diverse
range of endisnces, Moreowver, if we
wae to salect froagas thak wers not
evaluated 1o our stody, it would be
difficult to ohjectively assess the velative
efficacy of such images comnpared to the
36 proposed images. Campared to the
information provided by our research
study, the supporting information in the
commants did not eonvince ug that the
Imagas sugrested by those comments
would more effectively cormomrgeats
the negative health conssguences of
¢gmaoking than the images we have
gelected in this final rule,

(Comment 21] A number of comments
supwested that FOA use other images
than thosa published with the proposed
rule. For exarople, some comnnents
recommendad that FINA nes images that
depict vaal people with vaal dizeages
and not models. A faiw recoom e ed
that FOLA tacluda Terapes that show
negative cosmetic affscts of smoking,
such as stained fingers and bad breath,
in order to Impact adoleacents
cancorned about hody image. Cne
conunent susgested that FOUA porteay &
pictoce of an obltuary, whils oo ther

vacommendad the vuss of an froags
depicting the aranunt of meney srankes
spend to purchase thes avary yaax.
[Respomse) We decline bo salect t
imapges suggested in these comments.
Each of the required warnings selected
by FOA was quantitatively tested to
asemss its rulative effectiveness in
conunnnicating the negative health
consequencos of sraoking. n salecting
the set of mine required warnings, we
considered the results of cur research
study and a number of ather factors and
have concloded that the nine selected
raquired warnings effectively
commimicats the megative health
consequances of smoldng, In addition,
we are adopting the nine favtal
warning statements mandatod by
Congress in section 4(a)f1) of FCLAA.
The images selected were designed to
correlats with those warning statements;
the available evidence base highlights
the velue of the text and Smages o
graphic health warnings relating to ane
another in a meaningful way (see Raf 40
at p. 41), Including inages inconsistent
with the textnal warning statements
could confuge consumers and detract
feomm the effectiveness of the warnings.
Furtherraore, aoime of our selectsd
images do show the negative cogrmetic
effects that can ocour as a resalt of the'
health consequences of syoking.
Moreover, some of the images proposed
for uze in the comments, such as an
bmage showing Lhe amount of money
smokers spend to purchase cigaretles,
would not be congistent with the
statutory requdrevneat that the ragired
warnings depict the negative health
consequences of sinoking,

B F0 A’z Reseorch Sfady

As pxplained in the NPREW [75 FR
BY524 at 69538], wa conductad vesearch
on the 36 proposed required warndngs.
Spccifically, we conducted an Internet-
bazed consumer research study with
el 13,000 parbicipants that
guantitatively examined the relative
efficacy of the 36 proposed coler
graphir imapes in communicating the
harms of smaoking to 3 target groups:
Adult smokers (age 25 or alder), foung
adult smokers (aged 1& to 24), and youth
(agad 13 to 17) who currently smoke or
who are susceptible to smacking.

The purpose of the stndy was ta: (1)
Measurs consumer atitudes, beliefs,
snd fntended behaviors related to
cigarette smoking in response to the
proposed color praphic images and their
accompanying texiual statements; [2)
dotermine whether canmumer responses
to the proposed color graphic imnages
and their aceompanying tertual
gtatementz differed acrass varions
groups based on age, smoking status, ar
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othee demagra{nhic wirighlas; and (1)
gvralnate the ralative affectivanoss of the
proposed color graphle inages and their
accompanylog textnal warnings
slatemoenls at conveying informabion
about various health risks of smoking,
and additionally, at encovraging
smoking cessation atd disconzaging
smoldng initiation,

We placed a repoct (Ref. 40; see alsn
Ref. 50 2] that deseribed the research
study and presented the resnlts of the
analysas fram the research study in the
dockat for the proposed rule and
announcad the repart’s availability by a
notlce in the Faderal Register on
Decambear 7, 2000 (5ee 75 FR 75936 at
75036 theough 75837) a0 that the public
had an oppoctunily to comment on the
results.

This sectlon briefly describes the
design of FDXA’s research study and key
andpolnts examined in the research
study; a lull description of the study
and tha severa] hundred pages of data
and data analyses are contained in the
stady report and accompanyi
appendices (Ref. 49) that was placed in
the dockat Eor the proposed mile. This
saction alze describes how the regults
feom this ressarch study informed the
salaclion of the final vequired warnings.

FDA recelved numerous comments it
tha docket velated to the research study;
this section alsa includes a summary of
the substantive comments received
about tha research study and FDA's
responses to these comments,

1. Study Design

FDA's teremoch study avaluated the
requited wernings proposed for aach of
the nine warning statemants against a
text-only control (which contatned the
warning stavermant withoof any
acosmpanying color graphic image).
Study participants wera randomly
agsipmad o be exposed to aither one of
the 36 propoged required warnings
[treatynent peonps) or one of the 9
texctual warning stetements [control
proupsh, Tregtient pronps o each
tarpet population [adults, voung adults,
and youth] vigwed a hypothotical pack

Whlla the nwmerical ragults repotled i (he
5l report [Ral 29) veve coroact, sod whils a1l of
thw poeults discussed in this rule are accuratoly
deceribad, same of fia deacriplors conleined in the
atudy repart were i ecced. Ak wriata chest for e
study repo [Rel 500, which lizie ol (he ercors sod
the eorreclione, has baon prepared and 1a belng
placsd in tha docket These eror: did ool adeersely
irapact cormat Lers' ALLLY 10 convey thair
asensament of the images and the shady vesults in
thedr covoroenle. To the extent same commenis
inclod ed inaccoral s L lroesils showl Lhe slody
restlls in their significent commen |3 as 2 resylt ol
thie arviies, wa recognised e accoracy snd were
nble 1o discemn thi: oulesiel padnls i (e cennmesnl
and evaluata them approprialaly, ae is reflacted in
the coorueil S o dnd pespeosa.

of cigarettes that includad. ooe of the
proposed reguired warnings, which
appeated on the upper 50 percent of the

ack, while the conbrol group viewed a

wpothetical pack of clgarettes with a
warning statament (but no warning
bnaga), which appeared on the side of
the pack Furthermors, among adults, an
additipnal treatment group wewead a
bypothetical advertisament that
meluded one of the proposed required
warninge, which encompassed
approxirately 20 percent of the uﬁ&r
vight avoa of the advertisement, while 4
canlral group viewed a hypothetical
arlvertisement with a waming statement
in the same location (hut withoat &
warning image) thet was prezanted
using the size and format corrantly
oquited by FOLA A The stady tested
tha relafive efficacy of each proposed
reguired warning relative to the text-
only contral for that warming statennant
for the various oubcormes maagnred.

Each respondent wiswed aither
single cipavette package ar
advertisarment that displayod one of the
proposed reguired warnings or a text-
only warning. Respondents answered
quastinns ahout their immediate
reactions to the cigaretie package or
adwerbizement, related attitudes sod
beliefs aboat smoking, s well g
intentions to qoit or start smoklog. At
the end of the suiey, subjects wers
agked to recall which warning statement
anrd image they saw earlier in the survey
to assass the accuracy of recall. In
addition, 1 wesk after completing the
survey, subjects weres re-contacted and
asked to recall the warning stetement
and image to which they ware exposed.
Crwerall, the following key outcoraes
wreees measiend after exposure to one of
tha required warnings or the text-only
control, and/for at 1 week follow-op:

v Salience—"The study exarnined
emotional and cognitive responges to
the cigarette packages and
advertizements that bora health
warnings. Participants peovided ratings
of thair rasponsess to the packages and
ardvertisements. The ratings were
ageragated to create two scales: [A) An
srnational reaction scale, which
imcluded ratings on hoow the warning
made the respondent feel, puch as
""depressed,' “disconaged,” and
“afraid'; and (B) & copnitive reaction
scale, which inchaded rafings on what
the respondent thought ghout the
warning, such as “'helisvahls,"”
"meaningful,” and “eonvincing’

A Same acddinions] cogod Hie oessres, foclodlng
thi eaction Mam "the peck was difficult 10 [ook 26
for, for the adult savple wiewlng the print ed, “he
ad wen diffoult to ok ol toere alio evaluated but
e bt reporbed 4 pect of Lhe corpoeile cognibve
ronchion eoale These ileros swere oot so e leoathy

Bopraszion analyses were nsed to assess
the relative impact of treatment
conditinns on ratings as compared to the
text-oaly control.

» Hocall—The study measuted
perticipants’ recall of the nine warning
staternents affer axposure to either one
of the proposed required warnings or
tha text-only conirol (baseline).
Parficipants wers also ve-contacted after
1wk and askod about their recall of
the warning statemnent they had wiewed
(1 weak follow-up). The results were
gnglyzed to determine whether
exposure to the proposed required
warnings allclted higher recall of the
warhing statemnants than exposure to the
text-nnly controls. In addition, in the
braatment groups (1., participants who
wiewed ane of fhe praposed required
wiarnings], vacall of the image was
assassad af bazaling and at 1-week
follow-up. Because the control group
did not view an image, the ivapact of the
proposad required warnings on image
rezall was measured against one of the
proposed raguired warnings for each
wrpening statoment that had been
salacted to be the referent image and
statiztirally assessing whether racall of
the images associated with the other
proposed raquired warnings was higher
or lovwer than recall of the referent
iroage.

« Influance on Ballefs—The study
agsessad whether the proposed required
warnings had a signiflcant impact on
helicfs abouk the health xisks of smeking
to regular smokers reladve to the text-
ooly control, as well as whether t]m{:
bed a slpoificant rnpact on beliefs about
the health rizks of secondhand smaoke
exposure to nonsmokers relative to the
tet-ondy control.

» Bohavioral Intentions—The study
assassed whether the proposed required
warnlngs yoay have a significant impact
on cassation, by assessing smokers’
infantions to quit smoking [ie.. asking
participants how likely it is that they
wuld tey Lo quit smoking within the
neaxt 10 days). In youth, the study
azgassed whether the proposed required
warnings may have a significant impart
oo potential initiation, using a meagure
of how likely youth felt they were to be
smoklng 1 year feom now.

As the study report [Ref. 49) explaing,
tha outcormes examined were selected
hased oo established thecries of message
procossiog and health-related behavior
changa, which suggest that immediate
ermational and cognitive reactions to
massagns, and vecall of messages, are
pact of a process that eveniually leads to

vorreloded with (he atber coghitive meazuros to
includa In the composita massura,
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chenges in beliefs and intentions and
ultimataly to bebavior change,

2, Use of FDA's Research Study Results
in Selection of Images

A3 described in section LA of this
documert, In erder bo determine which
color grapkic images to reguire 1o the
final ruls, we considerad a maomber of
factors, imcluding the vesults feoom o
research study, We carsfully avamioead
the research results for the 36 proposed
required warnings on all the different
ouicomes in determining which images
to raquire in this final rule. Howewer,
the responses o0 the salisnee measures
sarved as a prirnary basis for
distinguishing among the 36 propogsesd
required warnings for a number of
TRASUIY,

First, many of the proposed required
warnings elicited significant impacts on
tha salience meazires (emotional and
coghitive maieaesh, which the research
litexatore supgests sva Hkely to he
related to bohavior chanpe (Ref, 51}, For
example, the litevature suggests that sk
information is most readily
comnmunicated by messages that avouse
ariotional reactions (see Ref, 45}, and
that srnokers wha teport greater negative
amotional reaetions i responss to
cigarette warnlogs ave sipnificantly more
likely to have read and thought about
the warnings and move Hkely to rodoce
the amount they smoke and to quit ar
make an altempt to quit (Ref. 44). The
razearch literabure alio suppests that
warnigs that ganerate an immediate
amotional sesponse fearmn vieswers can
Taallt In viewers attaching a nopative
affect bo smoking (ie., feel bad about
smoking), thus undermining the appeal
and attractiveness of smoking (Ref. 45
and Ref. 40 at pp. 37-38),

In coropartzon to the salience
meggures, e of the propossd
raguived warnbngs elicited signdficant
Impards on the beliefs megs oea in ope
regearch study, and on the whols the
propesed required warnings did not
elicit strang responses on tho infenfions
measures. Given the design of o
research study, wheve participants had
only a single exposure to one proposad
tequired warmning, it is not surpeising
that the propesad requived warnings did
not congistently show effects on these
beliefs and intentoens measares, which
are more eventoal aubcomns in the
behavior change procoss than the
salience responses, which cocur more
immediately. Howevear, this doss Moot
the ntility of these longer-tanm measures
in discrivninating across the proposad
required warnings. Thus, given the
dasign of the siudy, the vasults on the
salience maasures, which the raseacch
lterature indicatos avo predictors of

maore eventual behavioral owfoones,
were considered to be mors meaniogfol
than the results on the beliafs and
intentions measures 1o discriminating
between the imagas.

Im addition, we gave greater weight to
outcomes on the salienee measures than
to cutcomes on the statement recall
measures for several roasons. Fiest, thors
is evidence to suggest that, while racgll
of associated warning massaga
statements may be reducad 1o the shopt
terin by moderataly or highly graphic
pictarial warnings versus text-only
cantrols or less graphic phetorial
warnings, these warnings still inrrsaze
intentions to quit thvough oeokerd
emotional responses (Raf. 52). Sacond,
as described previously, participants in
the research study were sxposed to g
single viewing of the proposad reguived
warnings, which doez not allow fo
assesament of the affact that repetitive
viewing of the required warniogs ray
bave om recall. Recall can be expeacted
to increase in real world sottings whers
consumers will be exposed to the
warnings nmultiple times. Third, recell
was generally high for all the proposed
required warnings, even whers thare
was not a significant diffarence
compared to the text-oaly conteol or
where recall was significantly lowaer for
the proposed required warning than for
the text-only control. For examplo, for
the nine required warnings that wea
selected for use in this final rola, the
research study shows that vecall of hath
the textual warning statements and the
color praphic images was hiph at hoth
bageline and at 1-week follow-up,
exceeding 50 percent on all measures,
and, in many cases, exceeding 40
percent,

3. Comments on FDA" Reseqrch Study

FDA received a number of comments
ralated 1o its research study n the
docket for the proposed rule, which are
summarized and responded ta in the
following parapraphs.

a. Séody dogipn, Several comments
addreszad the cross-zectinnal desipn of
the study,

{Comynent 22) Seeacal commonts,
irecluding coviments fLom cancer
researchers, oonpeefin seganizations,
and academics noted that participants
1o the study weies exposed to o proposed
required warabng anly once ina
cantrolled enviromment. These
cornirenty stated that the single
axposnra sndy design makes it
impossible to agsaea long term or achial
offects of the pm]faosed required
warndngs. Two of thesa comments
eecornmeandad that FIA conduct
longitadinal research or post-mmarkei

suewaillance to asgsess achial long-term
affacte,

(Responsa] We agess thal the gtody
design does not permit ws o eeach, firm
conclusions about the Leag-tarm, mal-
wuonld effacts of the propoged required
warnings on the meayured Gutoomes. As
noted previoasly, the parpose of the
study was not to assaess potual affacts bot
be assess tho relative effacts of the
proposed requived wanings on e
vutcomes. Data on the relative sffecte of
the vaviouns proposed veruived warnings
provided a mors ohjective sod scistific
basis to halp salact which ragoired
warnings should be nebuded i the
final regulatbon. A crogg-sections
dasign with a stnple exposurs under
experlmontal conditions is qupoopriate
for assessing ralative effects. For
absolute effects, the scientific lisatoge
prezented in the preamble to the
proposed rule provides & substantial
bazis for owr comclusion that the
requived warnings will affactivaly
comunundcate the health risks of
smoking, thareby encowaging smoking
cessation and discourapiog smoking
inifiation.

Howearer, we recogiize the value of
conducting an ongeing evaluation of the
effects of the required warnings affer
they enter the marketplace, and we
intend to monitor and evaluate deir
ahility to effectively communicate the
negative health consequences of
smoking, This evaluation will provide
inforrnation reparding whether the
required warnings effectively reach the
a}f)pmpriate target andiences, wear out
of the tequired warnings, and whether
and what changes ta the required
warnings may be appropriate in any
fature rulemaking on this subject.

(Comument 239) A conwonent fram
tabacco product manufasturers etated
that a lonpitadinal atudi demonsrating
that the raquived waenings would have
actual effects on smoking prevalence
was nacassery o saupport the final
ragulation.

[Response) We appreclata the value aof
langitndinal studies but disagras that
sui%lla study is necessary to suppoct the
final regulation. As discussad
previgusly, our research study assessad
the relative efficacy of the 28 proposed
required warnings published with the
MPEM, and the cross-sactional stody
design was appropriate for that purposa.
The scientific literatuce presented In the
prearable to the proposed mls provides
a substantial basiz for our conelusion
that the required warniogs will
effectively commmumicate the health risks
of smoking, thersby ancowraging
smoking cessation and dlscoosaging
smoking initiation.
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(Comment Z4] Several comments
dizcuszed hehavioral models similar ko
that described in FA’s research stody
[see Ref 40) and explained how thass
muodels provide a rationale for how
health warnings can effectively
communicate risk information aboul the
harmbul effects of tobacco use, For
example, one conunent from a
rezearcher working on an international
project to evaluate the impact of praphic
health warnings far tobaceo products
stated that the primary objechves of
health warmings ave to educate and
inform smokers and nonsmokers abouat
the rnany negative health consequences
af smoklng and to provide information
that can emhance their efficacy for
guitting. The comment noted that
effocHve health wamnings increase
knowladge and thonghts about the
harrns of clgarettes, the extent to which
tha smaoker could personally expericnce
a smoking-related disease, and as 2
resnlt, increase motivation to quit
sunklng. Another academic who also is
conducting research on graphic health
warnings cormmented that a wide
varlaty of research suggests that health
warmings with pictures are sipnificantly
rrora likaly to draw attention, result in
greatar information processing, and
irnprove memory for warninps than text-
ooly warnlngs. A conunent from a
razearcher with expertize in risk
perceptions and decisionmaking stated
that changes in smoking behavior bazed
on warning lahels appear to require four
staps: (1) hmmediate, negative affective
rractions fo the potential consequencas
ot amaking: (2] associations of these
emotlonal reactions to smoking cues; (3]
Inceaases in perceptions of the deka of
smoking, and finally [4) increases in
qult contemplation and redurctions in
smoking behaviors.

[Responze) We apres that the deaign of
our research study Ig congistent with
established sockal scignce modals [in
peychelopy, economics, and ralated
fields) of risk commuunication aod
haealth bahavior change. The pupnss of
araphic health warnings is to effectivaly
communirale U negative health
consequences of cigaretta use to
smokers and nonsrnokes, which is
critical given the seriouwsness of these
cnsequences, Greater woderstanding of
those health affects will motivate some
zsmokers to stop smoking and prevent
some noosmokers frorm stacting to
=moke. The preamnbls to the proposad
rule presented a detailed discugsion of
the scientific literature Lo subatantiste
owr conclusion that praphic health
wamings can be an effective mesns of
communicating important health
informoation aboat 51& risks of proking

{sae 75 FR 68524 at 63531 through
60533). These comments provide
additional suppart for that conclusion.

b. Study resuhis. Severa] comments
discussed the results from FDA'
research ﬂtudg.

{Conument 25} Several comments,
including comrnents from academics,
nonprofit coganizaions, and health
professional organizations, stated that
FDA's yesearch study provides data
consistent with the overall literature
devnanstrating the effectiveness of
praphic health warnings, For axample,
one commnent statad that in goncral the
study xesalts are consistent with priar
findingr that the addition of graphic
bmagas to haalth wamhﬁs iz beneficial
o comparizon to text-only warnings,
Annther comment stated that, bagad
upon the FDA study and the existing
scientific litecators, it iz possible to
conclude that the proposed graphic
warniogs are likaly to be effective.

Dithe comoents, lnclnding commments
from tobaces product manufacturers,
atvortising industry associations, and a
puhblle policy organization, assarted that
IFDA’s research shudy fails to provide
evidence of efficacy. These comments
stated Lhat the stody did oot show
evidence that the proposed vequired
warnbngs would actoally affect
prevalance of smoking, and failed to
devannstrate sufficient evidence that the
proposed required warnings would
significantly affect consumer knowledps
af the risks of smoking or actoal
bebavior change.

[Response) We agree that the stady is
generally consistont with. the existiog
scientific evidense demonsiatiog that
graphic health warnings can effactivaly
communicate the negatitve consaguen ces
of cigarette smoking, and by doing so,
can encourape smoking cessation and
dizcourage smoking bnitiation. Wa
dizagree that the study rezolts do nog
suppart the efficacy of the warnings. We
presented substantial ressacch in the
preamble to the proposed mle
supporting the efficacy of graphic health
warnings (75 FR 69524 at 59531 theoogh
BE534), and the results of oir regearh
study are consistent with that resaarch.

¢, Study oulcome maapras,
Numerous conuments dizcugsed the key
outcomes measured in FDA's vasesrch
study.

[Commaent 26] FIA recetved a wide
variety of comments coneerning the use
of emotional reactions Lo agsess the
relative effectivencss of the proposad
graphic warnings. A number of
comments, ineluding thogse fisgmn
academics, medical ingkitutions, and
puhblic health proups, supported the
inclusion of emmaotional reaction
roeasures. These comments sated. that

graphic health warnings that elicit
strong oinafional reactions, especially
negatlve feelings, are more effective in
communicating the negative haalth
consequences of smoking and in
motivating healthier behaviors than
warnings that do notf elicit emotional
mactiong, snd indicate that these effects
are wall sstablished in the scientific
litaratiea.

For axample, one cormment stated that
the scientific Literature shows that
graphic depictions of the negatis
health effects of smeoking acowse
reasonable kacs and are associatod with
greater congideration of health risks,
incresses in motivations ta guit, and
oltimately with attenopts at cessation.
Another comment stated that theoretical
models and studies in commnicaticne
and social paychology suggest that
graphic health warnings can be effactive
broawse they elicit gregtar srantional
engagermeant with the information
provided and it is that engagernent that
irives behavior change. Another
comment from an academic researcher
stated that comsiderable paychological
research supgests that risk is more
readily comrmunicatad by faformation
that arouges emiotional gssociations with
the activity. Emotional reacflons can be
readily accessed from memary by mere
prasantation of the stimulos, and appear
ta ba powerful prediciors of smoking
behavior. Fet another conument statad
that prowing evidence from conbeollad
experiments and sareey ragearch
indicates that, compared to text-only
wraenings, geaphic bealth wamings
evoke strongor amotienal responses and
increase motivations to quit or oot slart
sranking. The comment indicated that
these studies are conzistent with
cognition and neurszcisnce rasesch
demonstrating that relative to lingnistic
o beoet inforonation, irnegery-based
infromation can be processed more
rapidly, evoke stronger emotiomal
rmsponses, induce greater copnitive
processing and attitnde change and can
be recalled more easily.

Howevver, other comments stated that
reliance on cinotional measaces for
aszeszing graphic health warnings is
inappropriate. & joinf comment from
tobapoe product manufarturers stated
that the study measured only the effect
of aliciting strong emational and
cognitive reactions, which confirme that
the warning: were intended not to
inform conswinets with porely factual
anrd uncontroversial bofoometion, bt
tather b shork oonsunes into adopiing
tha Governmeaot’s preferrad course of
condoct. Another tobacco product
manufacturer commented that, to the
exctant FOLA selected images based oo
ermntonal ar cognitive reactions and not
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o ability to inform consumers about
the health rigks of simoking, the
regulakions would not pags
constitutlonal rooster. A, cormment from
g public policy arganlzation commentad
that emotional and copnitive responses
gre irrelevant measures of effactivenass
if thera iz no behavior response.

(Response] On the basis of our veview
of tha relavant scientifie literature and
the feedback receivad in the docket, we
concluda thet our incluglon of
emational reaction messwres to sralogts
the relative effects of the 36 proposed
required warnings was appropriste and
is congistent with well-established
]srim:iples in the scientific literature. As

fsmugsed in the study report that was
placad in the docket ﬁief.p& 9) and in
other comments surrdarized in
previously in this dociment, aliciting
strong ernotional and cogoitive reactions
to graphic warnings enhances vecall and
inferrnation processing, which helps to
ensura that tﬁa warning iz betler
processad, understood, and
remembered. Thag, these responses can
enhance the effective conmounication of
the health warning massage. Thess
respomses in tum influence short-torm
puteomes, such as later recall of the
meggage and changes in knowledge,
attitudes, and beliefy rolated to the
dangers of ohacoo wse and expagure to
sacondband smoke. As aftitbudes and
beliefs changs, they srantually beead to
changes in intentions to guit or to stat
Smﬂkhﬁemd then later can lead to
Loy likelthood of smoking initiation
and gregter likelfhond of sueeessul
cessatinn.

Wa disagres that vas of emotional
maiction measnrarnamnts demmgmpiarss
the Agency's lotet tn advocate g
preferred position ov course of conduct.
Each of the nine praphic warnings
required by the final regulations
comnunicates negative health
congeguances of smoking that are well-
established in the sojentific literature,
Consistant with the Tobagoo Conteol
Act, the purpose of these requirad
Warings is to comnmunicate affactvaly
and graphically the very real,
scientifically established adwverse health
congaiquances of smoking. The owerall
body of seiantific evidence indicates
that health warnings that evoke strong
emotional vesponses snhancg g
individual's ability to process the
warning information, leading to
increased knowledge and thoughts
about the harms of cigarettes and the
extant to which the ndividval could
parkonally experience 4 smoking-related
diseasze. Increasad knowladpe and
thoughts about the negative
consequances of soupking, in torn, are
Taasonably likaly to vesult fn more

informed and healthier behariors, such
as frying to quit smoking or decidiog not
to start,

(Comment 27) We alzo received two
corments concerning the cognitive
rasgeure Uged n the 2indy. A comment
filad by tobacoo product manufacturer:
obzerved that “looke cool'™ wag one of
the yosasumd cogoltive reactions, The
comment stated that the study analysis
omits responses on whether tha
warnings “lecked cool,” and contended
that if a substantial number of
participants wiswed a warning as “looks
cool," the warning weould be unlikely to
havo tho iotended sffect The caroomsnt
cotchided thal the vatiops for the “lonks
cool™ measure do not appear to hae
been neutral; the comment stated that
regression results for the "locks coal”
weayurs indicates that this measure
elicited one of the steongest estimated
affects of the stody and the tesolts po in
the opposita dlrection of effsctively
communicating health plsk nformation.

[Response) We disagres that data
concerning the “locks cool'” qutcoms
wis ornitted or that the results for this
oateoimns go in the opposite direction of
the intended effect of communicating
the negative health consagquences of
smoking. Althoueh the "laaks conl
outcomne was nof nclwded in the
reported composite cognitive yeasuce,
the study report [Ref. 45) includes the
razults for this measure in its
appendices. The measire was reverse
codad, so that a higher valoe
cocrasponded with the nfendad
directionality for other yrneasures. Thas,
a high walue for "looks cool™
corresponds to a response of “stronply
disagree™ fom the respondent. The data
prasentad in the appendices
derarmstrate that for each of the nine
solacted reguired warnings, sipnificantly
mmare pacticlpanfs disagread thet, e
warning *lecked cool” than pacticipants
wheo viewed the text-only contral
warning, Bipht of the nine required
warnings elicited significantly higher
ratings than the text-only control
warning arrogs all et audiences,
Rafings for the ninth vequirsd warning,
which inclodas tho textual statement
WARNING: Quitting smoking now

eatly reduces serinus risks to o
Erealth.” thow that sipnificantly more
adults disagreed that the selected
required warning “looked cool.”
Regponse: for young adults and youth
wern in Lhe appropriate direction, but
the responses were not sipnificantly
different framn the text—uﬁ; contral
warning,

[Cormment 23) We also received a
commment converning the believability
megzore. This comment raised a
concern that some of the 36 proposed

raquired warning: may be perceived as
uwiraalistic becavse they did not vividly
porkeay mmediats baalth risks, which
could Joad some smokers to disconnt
the warning. Tha corimenf recogoized
that a belisvability osasue was
included in the study as part of the
copnitive reaction scale, but stated that
specific results for believability were
not reported, and reconmended that
FOA axaming the mean seores of the
specifle balievability items in
coujuncton with othor nporkang
measures included in the stody.

(Response] We agree with the
commment that believability is a helpful
meanire for assossing the relative
effactivensss of warning images. All of
the selected mages scared sipnificantly
higher than the coatrols oo the
cognition measures, which neloded
ratings om how meaningful the warning
wag, whether it was informative, and
whether it was believable, While the
vesults da not include mean sceores for
baliewahility and other individual
measures, the appendices include the
paramater estlnates from regression
analyses on these individoal measures.
The results show that, in wmost cases, the
tinages salected for the nine required
warnings scored sipnificantly better
than the cantrol with respect to
baliwvability.

{Cormment 29) Cup comment statad
that the statement recall maasnre s loss
impartant and less relevant to declslons
about smoking than negative affecrive
reactions because the warning
statarnents ane now believed by smokers
and aopzmokars.

(Responge] Staterent tecall was
appeopriately included as part of the
aszessment of the valative effectiveness
of the 36 proposed reguired warndngs.
As discuszed in section I1.C of this
document, while both smokers and
nonamoker: have some understanding
abrnat geme of the risks of gmoking,
there ave significant gaps in theic
knowladgs, incloding sboat, the
magnitude and sovority of the risks of
srooking. We also nots that, as
explained in sectlon N B 2 of this
document, although we carediolly
examined the research results on all the
stndy meases for the 36 proposad
required warnings, including racall, the
respansas on the sallence wmeagives
served as 4 mowe important basis then
recall for distinguishing wnong the 36
prng osed requirsd warniogs.

(Comument 20) A jolot coroment
submiitted by tobacco produoct
manufacturers assertad that the stady
fails to demonstrats that the pablished
graphic wornlogs will have ooy
discernible effects on smonking sk
beliefs.
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(Regpornsa] Wea disagree with this
cornment Four of the nine selected
required warnings did show a
slgnificant impact on beliefs about the
health risks of smoking relative to the
text-only control amang at least one
stady popudation. Tn addition, there is
guhstantial evidence in the scientific
lirepature showing that graphic health
warnings effectively increase consumer
undavstanding of the health risks of
smoking. In the preamble to the
proposed rule [75 FE 69524 at 64531
throupgh 65533), we prezentad
gubstantial ressarch showing that
praphic health wernings sipnificantly
increase cansumer thaughts about and
undarstanding of the health risks of
sranking after they were introduced in
other countries, In addition, as
dizcnssed previonaly in this document,
considerable svientific evidence shows
that health warnimgs that alicit steong
amotinmal and cogoltie eactions are
bsttar processed and more effectively
comounicats information about the
negative health consequences of
smoking. Bach of the nine required
warnings elicited slrong #ffects on the
emotional and cognitiee reaction scalee,
which indicatss that these warning will
effectivaly communication information
abomt the negative health consequences
of smaking.

Based on the results of our rezearch
gtudy and the exi&ﬁ:lﬁ' scientific
literature, we conchide that graphic
health warnings, incloding the nioe
gelected roruived warnings, ara likely to
inrreasa consumer nowledge and
understandiog of the health risks of
smaking.

(Coornent A1) A cormment submitted
by tobarco product manufaciurers
criticized the study®s use of infentans
to maeasure belavioeal changs and statod
that FDA showld hare presentad dala
showing actusl effects on behavior.

(Respongs] Wa disagree that
intentions ave an inappropriate variable
fror aksmssing potential behavioral
changes. While meamures of intended
behavioral outcomes do not perfectly
pradict a fatare hehavior outcome, it ia
a necossavy precursor. The scientific
lirerature indicates that one's intentions
to quit amoking must be increased
hafore one makes the actual guit
attwnpt. Thus, we conclude that it wras
gppropriake in our regearch gtudy Lo
aasess oquit intentions as a proxy for
behawior change. In accordance with
Executhre Orvder 13563, after the rule iz
i effact we will be undertaking analysiz
to battar understand the bebavioral
affocts of the warnings.

(Comumnont 32) Several comments
raiged concarns that the lack of strong
statistically significant results

concerning infgmtions in FDA's research
gtudy ip an tndication that the Tequired
wrrnings will not be effective. For
eoearapleo, a comment submitted by
tobaceo product manufacturers slated
that the results of FDA's research atadsy
show that praphic health wearnings will
not result in & statistically significant
reduction in pouth initlation or cwverall
prevalemea of smoking, and thus,
conficms that the warnings will not be
affctiie. :

(Response) We disagree that our ztudy
results indicate that the requited
warnings will not be effective, Itis
important to recognigs that FDA's
research study was oot designod or
intendad to produce evidenca
dermarsiating artual sffects on
behavior. Rather, the stndy was
deslgnad to provide data concerning the
ralative effects of the graphic healih
warnings in order to prowide o mors
objective and scientific basis for our
selection of the sat of nine required
warnings in the final vogulation. Thers
b5 corridevable sridence in the
soientific literanwe demonstrating that
graphic health warnings effectively
incveaze awareness of the health risks of .
smoking, which iz the principal purpose
of the warnings, and that this awarsness
in turn can influence smaoking
intantions and babaviors. We included
significant eosoarch bo substantiate this
conclusion in the preamhble to the
proposed rale [see 75 FR 69524 ot 69531
thraugh B3533). For example, as
dizcuszed in the propoged rule, & 2007
report fion an expert I0M panel that
evaluaved the exvisting sclentific
evidanre on health warnings concludes
that the availahle scientific evidence
indicates that larger, graphic health
warnings would promote greater public
understanding m‘p the health risks of
using tobacco and weald halp to reduce
consumption (Ret. 3).

FDA's vegearch stody cannat be
vhewrad, in Lsolation frarn the averall
body of scientific evidence evaluating
tha efflcacy of praphic health warnings.
While the esearch study itself did not
pravide evidence of strong effacts on
intentions (which, a8 noted in sectlon
OLE.2 af thiz docwmant, is not
sarprisiog given the single-oxposure
degign of the stody), the overall body of
griantific litavalure does provide
sufficiant evidence that the required
warniogs, by inceeasing public
vnderstanding of and thaughts about the
health risks of smooking, will be effective
b encovraping smoking cessation and
discnura%ug smoking initiation,

A number of comments provide
additinnal support for our conclusion,
For exarmple, a comment from a
repegrcher conducting an international

longitudinal study on graphic beelth
warnings states that stdiss show that
graphic depictions of smnklog's adverse
wifacts on the body ave associated with
graater consldoratlon of health rislks,
incraases in motivations to quit
smoking, and nltimately, atternpts at
cessation. A comment by a researcher
with expertise in risk peroeptions and
decisionrnaking conchales that

et oo, ess polations o smoking
appesr to be poararful predictors of
smoking bebavior and may well be
cansally implicated in efforts fo eithor
stop or start smoldng.

(]C):nmment 33} A cornment from
tabacco product mar facturers statad
that the responses to the “smokiog
urges” questiong included in the stady
wandd provide a belter measura for
assessing whether the proposed
reguired warnings affected smoking
behavier and, referring to the responses
regarding these questions, the comment
asserts that, oo balance, seeing the

roposed required wienings nrreasad
51(3 depits 1o have a cigarstta rathor than
decioaged it

(Responsa] Wea disagree that our
ragsarch siudy shows that, on balance,
socing the proposed required warnings
imcreased the desire to have a cigarette.
The “smooking urges' meazurss wara
reverse coderd, 20 thet a highsr value
corresporded with the infanded
divactionality for other measures in the
gfudy. Thus, a high value corresponds to
a vasponse of “sirongly disagree from
the respondent. The data presented in
the study report appondices (Bef 49,
study report) show that, for tires of the
nine zelected requited warnings,
shemificanily moce perticipants in at
loagt one target group disagreed with the
statemment that they wanted a cigarette
than participants exposed to the text-
only control warning. For ong of the
selected required warnings, significantly
more adult participants who viewsd the
warning on 4 cigarette pack disapread
that thay wanted a ciyarstta, but
slgnificantly ronre adolts who viewsd
the warning in a cigarette advertisement
agreed. For one of the selected required
warnings, significantly more
participants in one target audisnce
apreed that they wanted a cigavetts than
parLici]pan[s axposed to the tevt-only
contenl warnming. Results for the
remaining gelected requived warnings
anul saroples groups wees Dot
sipnifieantly difforsot from the texf-only
contio] warning,

Thus, on balanea, the sbhody does oot
chow thet exposire to the final st of
nite fmages ncreased the desire to
simoke A cigarette among study
pavbicipants. Ag discussed 1o the
previous respones, the orerall body of
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seientific literature provides ample
evidence that the required warnings, by
increasing public understanding of and
thoughts about the health risks of
smoking, ave Hkely to sncourmage
smeking cessatbon and discouzags
smoking initiation. Data frowm oue
resedrch study regarding "smoking
urEEe" pmvi\:{e oo basiz for calling into
guestion that evidence,

d. Srudy Hmdtetions and isswes
regarding methodolagp. A number of
comments discusead a wide variete of
issues concexning Broitations of FDA'S
research stody and ralsed wariows issoes
concerning the stody methodology.

{Comment 34] Several comroemnts,
ineInding comments from health
ingtitutiong, nonprotit organizations,
and academics, rajsed concerns that the
denmnopraphics of FTRA"s research study
did not include adenguate saimple sizes
for minarity populations and peesong of
lower income or lower educatian stains.
Thess comments noted that the findinps
of the stdy therefore may not be
ralavant to populations with high
sroking pravalencs and to those
consurmers who might be most impacted
by graphic health warnings, Soyns of the
comments recomnmandad forther testiog
in these populations.

(Response] We recogniza the
irnportance of reaching populations

high smoking prevalence,
including waricos racialfethnic proups
and perzons of lower focome or lower
education status. The study vaport
provides analyses of the velative affects
of the imapes within various sub-groups,
soparating samples by gender, race, and
education, The analyses, for the most
art, confiro that the elative effects of
hmages are corgAUENL ACT0ss ETOUpRS,
Az such, wea have deteroined that the
required warnings will halp to
effectively conwey tha negatlve health
consequences of soking to a wide
range of audiences, induding diffarent
racial and ethnje populations and
differet socioecoiormin gronps,

(Coynment 5] A, conmment fom
tobacce product manufactorees
criticizad the stdy methodalogy
bocanza it d1d not inclode o sationally
reprasentatlve sampls of partcipants
and claimed that this faltuee biased the
study rasults. The comoment stated that
the stady report (Ref. 48, sbady repaort)
fails to disclose basie saopling
information and provides no indicatinn
that thosa condueting the stedy adjrsted
for the effact of chonsing participaots by
soliciting voluntears, The coimment
crncluded that this fatluee was
shgnificant bacansa fhe participants in
the study may not veflact the popalation
of interest and mmay biss the statistica)
oslbmatas.

(Respovisa) We disegres that the study
results ars invalld due to the
demographic compositlon of the
sample, The research stody was not
intended to be a survey of the national
population, but rather a study nsing
vendom assipnment to study conditions.
The stody includsd individoeals frem
cevtaln targat proops, pactienlacly
current srookers and youth whe mey be
susceptible to initiation of smokiog
Statistical methods were used to assess
the relative impact of each of the
proposed required warnings on various
outcoynes, rather than to assess the
ahsoluts Impact one would expect to
obsexve Lo the 118, populathon a3 a
whole.

[Comment 6] Cnoe comment raized o
concern that lack of adequate pretesting
of the proposed required warnings
evaluated in FDA's research study could
comprormies the overall effertveness of
the pool of images tested, The comment
stated that it wonld have hoen oo
helpful to conduct pilot testing with g
very large group of images (at least 20
per textnal warning statement) to snsure
testing and selection of the most
affactive praphde warnings,

(Regponpa) We agree that more
axtonsive pretesting may hase been
useful. Hewever, wa dicagoes with the
suggestion that the averal]l effectivenaay
of the required warnings could be
compromized by the inahility to
conduct additional pretesting prior ta
the regaarch study, The results of the
research stady sz wall a8 research
submdtied by others diing this
rulemaking procesding indicate that the
overall efficacy of the pool of proposead
required warnings is quite stvong. Hasad
on1 Yhoge daia, as well as the overall
scientific literature, we conelude that
the required warnings will effectively
cornuricyts the negative health
consoquoncos of smoking to smokears
and nonsmokors.

[Comment 47%) A connmeot submlmad
by tobacco praduct manufacturers
aseorted that selection bias iz a serious
methodological flaw of the shudy. The
comment stated that participants wera
recruited from an Internet panel and
offered the opportunity to participate in
tha rezearch stady, creating a selection
bias that was compounded by the fact
that the invitation to participate stated
that the study was funded by FDA. Tha
comment noted that there is no
indication that the study corrected for
the selection bias and apines that one
wonld not expect the selection bias to
be neutral given the identification af
FOA as the sponsar of the study.

[RQSPDJISBFWE disagree that selection
biag iz a serious methodological flaw of
the study. Although we aclmowledge

the potential for selection bias, we
disagres that this potential bias was
likaly to zipnificantly affect the results
of the gtudy, Bvan if participants who
appyova [or digapprave) of FILA wers
mare Hkaly o participate in the sudy,
one would expect that bias wonld affect
all of the experhmental conditions,
ineluding the text-anly contral
warnings. A bias of this sort wonld
affect the absolute effects of the
wannings in gemeral, but not the pattern
of relative effsrtivemess of bndiwidual
warnings. As a result, selection hiag
does not invalidate the vesults of the
study, which provides fnsight on the
relalive effectiveness of the various
warnings woder consideration.

(Corroment 36} A comment from
tobacce praduct inanofaciurers stated
that FOA's razearch study §2 seriously
flawed bacansa 32 percent of the
Earti-:::ipants droppad vut of the study

efore completing the questionnaive.
The comment stated that quitting the
survey was not likely to be a randam
event and may have been a result of
smokars who ara not recaptive to
graphic health waenmings deopping aut. If
g0, the cornment sugesstad that this
would have significantly overstated the
results of the study.

(Response) We gisagrea that the drop-
ot rate nbserved in the study
wndewmines the validity of the results of
the study, Tahla 3-1. froumn the
methodolegy veport displays the total
number of individuals enteriog the
study. However, these walues raprasant
the total number of individuals wha
antered the sindy’s “landing page,”
which is the site Lo which invitees link
from the e-oaail fneitation, The
inritation from e-Rewrmeds, ag well as
the landing page, refars to the stady as
a "Stody about Consumer Products "
There were no references to FDA,
smoking, or tobaccao in either the
invitation or the landing page. Though
it is tene that 8 nwmber of invitees chose
not to confinge after sesing the
invitation o the kanding page, their
decision not to partcipate cannnt be
attributed to a bias for oc agalnst FDA
or the implementation of graphic health
wirnings on cigaretbes,

In addition, the number of individuals
idantifisd sz "Omits" in table 3-1 of the
mathodology raport includes
individuals who guit after Wieswing the
landing page and those whe guit after
having besn informed, of FIA':
involvement and that the survey
concarned smoking or tobaceo, OF thoee
Individuals identified ag “Coits", only a
viory small mumnber wees In, Dhe latter
group [ie, quit after being infornwed of
FDA’s involvement and that the swevsy
concarned smoking or tnbaceo), For
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example, of the 13,673 respondents who
antared the adult pack survey (the point
in time when they viswed Lhe study's
landing pagel, 2,179 choss at 2ome point
to dlscontoee. Of thesa, only 148
individuals, or about 1.1 parcent of
those entering the study, chosa to
dizeontinue the survey after being
informed of FDA% invalveraent and that
tha survey concerned smoking or
tobacco. A il pattenn exdsts for all
of the study samples: In the adult pack
fellow-up sampls 23 individealg, or 006
percent, chose to discontioue affer baing
informed; in the adult ad study sampla
193 individuals, or 2.1 percent, chose to
dizcontinue after being informed; in the
adult ad follow-up sample 25
individugls, or 0.7 percent, chos to
discontinue gfter baing ioformed; jn the
young adult stody sanple 152
individuals, or 1.3 percent, chose to
discontinue after being informed; in the
young adult follow-up sample 11
individunals, or 0.3 percent, chose to
dizcontinge after befnp informed; in the
youth study eaople 104 mdividuals, or
0.3 parcant, choss to discontiooe after
belog nformed; and in the yooth
Inllow-up sample 13 ndiwviduals, or 0.5
percent, choge to discontinue after boing
informed. The drop-out rate, as
caloulated here, varies across the study
samples but nevar sxcesds 2.1 percent.
Therefore, wa do not agres that the
deop-out rate nvalldates the meulty of
the shudy.

[Comrmnent 32) A cornment from
tobacco product manufacturers stated
that the youth component of FDA's
research study is subject to a response
biag. The coroment zlated that the study
failed to address the rizk that the youth
perticipants rodght alter their teeponses
due to a concern that thelr parents
might see the results.

esponse] We disagrea that the youth
sample iz likely subject to a 1esponse
bias. Youth participants were told at the
owtsat of the ztudy that their responses
would be kept confidential. Once the
study wes cornplete, other household
members conld not retriere those
responsed, Moreover, if youth
participanta were concerned about
parental awareness of their
participation, itwould likely have
resulted in a decision not to participate
rather than a declsion to alter their
T onigal,

{Cornment 40) A comment from
tobacco product ran facturers raised a
concarn that the youth zample iz subject
to a selection bias becanse participants
wera derived from famnilies whose
parents also participated in the study.

[RﬂsponsaFWe disapres, Az discugsed
in saction 2.2.3 of the methedology
report {ingluded in the docket as part of

the study repart (Ref. 49, study raport),
maost of the youth were samopled friom a
separata youth panel, which wag
independenl of the aduli paosl, Somme of
the youth ware sampled from the
households of the adul; panel. Haowswer,
those in tho latter proup ware gampled
independently and randomby from the
adults that participated in the stody,
Although possihla, it is walikealy that
baoth a pavent and child from g singls
honsahold recefved an invitaton for the
study and comnpleted the atudy,

[Comment 41] A conument from
tobaceo product manufacturers objects
to the manner in which the study
wzressed emotional and cognitive
reactiong. The comnent states that the
study weiphted the responses to
nmultiple questions, but fails to disclose
the weights used and the justification
for those weights, and states that
withoul information on the weighting
#jrstem, one cannot assess these
measures for bias.

[Responsa] Wea disgeres with this
conmaent. Section 4.2 of the
methodology raport for our mzaanch
study (included in the docket a9 part of
tha study report (Ref. 49, stody repoit])
indicates that a factor analysis was eed
to delermine the appropeiate iterms to
nclude within sach scale. A weighting
schmme was not used. Bather, iterms
were comblned weing a siople
summative scale. Use of 3 sinpla
summative scals 15 a widely-used
method of analyzlog thees daga,

(Comment 42] A comment from
tobaceo produet manufacturers states
that the study used an inappropyiate
methodelogy by measuring risk
awareness and smoking intentions on a
goale, The conunent states that
ergluating these measures an a scale is
inappropriate for testing awareness of a
fact and al:o resulted in the authors
rnaking subjeetive and undisclased
decisions about how to weight thase
walues,

(Rasponzal We dizagres, It is
appropelate bo messure the fmpact of a
warning on the steangth of an
individual’s awareness, baliefs, and
intantions. Ta do this, ong mooet wes o
scaled rosponss, rather than a

dichotomnus response, to aach question.

In the eseacch stody, temeg wers not
weighted within sach scale, Rather, they
wene combioed nsing 4 simple
surnmation of ratioge, Thia ia 2 widely-
usad methodology for this type of stady,

[Comment 43) A repaort attached to the

conoment froon tebacco product
manwfacturers criticizes FOA's msoarch
study for failing to assess baseline
knowledpe among participants to
determine whether the proposed

required warnings increased awareness
uf the health efferts of smoking,
[Fesponza) The lack of an assessment
of basaline knowledga doss not make
the study results besg veliahle or invalid.
In a study such as FDA's vesaarch stidy,
responses to the control conditiong
serve as proxies for baseline kmowledpe,
awareness, beliefs, and intentions.
Compating the treatment responses to
those of the control allow for an
assessment of the potential impact the
trealtent has on baseling measnrnes,

C. Commrents i the Docket

FOA received hundreds of comments
on tha 36 proposed required warnings;
the eomnonents relating to each proposed
requirad warning aee discussed in
gections LD and N1 E of this docoment,
Some comments discussed the 38

roposed required warnings panscally or
ﬁiscussu{l differant styles or themas
uaad in the set of proposed required
warnings, These comments are
sunonarized end responded to in this
secon.

As sxplained in section OLA of this
document, we considersd the comimeants
imbmitted to the dockat as wa
determined which color graphic images
b require to accompany the nine textual
warning statements in the final Tule. Ve
did ot shoply covnt the nonber of
comments recaived supparting or
opposing the uso of a particnlae Dmapns
as a way to measure the relative
effectiveness of our proposed images or
of imapes recommended by comrnants,
bt vather svaluated the snbstantive
inpat contained in the comments to
help inform our decizions in selecting ar
not salecting 4 particular irmape and to
ohtaln other ralavent information
ralated to research on the mages. Many
of the comments contained inlormation
about the subonitfer's personal epinions,
boliofs, and attitudes valated to various
imags. Whils thiz infoernation is
balpful 1o underatanding how prople
mbght interpret varions images and in
caksing fssues for further exploration,
this type of gualitative information is
not as useful az guantitative assessments
of the ralative affectiveness of the 36
propozed required warnings at
corireying inforraation aboat the
negatiie health consegquences of
smoking, such sz the assessment
provided in FOA's vesearch study.

Furtharmoys, as described in more
detail in the cooment summaries and
rosponsas in sections LD and [0 R of
this docwmnent, soemea of the information
contained in corpmentz that criticized or
opposed the wse of warious propased
irnages supgasted that the images: evoked
negative armotional reactions in the
viewar. The regedrch literature,
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howaver, suggests that warnings that
evoke these reactions can increase the
likelihood smakers will reduca thaie
smoking, make an attsimpt to quit, or
quil altopether (Ref, 44),

1. Comments Submitting Besearch on
FDA's Propozed Boquired Warnings

We received several comments,
ncluding comments from academics, a
nonprofit organization, god & prevention
specialiat, that desceibod the cesults of
srientific investhgatlons that the
gubmitiers had conducted to examine
tha polentlal affectivensss of FOA'S
proposed required warnings on various
outcomes. We address that reseach and
our responses to thess comments in the
comment sunumaiies end responses in
this gection, The informaton contained
in these cornments about particular
proposad roqulred warnings is also
discussed as applicable in sections IILD
and MLE of this docurment.

As is discussed in the sumynaries in
this section, the nine requied wanings
we have selected for use on cigaretla
packages and in cigaratte
adwertisements ganerally performed
wall in the studies discussed in these
comyaents. These camments: indicats
that the findings from our own tessach
study are rabust, a: they have generally
been confirmed under the varios
different study degipns utilizsd in the
rasearch discussed in thess conoments.

Howearor, in conbiasgt 1o aur own
research study, we did not have accoss
to the raw data or to all the statistical
analyzes for the studiss discuszed in
thesze comments, In addifion, the deslgn
of some of theze shudies did not allow
for an assessment of the relative
effectiveness of FIYA's 36 proposed
required warnings. This limited the
utility of the information provided 1o
the submissinng,

Thus, while wa carefully considarad
the information provided in thass
submissions, the results of our own
study were mora helpful in making
research-based selantion choices.

[Comment 44] Dine study was
subniitted by a peoup from a medical
ingtitution and by a collaborating
academic who hee conducted ressarch
on graphic health wernings. Particlpants
were recririted from an Internet panal of
adults, young adulis, and yeuth. The
report for the study states that it was
intended to aszess the potantial
effectiveness of FDA's 36 proposad
required warnings. Among other things,
participants wera agkad, to pravids
certain demographic information as well
asinformation concerming their smoking
status and attitudes and heliefs about
smoking. In addition, fhe stady tosted
nine "seks'” of warnings, one for each of

tha textual warning statements required
by the Tobacco Contral Act. Each set
cluded each of the proposed reruized
warnings publizhed with the proposed
rule for use with the specific textual
warning staternent as wall az at lsast one
allernaties waening. Each participant
wag randomly assigned to view and rate
oo gets of health warnings,

Warnings within each set were first
ratad individually on a scale of 1 te 10
and then participants were asked to
rank order the entire gef for peameived
effectivencss for discouraging smoking,
The compient, pragemntad the rating and
ranking sooves for the health warnings.
The cowmment alse presented
preliminary statistical analysaes for tho
ovarall ranking scores; statistical data
were not presented for individual
ratings for the individual measures
assessed. The comment concludes that

reliminary esults from the study show
ﬁla‘c witnings that were more explicit
ahout the haalth visks of smoking were
vatad as being more effective among
both adults and youth. The acadernic
who conducted the slody sinmilacy
concluded that health wacnings that
were more explicit and that elicited
proater rmotonal reactions were rated
w3 beiong most ffactive, and the
resparchar rTeconaended that FTRA
salact certain graphic warnings that
received high rating and ranking scores
in the stady (ncloding required
warnings proposed by FOA as wall as
graphic warnings that have heen vsed in
ofhes covntiias).

(Rasponsa] The results of this study
are penerally consistent with the results
of tha scientific lWterature and the stoady
spansared by FDA, This study shows
that the exizting ciparetie wwmings am
nat salient among gither adolts or youth.
Arnong other responses, 502 percent of
acdltg resprndad that they never ar
raraly noficed the health wammings on
cigarotto packs, while 23.7 porcont
statad that they often or very often
noticed the warnings. Among yooth,
63.3 percent responded that they never
or rarely noticed the health warnings on
ciparette packs, while 12.5 percent
#tated that they often or very often
noticed the warning. The graphic
warnlngs selected for inchweion in the
{inal regulation generally perfotimed
relatively well in both this stody and in
FDA's research study, 1t iz difficulf to
assess the results of this study more
specifically without additional
information soncerning the stodsy
protocol, methods, and statistical
analyses.

(Comment 45] A sty was subrnittad
by a researcher with expertises in risk
perceptions and decizionmaling.
Participants were young adult collega

stoedenta, ncleding smokars,
nonstnokears, and “valnerable
nongmokars. The study assessed
amotional reactions, risk perceptiong,
and smoking awersion, Participants wera
randomized into four conditions, with
each viewing 15 graphic wamiogs. Two
condilions viswed graphic warnings
being uged o other countries, one
ooudition viewad 18 graphic warnings
publizhed with the proposed rule, and
the fourth condition viewed the
proposed FDA graphic warnings plas
three praphic warnings frorm other
jurisdictions. According to the
eomment, warnings “that warn
perceivad as mora graphic, mare
titerse, lass good, and more fearful
produced more thoughts about not
wanting ta smoke.”” The comment .
concludes that, compared to the wewed
warninps being used in other countrias,
the FOLA proposed reguived warnings
did not maeiraize thooughts of health
rigk perceptions or smoking aversion,
altheragh the differences hetween the
warnings from ofher jurisdictions and
FDA’s praposed required warnings were
marginal.

[Response) The nine ragquirad
warnings thal we haire selectad
perforimed velatively well in this study.
Many performead as well as the warnings
frorn other jurisdictions and some
performed better. 1t is difficult to aseess
ihe results of this shudy more
specifically, howeeer, without
additional information coocerning the
sludy protocnl, methads, and stalistical
analies,

[Cormment 46] A study was submitted
by a group of bahavioral scientists
whaose research foouses on cognitive,
emotional, and imagery procezses that
influence how peopls rezpond to
messages abont health rigke. Their
experimental stody evaloated the 36
proposed vaquired warnings published
with the proposed 1mle. Parbicipants
wiwa young adults ages 18 to 25, and
included smokers and nonsmokers.
Each participant riewed 18 of the 36
proposzed required warnings and wes
asked to rate sach on the following
meagares; Percaived comprahension,
worry gbout the health risks of smoking,
gnd the extant bo which the warning
digconraged the participant from
wanting to smoke a cigarette. The
conent states that the study provides
strong support that most of the graphic
warnings proposed by FDA ara
porceived by poung adalt smokers as
gasy to nodarstand, as enhancing worry
about the health risks of smoking, and
as discouraging young adult smokeds
from wanting to soioke. The comment
states that the results of the study ave
consziztent with the prowing body of
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evidanca showing that, compared to
teect-ondy warnings, graphic warnings
can avoka stronger emotional responsges
and reduce motivations to smeke,

(Response] The nine required
warnings that we have selected
perfonmed relatively well in this stody.
It 1= difficult to assess the results of this
study mare specifically without
addiflonal nformation coneerming the
study protocal, methods, and statistical
analyses.

{Cammment 47] A study was subruitied
by two vesearchers at a university-based
public policy center. The comment
states that the stady, of younp adult and
adult smokers, was conducted to agkoes
livnitations of the FDA study and to
idantify ways to increase the impact of
the warnings. The study used the same
anline survey firon as that used in the
FDA study, althonph respondents who
participated in the FOA study were nat
eligible to participate n this stody. The
study was limited to four of the nios
warning statements rﬁi{'&d b%the-
Tobacco Condrol Act. The praphic
warnings assessed for sach of these four
gtatements included some of the
proposed FDA warnings, thees same
proposed warnings mtgh additional ter
or colar added, and some graphic
warnings used in Canada, Graphic
warnings were compared againet 4 baxt-
only control warning that appeated on
tha side of a cigarette pack, The study
usad two indices to assass afficacy, The
fixvst assessyent was perceived
effoctivensss in discouraPing Somegne
From smaoking, For the second
assessment, participants wers asked o
lmagine themselves smoking a cigaratis
and then to report how good or had theay
would feel stnoking a cigarette, The
comment states that in three of the foor
wamning rmessages requited by tha
Tobacco Control Act, 4 singls exposure
to a large graphic warning was mioxs
affactive in creating immediake negative
emwllonal associations with the act of
smoklng than exposure to the text-ondy
wharning. The comnient states that the
study did net show that the single
exposuve affected inamediate plans to
quit smoking; the authors of the
cornment nate that a brief test following
a gsingle exposure is unlikely to detect
this affect, and that they would expect
guit intentiens to increase through
rapoatod exposures to the wariings.

[Response) The proposaed regquired
warnings published by FDA, and
included in this study performed
ralatively well in thiz shudy, Tt s
dilficult to assess the results of this
study more specifically without
additional information concerning the
study and the statistical analyses.

{Cornment 48] An organization of high
school stndents submitted the results of
a study they conducted to assass the
efficacy of the 36 proposed required
warnings published with the proposed
rule, Dirganization roesmbers recruited
pacticipants from thoie high schools and
conurmonitiss. Each participant viewed
18 of the proposed required warnings
and was asked to rate each wammning fov
perceived effectiveness in stoppiog
someane frem smoking, Findings wers
reported ag arithemetic means and
mandes, The comrnent concludes that
study regpondents gonerally belisved
that the most effective images were the
ruore graphic images.

{Response] We note that the nine
required warnings we selected penscally
rated highly in this sludy.

(Comment 43) One cosornant
contained the results of a study
conducted by teo ndividuals among
enllege studeots at a 1.5, unlversity, [n
thiz stody, 63 college students,
apparently including both smokers and
nonsmokers, were shown the 36
proposed required warnings and asked
to rate them on 4 zcale of 1 o 7 oo their
perceived sffoctivenass in helping
stinkers’ Dutent to quit. Accoeding to the
cormment, certain demngraphic
information also was ohtained frorm
participants. The coprment identifiss
the five proposed required warnings
Lhat sarere tooked as balng the most
effective warniogs and the five proposed
required wirndngs that wrewe ranked as
being the least effective. Accarding to
the comment, demographic factors did
not affact the rafing scores. The only
factor identified ez having an impact on
rating wak smoking status, with
partivipants who had a hlstory of
stnoking more likaly to rate the graphic
warnings as being effectlve than subjects
wlho did oot have aoy history of
srinking,

In another eomment, submitted by a
salf-identiflad preventon specialist
from a 115, public school district, 1,338
high school spudemis viewed the 36
proposed reguived warnings and were
azked “which image would change your
riningd about smoking ™ The comament
dentified thea “top thres' proposed
repuited, wrarnings

peparsa] Wa note (hat the proposed
required warnings chosen as '"most
effective™ uclude somo of the nine
required warnings we selected. Neither
of thize comomants ncluded sufficient
Infrrmation or data with which to
furether azsess the results or conclusions.

2. Dther Comrnests

FDA alzo received a yamber of other
camments that discwssed the proposed
required warninps pencrally or

highlighted izsucs that applied to some
or all of the praposed required
warnlngs. These comments are
sunmmarized and re;pﬂnd&d to in tha
followi 4ar &

[Eumﬁe%t g‘%ﬁﬁaﬁy commemts statad
that praphic health wearnings that alicit
stroop emotioma responses are most
pffectivs in communicating the negative
henlth consequences of smaking and in
ancouraging smoking cessation and
dizcouraging smoldny initiation. bMost of
these cornments recormmendad that FDu
select the warnings that avoke the
strongest emotiongl recponses. Soma of
these cornmments cited graphic wamings
wged i other coumtries or international
regegreh showlng that ivnages that
triggar snctional msaﬂnses promate
greater awareness and better
recollection of the health risks of
smaking. Some of thess comments also
stated that warnbngs thef tiggar these
reaponaes rekain their effectiveness
longer, Some of these cornments
rocomnandad that FDA select graphic
warnlings that portray gl‘ap]]iﬂﬂ.ﬁ;f
disturbing imapes or images that evoks
fear ar dizgust.

[Fesponse} We agres that eliciting
strong emotional regponses halps
cormranicate health infermation. The
ovexall body of scientific literaturs
indirates that health warnings that
avoke stromg emmotional reactions
enhance an individual's ability to
process the warning information. This
leads to inrreased knowledge aod
theughts about the health risks of
srnoking and the extant ta which an
jnilividuel could personally experience
a smokdng-related disease, which can in
turn motivate positive behaviors, For
exaraple, the literature sugpests that tisk
information is most readilsy
communicated by meczages that areuse
prnotional raactions {sea el 48], and
that sxwokexs who report geeater negative
einotionel reactions in response to
chgaratta warnings are sipnificantly more
likaly to have read and thought about
the warnings and more likely 1o veduce
the amount they sinoke aod to quit or
make an altempt to quit (Ref. 44). The
regearch 1iterstuce also soggests that
wrarmiomgs that generate an inonediaie
gootional response from wewers confer
negativa affect to smoldng cues and
undermine the appeal and attractiverness
of smoking [Ref. 45 and Bef. 40 at pp.
3738}, [n FDA's study, sipht of the nina
gelected roquired waniings elicited
stoong minationa)l regetions across all
target andiencas, As iz forther discussed
in section [I1.D of this docwment, the
niath salected required warning, which,
unlike the other eight required
warnlogs, conlains a warning statement
that iz [ramed in a posiive manner, also
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showed significant effects on the
emotional reactlon scale in one study

opulation, Given the manner in which
this ninth warning is framed, it iz not
epactad o arouse the same level of
respongg on the srmotional reaction scale
usad in FOWAS veaearch stody ag the
ather eight warning mescapes [Foe
section [I1.D of this dociooent].

Some of the required warnlogs wa
gelacted include images that may he
muoite emotionally disturhing to certain
individnals than others. As we
discugsed in the preamble to the
proposad role, the use of health
warnings wirth distorbing tonal qualities
appears to be affactira (75 FR 80524 af
69534). But research also indicates that
other types of graphic images, ncluding
gome that individnals do not find
frightening ot disturbing, can also be
affective in commmmnicating the health
visks of aranldng {Td.]. The get of nine
geaphic warnings wa salacted nrhides g
halanced sef of images In arder to reach
the broadest target andience of smokors
and potential smokers,

(Comument 51) Some comments raised
vancerns about the quality of the
proposed reguired warnings tPﬁul:u]isl-uzu:l
by FDA, Some balisvaed that the
proposad required warnings wete
weaker than those used in other
countries, and thus, would be less
impactful than those in use in other
conntries. A few comments said the
images were oyerdone and insulting,
and g few indicatad that the subroiliers
ballevad that the vivoals werse poocly
crafted.

[Response) We disagroo with thage
comments, We have chosen a balanced
set of images for use with the required
warnings, and these warnings are
penerally conzistent with the graphic
health waenings veed i other counteiaes,
Tha reaults fram our resagreh stody and
the ovearall body of sclentlfic Btargiuoe
on graphic wamings provide a shrong
basis for concluding that the nine
selected required warninpgs will
effeclively communicate the nepative
heallh ris{s of smoking to smaokers and
potential simoleors,

(Comunent 52) Some comments raized
concerna that the proposed required
warnings wete oo explicit and too
visually dizturbing. Some of these
comments rised concerns that the
images were oo distarbing for children
to soe, and others indicaked that
nonsmokers shonld not hatve to be
subjected to “pross" images when they
po into retail establishments, Twe
comments mised concerns that images
that showed humins in distress ar
human remaing were disrespecthiul and
degrading. One comment stated that the
proposed warnings crosszed the line and

ware an effort to manipulate peaple to
stop smaking or not to start,

(Respongs] W disagies, The set of
nine yaquired waenings wa salacted
include a balanced set of imepss. Sormne
individuals may find cextain imagas
more visually disturbing than ofhers.
The images are not intended to shock or
digtud, ut rather to effectively educate
and inform smokers and potential
srnokers about the serious health
consayuances of smoking, Each, of the
nine graphic warnlogs commonicaias
negative health consequences of
érmoking that are well-documented in
the seientific literature, B
appropriately conveying the serious
health consaquences in 4 truthl,
forthright raanner, the finages contain
information that mey distuedy some
viewers because tha savars, 1ifo-
threatening and sometimes disfiguring
health effects of smoking ore disturbing.
The averall body of seientific evidence
indicates that latger, graphic health
warnings will effectively communicaie
thass cisks. We do nof agres that Thegs
warnings ars dlsvespeciful or deprading,

[Comment §3) A number of connments
advocated for the selection of a set of
imapes that could communicate with
the diverse 1.5, population, and
emnphasized the importaince of human
diversity in the imeges, In part to help
ensure the images raach paopla of low
socioeconamic statis that ars more
likely to be smnokers andfor to have
lower literacy, The comments stated
that graphic Eea.lth warnings are an
erpacially important communication
tool for; thess population groups. A fow
comrnents also relsed concerns that not
encough of the 26 proposed vequived
warnings depicted younger peoples, and
indicated this could reduce their impact
armong youth,

[Responss] We agree that it is
boportant to select a set of images that
can comraymoicats with the diverse ULS,
population. As discnseed o gection
LA of this docwment, we considerad
the need for diverslty whon making
image selections, and the lmagas
selected include a diversity of human
imnages [e.g., race, gandar, age), as wall
ar a diversity of styles [eg.,
photographic versus illustrative] and
thernes. This is consistent with the
evidence basa for graphic health
warnings from countcias that have
already implementod such warninps
[see Ref 40 at p. 46 and Ref 11).

[Comument 54) A number of cormmeants
raised concerns that some of the
proposed graphlc warnings lneloderd
graphic iTlustration or “cartoon-style'
imnages. Some of theso commonts statsd
that thess warnings might tlvialize the
gerions health visks of smoking ar

diminish the importance of the
warnings, with some asserting that this
gtyle is contradictory to the serions
meesages being conveyed. One comment
belisvad that theose warmings wonld
softan the message, whils gaother
beliewad the graphic illaeteation
warnings weare "harsh.” Some
conuaents stated fhat these warniogs
would negatively affect the helisvahility
of the warnings and would not be taken
geriously by pouth, One comment
axprassed cancemn that the graphic
illustration style Images nright tesomnate
with youth, but would not be affective
with young adulis or adults. If was also
noted in the comments fhat the images
presented in this style may
inadvertently suggpest approval of
tobacen vges to low-literacy populations
that do not comprahend the
arcompanying textual statameant, g
that these images could allow smokers
ta deny the health consequancos that are
presented. Another comment stated Lthat
the research & ts “cartoon-style™
imagas and overly conceptual images
are aasily dismissed by sonokers.

(Responss) We dizagraes with the
combantion that the use of graphic
illustration style images is cataporically
inappropriate. One of the raquired
wﬂ.miu%& we selected is presenfed in
thiz style. Az dismiszed in section OLB
of thiz decuwment, our research study
shows that the salacted required
warnlngs, locluding the weguired,
warning that inclodes a graphic
illustration style image, showed steong
effects in terms of emotional reartinn
scale, cognitive reacton scale [including
baliswability}, and the “diffienlt to loak
at" megsiwa, Given these results, we
concloded that the graphic Mostation
style can bo an offective style for
conmrnunicating the negativo hoalth risks
of smmoking, including to a divecse rangs
of viswers, In addition, it is important
to include a variety of different styles in
the fing] set of warnings, As discussed
in the pregmbla to the proposed rule, a
varied sat of warnings is congistent with
the scientific litewatora, facilitates batiee
fargeting of speciflc gronps whaose
interests may vary, and has bean shown
to be effactive in delaying or
covntaracting wear out of the warnings
(75 FE GA524 at BO534),

[Covament 55) A woinber of comments
advocated that FOA, salact only required
warnings with photographic imagas.
Some of these cornments statad that the
uge of phatographic images was
important to realistically portray the
negative health comsequences of
amoking and to provide a real-life
quality to tha warnings, Oine comment
stated thet photographic images were
neaded to ensurs that smokers and
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otential smoker: wodeesgtood that the
cPie icted health congequance could
really happen and to provide a more
physical connectinn. One crmment
statad that phatographic images would
be mowa engaging and remenﬁ:&rad than
images presented in other styles. Ome
comment stated that warnings with
gbstract imagery that require individoals
to “connect the dots” and draw
fiforances present gn WLNOcESSATY and
countarproductive hurdle for viewers,
anyf ave 1wnlikaly to have an effect on
smokars.

(Rosponse) We agree that graphic
warnings with photographis images can
effectively communicate the negative
health conzequences of smoklng, and
most of the requirad warnings we
selectad nclads photographic images.
The exieting =cientfic literature, the
axperionce of other countries, and the
rezults of our research study show that
graphic warnings using photogeaphic
irnages can effeclively commumnicate tha
negative health consaguencas of
smoking, At tha some ma, we do not
apres that photographis images are the
oy style of imagery capable of
effactively comnmumicabng these health
risks. A halanced set of warnings with
a variety of image styles iz raore likaly
te effectively reach a hroad group of
target audiences, and wa nota that
praphic wienbngs nsed in many other
counttiss includs a mix of imagery,
including photopraphic and other stylags.

[Comment 58] Sorne conuments stated
that graphic warnings will not ba
affactive in deterring smaking. COme
comment stated that smokers already
know the health tisks of amoking and
are very bnd oyal, so graphic imapes
will not affact thale smoking decisions,
Anathee comyaent stated that youth will
nat be deterved by pichures and tha
graphic warnings could instead meake
smnking more enticing [o yomth, One
comment stated that smokers ave
addicted to ciparetias and flashy
pictures will oot stop themn from
smaking but instead will only encourage
them to cover the pictures. Un the athee
hand, other conmments concladed that
graphic health warnings ace Jikely to
affect smwoking decisions, Cne commeant
zlated that praghic wearnings will deter
initiation, and snother stated that the
warnings will lead to a decrease in
cigaretts salea, Qe conunsnt stated that
graphic warnings will reach people who
otherwize wauld not vead text-only
warnings.

{Responss) As pravicusly discussed,
we oncluded thaf large graphic
warnings ste effective in conveying the
health risks of smoking, lnfluencing
congumer gwareness and koowledge of
thoze riskes and heviog an impact on

smaking intentions. We disagrea with
comments stating that required
warnings will oot be effective, We have
detarmined that the set of required
warmnlngs we have selected will
affactively convey the negative health
consequences of smoking, which will
help discouraps nonsmokers, including
children and adolescents, from starting
to smoke cigarsettes, and help encourage
cueeint smookers to consider cessation to
greatly raduce the serions risks that
sraoking poses to their health,

[Comment 57) Several cominents
stated that images that depict realistic
suffering caused by tobacco vwe ars
more effoctive in promothog cossation
than imagey that porfray death.

(Fesponss) Wea agree that graphic
warnjngs that depict the realistic
waffaring cansed by tobacco use can b
affartive at comnmnicating the negative
hoalth consequences of smoking, and
zome of the required srarnings wa
selected im:luge pnch iogges. At the
same time, we do not apres that such
imapes aoe the only images capable of
effoctively communicating the negative
health consequences of smoking, A
balanced set of warnings with a varisty
af image themes ig mosl likely to
maximize the effectiveness of the
gelected required wamiogs among a
broad prowp of bget andiances, and
nobes that graphic warnings used in
mary other countries mclude 2 mix of
irnagary. As discnssed in the pregmble
to the proposed rule, the existing
rosearch indicates that the use of a
variety of health warmings broadans the
reach of the warnings, and 1z affactive
in eounberRcing overexposre and
delaying wear out of the warnings (75
FE BEO524 at B9534).

[Comment 58] One caroment stated
that mast of the proposed imapes sea
illustrations rather graphic
warnings, in that they are meaningful
only to people who ate already aware of
the informgtion in the accompanying
textwal swarning

(Response] Consistent with the
ragquirerients of section 201 of the
Tohacco Control Act, we have
devalopad color araphic images that
depict the negative health consequences
of srogking to accompany the nine new
warning statements provided by
Congrass in the Tobacco Contrel Act,
The graphic health wamings, referred to
ag “raquirad wamings” in the NPRM
and in this floal vule, consist of the
combination of sach textnal warni
atatennemt and the accompanying color
wraphic imapge wa selected for nse with
wach statameant The submitter of this
cornimant seerns Lo misunderstand how
thee impges aes to be uzed; they were not
developad to serve as stand-alone

warning messages, but rather to
accormpany texaal warniog statermnents.
Although we dlsagree with the
contantion in this comment that the
bnages are only meani in
conjunction with the information in the
acoompanying textual warning, the
images are requirad to be presented at
all fimes with this accompanying
informatiom,

. Selected Imoges

This section dizcusgas the aina eolor
graphic images that wa eelected for use
with the textual warning stataments set
forth in section 201 of the Tobacco
Comntral Act and the factors that
inflpemeed sach salection decision,
ineluding the results from our ressacch
study, the substantive comments
received n the docket, the relevant
scientific literaturs, and aoy other
considerations weighed, such as the
diversity 4 partioalar mage contributes
to the orerall sef of required warnings,

The document aotitled “Proposed
Raquirad Warning Images" that was
included in the docket for the propased
rule displayed each of the 36 praposad
required warninga (coneizting of the
proposed images and accompanying
warning statements) on hwo congecutive
pages, with one display showing the
whrning statmment accompanying the
frnage 1o black text an a white
backgraund and one display showing 1t
in white text on a black backgronnd.
The imapes are referred to in this
section by tha pages on which they
appear in the “Praposed Required
Warning Images'* document and by the
descriptive names used for each imags
in tha study repart (Ref. 49)
summarizing the results of our research
stady.

In this section’s discugsion of the
results from our tesearch stady for each
selectad innage, the endpoints that the
binages showad a statistically significant
pifact on in one or more of the stody
populations (adult smokers aged 25 or
oldar, young adult synakers aged 18 to
24, god youth who currently smoke or
who are suscaptible to smoking aged 13
o 1.7] ars describad. This discussion
#lao notes the lavel of sipnificance of the
affacts by providing p-values: {p<0.05),
[p<0.01), and (p<n.o01). The p-value iz
rafloctive of the percent chance the
firnding could have happened by
coiacidenca. For example, for a finding
that is sipnificant at 0.1 percent
(p<n.001}, thars is less than one chance
n & theongand that the finding happened
by coincidence. The ]l description of
o researeh study and the analyses are
contained in the study report (Ref. 49,
sbady vepoxt) thai was placed in the
docket for tha propoged rule.
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The raguived warnings, consisting of
the nine color graphie oages we
selected and the taxinal warning
stateraents, ave contaloed n a dacurnent
titled “Cigarette Requirad Warnings,'" as
iz further discussed in section ¥ of this
docarnet,

1. "WARNING: Cigarettes ava
Addictive"

We selected the image which appears
o0 pages ong and two of the document
“Fropoged Required Warning lmages,”
refarred to ag ‘"hole in throat," far nse
with this warning staterment,

In our roseaech study, this image had
a significant offect {p=00001] pn al]
salience measures (cmotional reaction
zcale, cognitive reaction scale, and
diffirull to lock at measure] in all three
study populations [adults, young adults,
amnd jmutﬁ], The bmage had the
numarically lomaat sffects of the imapes
proposed for vse with this waming
statement on the smetional resction
scale and the difficult to look at measiva
in all three study populations, as wall
as anl the copnitive reaction scale in
adults. Az discussed in section T8 of
this docwment, these salience impacts
ava ingportant, as the regearch literature
gogpasts that they are likely to be related
to hehavior chanpe.

The imapge also had a sienificant
impant [E::D,{IE] on adult 1 beliefs about
the heglth risks of smoking for smokers,
and 3 significant impact (p<0.05) on
adult baliefs about the health risks of
sacondband dnoke exposure for
nansrankere, relative to the text-only
crnteal,

However, young adults viewing the
image had significantly lower statement
recell at ome weel follow-up than those
who wiewsd the text-only control [55.9
pareent varsus 74,3 peteent), as did
adults wiewing a hypothetical
adwertisement containing the proposed
raguired wearning (64.1 percent versus
7.7 parcent). However, recall of the
staferment was genecally high for the
frnage {renging from 55.9 percent to 86,3
peroent], s where it was sienificantl
Lowar than for the text-only control, an
wa concluda that repetitive viewing of
the reguired warning is likely to
increase recall. Az explained in geetion
MMI.C of this docwment, we gave preater
wiight to cabcarnes oo the salience
messures than o ouleemes on the recall
IOEHEIrEE,

We racelved a number of comments
on this image, which we bave

*Throughout thie secliou, e reaulla on
indlviduel sudy reeasures discogsed Sar Be adwlt
5 ludy pnlﬂ.ﬂuﬁm aroresults from the edult eampla
vewing tha hypotheticel clgsvede package (2:
Dspm&d Lo the mam plee viewring the ypothetcal
advertisomont), unlees olherwize noled.

suramarized and responded o i the
following paragraphs.

[Comment 59) FDA recelved a large
number of comments supporting the vse
of the image "hole in throat,” including
conrnents from individuals (including
former smokens], pablic health advocacy
proups, academics, Stata and local
public health agencies, and health care
&mf&ssinnals. Tlany cornoents shated

at this image iz the hest image for vss
with thiz warning statement. Soma
comments indicated that the image was
appropristely compelling sand
effactively commnicatas the risks of
smoking, Other conrnents stated that
the image will bo an affective datarant
to smoking by making a smokes think
twrice before buying cigarattes and/os by
mgking children think twice before
starting to smoke, Several commments
also ndicated that the imapge concretely
canvays the health harme of smoking,

(Eesponza) We salactad this imape for
use with this warning statemant.

[Comment 60] Ome comnent
supported use of this image n part
hacauze of the diversity reflectad 1n the
boage, and noted that i conld be a
Latino srooker o 4 inan of color, which
could mnake it more relevant than other
proposed imagos with Low
SOCIDECOTLONG status smokers. Anothesr
conuraent noted that the ioags tarpets 5
eritival demographic group by
portraying an imaps of a man.

{Baspongs] We agree that itis
baneficial ta have a diverse set of images
that commmunicates with a wide range of
sudiences, including population
subgronps with higher smoolking
prevalence rates. In light of this, we
salected a set of nine requirad warnlngs
lincluding the image *hole in throat,”
which portrays 4 rman of eolor) that
inclodes 4 waeiety of human images that
are bioadly representative of the overall
popolation,

Comrment £1] As menboned in
saction OLC of this document, some
comments submitied to the docket
described the ewolts of svientific
Inrestigationg that the submitters had
cenducted to exgmine the potential
affoctivensss of FDA's propased images
on variog oicares. This image was
discussed bn zome of these comments.
For axaingile, in one submitter's study,
participants rated this image hiphly on
1ts eaza of comprehension, It also
Induced relatisely preater worry and
fealings of discouragement from
wanting to amoke than a text-onl
eantrol, The submitter concluded that
this innape twas the most effective of the
bmages propoged for vge with this
warning statemmont. Additionally, this
bmnage was one of two Imapes deemed
effactive in another submitter's survey

of comparative effectiveness of the 36
propoged required warnings at stopping
somanne from zmoking, and it received
the highest ovenall rating of the images
examined for nss with thiz statamnent fn
another subimittor's study of the
potental effectveness of the innagss.

(Response) As discussed o sectlon
e GEPEIJB document, we carefully
congidered the comments submitted to
the docket that described the results of
stodies conducted by the submikers on
our proposad requived warnings. The
results summarlzad in thege coomsns
are generally supporile of oor bosge
seleetion decisiona.

(Comment 62) FDA also receivad
gurme comments that opposed the use of
the frmape “hole in threat.” One
comment nofed that the image was “too
gross to be effective,' while gaother
comment stated that it offendls] against
human dignity.” In addition, one
comment stated that the lowpe wonld
only have a ane-time shock value, god
another comnment indicated that the
Image was o0 vagne 1o nature.

(Response) We disagres with theso
comments. The image offoctively and
concretely connounicates the noegative
health consequences of svanking. The
image clearly portrays the addictlva
nature of cigarettes, depicting a man
who iz still smaoking desplite prioy
evidence (3 stoma in his neck) of
surgery for cancer. As discussad, this
imape had a highly significant affact
(p=0.001) on all salience moasuros
(emotional reaction scale, cognitive
reaction scale, and difficult to look at
measure] in all three study populatlons
(adults, young adults, and youth). The
rezearch literature indicates that images
that evoke emaotional reactions can
promote greater awareness and battar
recolleciion of the health risks of
smoking, and can increase the
likelihood smokers will rednce their
sinoking, make an attempt to quit, ox
quit altnpether (Ref. 20, 44, and a5).

Furthermore, contrary to the assarlion
that Lhe image will only have a ona-lima
ghock value, the research literature
sugpests that more vivid wamings ave
mote likely to retain their salience over
time [Bef. 3 at p. C—4 and Ref. 41).

2" WARNING: Tobacce Smoks Can
Huarm Your Children™

We selectad the image which appears
on pages 9 and 10 of the docogment
"Proposed Requivad Waending Images,'
referced to as “smoke appiroaching
baby,'” for usa with this warniog
statemeant.

In qur research stady, thiz imaga had
a significant effect (p<0.001] an all the
saliemce meanures [amotional reaction
scale, cosnitive reaction scale, and

P
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difficult to look at measure) in the adalt
and youth sarnples. In young adults, the
image also had a significant effect an all
the salience measures (emntional
reacticn scale (p<0.01), copnitive
reaction scale [p<00ol), and difficult to
louk at rieasre [p=0.05]).

Tha irnags had a significant effect
(p=0.05) o recall of the werndng
staternent at baseline compared to the
control for adults and youth. The image
also had a significant effect [ﬁ{U.UE] an
staternent recall at 1 week follow-up in
young adults. The image alzo showed
game of the larpest effect sizes for boags
recall (at baceline and at 1 wealk folloow-
upd i adults and, young adolts across
the lmages proposaed for use with this
warning statament.

Tha image had a statistically
slgnificant effect (p<0.05} on youth
intentions o not smoke in the next year,
with 71.6 percent of youth viewing the
Ymaps reporting that they woold not ba
Likealy to srooks n the next pear
cornparad o 569 parcant of youth
viewing the text-only control.

A is discussad in forther detail in
gection [ILE of this document, three
other images praposed for uze with this
warning statement, “smoke at foddler,”
“mirl crying, mnd “girl n oxygen
magk,” algo bad sipnificant effacts an all
the salieneoe messures (emational
swactlon scele, copndtive reaction scale,
and difficult ta look at measure] in all
three study populations {adults, young
adults, and youth). While several of the
imnages proposed for use with this
warning statennent conld effactively
conveyp the negative health
consequances of nbacco smoke
exposure for nonsmokers (and in
particular, children), we ultimately
congiderad “smoke approaching haby
to have the strongest owverall research
results of the images proposed for use
with this waming statement for ultiple
DEAZONS.

First, two of the images that also
showed significant effects on all the
salisnca measures across the study
popnlations, “girl crying” and “girl in
oxygen mask,”" were negatively
assnciated with beliefs about the health
rizks of secondhand smoke exposure for
nonsmiokers in the adult sample. In
othar words, adults who viewed these
1magas were less likely to believe that
nonstankers will suffer from negative
health effects related te secondhand
srooks exposure than adults who
vigwed the text-only contral.

As described n section ITLB of this
document, we determiined that the
sallence results from our research stody
ara the most meaningfol basis for
making distincilons among the images
given the destgn imitations of the

research study, which exposed each
participant ta each image only once, and
thus may not be able to acourately
distinguish the relative effects of the
IImEEE On by eventagl coisoroeg,
guch as changes n belisfs, as raliably we
their effarts on mors immadiabe
amotional and cognitive reactions.
However, the negative results ohserved
an the secondhand smoke beliefs
measure for the images “girl erying” and
“girl in oxyoen mask’ were of concern,
particulacly given that the subject of the
i s tarent, is the health risks of
sacondhand smoke exposirs for
children. Thus, “smoke approaching
baby'" was considered a preferahle
alternative to theze two images.

furthermore, “smoke approaching
baby'* was associated with youth
r&phnrting thit they wonld be legs likely
to b apaling 1 jrear from ner,

Wa received a numnber of coromeants
an thiz ionage, which we have
surnmarized and responded to in the
fellowing par hs.

{Cﬂmngelslt l;nl%l].a A received several
comments supporting the use of the
image “'smake approaching babey,"
incloding commments from individuals, 2
public health advocary groop, snd 3t
and local publlc health agencles. Some
of these comments indicated that this
image is the best image of the ooes
proposed for use with this warning
statemnent. One comment stated that the
image will cloarly inform parcnts that
when they smoke in the presence of
their children, their children will also
be inhaling toxing, and another
comment noted that the imaps
realistically ehows secondhand smoke
exposure and health effeelz. Some
comments noted Lhat the image will
deter smoking, with ene comment
noting that the depiction of an innocent
baby witl resonate with parents and
cauge them to think about their
children's health bafore smoking,

(Responze] We zelected this imape for
use with thiz warning staternent.

(Conorment 54) DA also receiverd
S0DE BOmINents expressing suppost for
the diversity reflecied in the Imape. Cne
comment Stabsd that the imapge will
appedl to different age and other
demagraphie groups, while anolher
comment noted that the child in the
image could be African-American,
Hizpanie, Lating, Native American, and/
or Mative Hawaiian or Pacific [slander,
and suppested that the image could
resonate with a variety of important
population subgroups. The comment
also noted that Lating parents say the
health of their children iz 4 motwating
factor in their decision to quit smoking.

[Regponze) It is important to have a
diverse set of images that commumirabe

with a wide range of andiences,
including a variety of populabon
subgroups. In order to ensure that the
final set of required warnings effectivaly
corroanicates risk information to g
divewse vange of audlances, wa salactad
a zet of nine required wachings,
including the image “smoke
approaching baby,'" that includes a
variety of human images that are
broadly representative of the overall
population.

Cormment 65) As mentioned i
gection IILC of this dogiument, some
comments submitted to the dockat
describad tha resulis of scientific
investigations that the submitters had
conducted to examine the potential
effectiveness of FDAs propoced images
o various ooteomes, This imags wag
diprkead in zome of these Comments.
For ecample, it was vafed highly on its
aase of comprebenslon and ndured
ralatively greater worry and feelings of
discouragernent from wanting to smoke
than a text-only contral in ane
submitter’s study.

{(Response) Az distussed in section
ML.C 0? this docarnent, we carefully
oonzidered the cormments subonitbed to
the docket that described the vesults of
studies conducted by the submittexs on
our proposed required warnings., The
results summarized in these comments
are penerally supportive of our image
gelection decisions,

(Corowent 56) FDA also vecaivad
snroe cobunenis critical of the fmage
"smoke approaching babey.'" Thess
commanks suggestad that the child doees
not appear to be suffering havms to his
health and/for looks too healthy. One of
these conuments alse stated that the
irnage was associated with youth
m%mﬁng tht theyr wonld be mora likely
o be sooakdng 1 year froo now, and
advised against its van,

[Responsa) We do not agrea that the
image does not depict the health
hazards of secondhand smoke, Graphic
depictions of the visible effects of
dizeage are not the only way of
conrounicating the health risks of
secundband smoke for childeen (zee Ref,
11], gome of which {such az mpaired
lung peewth), are not necassarily
excternally vigibls in a photograph of a
child expozed to secondhand zmoke,
Forthermors, it i imporktant to keep in
rind that the imags 15 not used in
fsolation, but aceompanies the textaal
warning staternent, which provides
additional comlext for what is shown. As
evidoncad by the sipnificant offocts the
irnage had on the salience messores
compéared to the text-only conteol acrazss
the populations tgﬂrticipatim in FOA's
vesearch shady, the required warning
depicts the health consequences of
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spcondhand smoke exposurd in a
rnannar that has an bopact on hath
smokers and potential smokers. Thus,
we conclude that the required warning
affectvely coniays the massage that
Exposure bo tobaces smoks 1 harooful
for children.

WWe also nate that the comroent stating
that the imape was associsted with
%!Duth reporting that they would be more

ikely to be smoldng 1 year from now is
incarrect. In fact, the image had a
statistically sipnificant effect an
decreasing youth intenticns to smoke
[see Ref, 49 at p. 4—4; see afse Ref, 50],
Az stated previously, 71.6 percent of
youth viewing thiz imape reported that
they would not be likely to sooke in the
next year, compared to 56.9 percent of
youth viewing the fext-only control.

3, "WARMING: Cigarettes Cange Fatal
Lung Dissasa™

Wa selocled the image which appears
on pages 25 and 26 of the document
“Troposcd Bequired Warnlng Inages,”
referved to as "healthy/diseased lungs, ™
for use with this warning statemnent.

In our research study, this imape had
a significant effect [p<0.001) on all the
salisnce measures (emotional reaction
scale, cognitive reaction scale, and
difficult to leck at measure] in all three
study populations (adults, young adults,
and youth]. The image had the
numerically Jarpest effects of the Images
propoged for use with this warning
statement on the salience measures, As
dizrugsed in section [ILE of this
dacument, these salisnce imparcts are
important, as the research litermatore
suggests that they are likely Lo be related
to Ehmrinr change,

The inmge alin showsad some of the
largest effert sizes for innage racall (at
bagaline and at 1 week follow-ap) in
adulty eod yomth acioss the boeges
proposed for use with this weraing
stapamant,

We received a number of comments
on this oage, which we have
sunmmarized and responded to in the
following paragraphs.

(Comment 67) FDA received a larpe
number of comments supporting the v
of the image "healthy/diseased langs,”
including rommenls from individoals,
publie health advocacy groupe, rmedical
organizations, academics, Stats and
loeal public health agencies, and health
care professionals. Many connmets
indicated that this image s the st
irnape for use with thiz warning
staternent, with ane stating that the
irmape dramatically depicts a health
consequence of smoking, and anather
noting that it was appropriately gripping
and compelling,

Several comments noted that, based
oo FDWA’s research results, this image is
the elear choine amaong the four images
proposed by FDA for use with thiz
warning statenent, Sormea cormmnents
notad that sivoilar images havs hean
usad affectivaly in other countries that
vequire graphic haalth warnlogs oo
cigarette packages. One commnent noted
that this image could reach a younger
audience, and hopefully prevent them
froan starting fo smoke,

[Respongs] We selected this image for
wse with, this wanniag statement,

[Corument 68} As mmentinned in
soction II1.C of this dosament, son0g
comments subrnitted to the docket
described the results of scientific
investipations that the submitters had
vonducted to examine the potential
effectiveness of FOIA's 1%-0 posed imagas
o cirarioug outeomneg, This imags was
dizsrnzsed in some of thess comrmerts.
For example, in one submitier's stady,
participants vated this irnags highly oo
its ease of comprehensicn. It also
indurced relatively greater worry and
feelings of diseouragement fiom
wanting to gmake than a text-onl
confrol, The subinitter concloded tht
this bonage was the most affactie of the
Iimages proposed for use with this
warning statement. Another cononent
also submitted research suggesting that
thiz imape was the highest rated for
potential effectivenas: arnong the set of
froagas proposed for vee with this
warnlng statement. Another submittar
showed that, in a suxvey, vespondants
rated this image as one of the most
effective of the 36 proposed images for
enrouraging smokers to quit smoking.
The bmage was also identified in a
surrey of high school studenls as one of
the “wop (hres 1?1’0 oserd required
whmLings (ot o aﬁ?in anether
gubanitiers stody.,

(Besponss} As discnsged in saction
IIL.C of this docomesnt, we carsfully
consjderad the comrnents subinited to
tha dacket thar described the resalts of
studisg conducted by the submitbers on
our praposad teguived wamings, The
results sogmmarized n these comments
are generally supportive of our image
galection decisions,

(Commment 69) FDA alao raosived
soima cormments critical of the imape
“heglthiddisensad longs. ™ O cormment
noted that the image was “too gooss io
e effiactive,” while sevoral comunents
gxprazzad the opposite belief, with some
supgesting that the dissased pair of
langs ghonld be mors damaged.

(Raspongza) The imags “healthy!
disenzed hungs'' 15 an appropriate inags
tht effectvely conseys the negative
health congequences of smoking. Whils,
ws reflactad, 1o the aboee sunmmeaEty, some

comnments expressed a belief that the
image of the diseazed lung is “too gross”
and some expressed a belief that the
inage iz too Eealth}r in appearance, the
imnage sffactively evoked emotiongl and
cogritive ragctions in wiewars in FOA'Ss
revsparrh study, which io turn sugpests
that the imags has the potentlal to
protote areater awareness of the health
risks of stooking and motivate positive
behavioral outeomes, including an
increased likelihood that smokexs will
redvee their stnoking, make gn attampt
to quit, of gquoit altngether [Rafs. 24, 44,
and 45).

4, "WARNING: Clgarettes Canse
Cancer'

We pelocted the imags which sppears
on papes 33 snd 24 of the document
“Proposed Requived Warning Trmages,”
referred to as “cancerous lesion on lip,”
for use with this warning stateraent,

In our research study, this image had
a significant effect (p<0.001) on all the
salience measuras (emoticnal reaction
scale, cogrritive reaction scals, wnd
diffirmlt to ook et msazore) in gll thres
study populations (adults, young adults,
and youth]. The image had the
nuroerically largest effects of the images
proposed for use with this warning
statement on the emetional reaction
scale and had the mumerically lacgest
affacts on the cogoitive reaction scals n
young adults and youth. As discussed 1o
section IILE of this document, these
salience impacts are impaortant, as the
research literature supgests that they are
related to behavior changs.

The image also had a sipnificant
fonpact [p<0.05) on beliaf about the
beealth rigks of spooking fo srokes, sod
a significant Impact (p<0.01) on beliefs
about the health rigks of secondhand
smoke exposure for nonsmolkers relative
to the text-only control in the adult
sarmple that viswed 3 hypothetical
advartizament, containing the propossd
tenyitred warning.

he fmags alko shovwred soime of the
Targest effact sizes for Doage vecall (at
hagaling snd 1 weak follow-up) o
adults and youth across the irnages
propogad for nse with this warning
gtatament, thonagh it shevwad lower
coerect tacall of the warning stafemeant
compared to the conbrol o adolis 2t 1
sk follow-op (68,3 peccent, verams
85 % peroent). Howeawer, recall of the
gtatement was ganarally high at 1 wesk
followy-up ameng atudy pacticipants
who viewad this fmage {ranging fom
68,4 perceat to 77 percant), and, haged
on, the prientific literahms, we coneluda
that rapatitive viewing of the tequited
warning is likaly to increges recall. Ag
explained. in section MLC of this
docoment, we gase greater weight to
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outcomes on the salience measures than
to outcoraes on the recatl measures,
- Az ls discugsed in fuether detail in
soction TLE of this docwoment, another
irmage proposed for ues with this
waining statamant, © deathly 1l
wornan,” also had sipnificent effects on
all the salience measures (Emotional
reaction soale, cognirive reaction scals,
and difficult to look at megsurea) in all
thrae Ba%};lles [adulte, ooy adults, and
wouth), Whils we apres that this fmage,
shmilar to the salected Dmage of
“canoerous lesion on lip,” is a wery
gtrong fmags that effectively cooveys the
negative health consegquences of
pmoking, sre ultimataly choge
“oarceroig lepinn on lip'” for nee with
this warning statexwant e saveral
TEARONY,

Firal, "cancerois lesion on lip”' was
the only image among the inages
proposed for use with this warning
statement that had a positive impact on
baliefs about the health risks of smoking
and secondhand smoke exposure in one
af the study samples (adults viewing a
hypothetical advertizement).

Furthenmors, as ie stated bn saveral
connents [ses the following
paragraphs], the selectad image,
“rycerons lealon on lip," ks likely fo
heawe particnlar velavance for youth. As
gxplained in some of these camments,
the vesearch literabure suggests that
yevath wea Likaly to relats o and be
susocaptible to cigaratte wamiogs
depicting the negative short-term
impacts of kmoking on their personal
uppegrance, including their lips and
teath (Raf. 54),

We received a number of eomments
on this image, which we have
summarized and responded to in the
following paragraphs.

[Comment 70] FDA vecelved a large
numhar of comments supporting the use
of the nags “cancarons lesion on lip,”
ineluding comments from individuals,
public health advocacy groups, a
mpdical organdzatlon, academics, State
and local public health agencies, and
health cave profossionals. Sevaral
conwnents suppestod that Fon should
s this image bacanuse it has a very high
poteotal to reach consuners and
prsitivaly ofloenre thelr behavior.

A few cormments also specifically
addreszed the benefits of vsing sn ioeps
that showe the public that cigareties
cause oral cancers, noting that public
awareness of this nepative healih
conzequence is low, and that many
smokers and nonsmaokers only relate
cigarettos to lung cancer (see also
gection I1.C of this document regasdiog
consurners' lack of knowledge mganding
the health risks of smeking).

bultiple covoments also nofed that,
baged on FDA's research rasults, this
image was the best choice among the
four bmages proposed for use with this
warning statement, significantly
outperforming “white cigarette uoing'”
and “red cigarette buming,” and slightly
outperforming “deathly ill wornan "

{Respongs) Wa salacted this fmape for
nage with this warnlng statemneit.

[Cornment 71} Saveral comrments
noterd that the imaga could be especially
affactive with younger andiences and
could positively influence such
andiences by iﬂru&uﬂti.ng heowr the health
effects caused by smnoking negatively
affect their phyzical appesrance. The
comunents indicated that adolescants
cen salate to and will ba suscaptible to
this massaga.

(Responsa} Wea agree with thess
commmmeants. [t is important to include
content in the required warnings that is
relevant to youth. The imape ' cancerous
lesion on lip" has the potential @
positively impact youth behavior, in
addition te adult and yoong adult
bresharrh o,

(Comnonent 72) As mentioned in
zection ITL.C of this docunent, some
conunents submitted to the ducket
described the results of acientific
imvestipations Lhat the sabmittecs bad
conducted to sxamine the poreatial
affectivarngss of FDA'S proposed fmagas
oo varions outcomas. This image was
discussed n sorne of these cornments,
For exaraple, in one submitter’s study,
participants rated this image highly on
its ease of comprehension. It also
indwced relatively geaater worny and
fenlings of disconragenment from
wanting fo smoke than a text-only
contral. The subrnitter concluded that
this irnage, along with “deathly ill
wornan,” was one of the most effective
of the linages proposed for use with this
warning slatement. n additicn, this
image was rated as the most effective of
tha 38 proposed images in another
submitter’s survey of comparative
affactivaness of the images in helping
srookers quit, It was also the highest
rated lmage among the sef of images
proposad by FOA for use with this
warning stalement in another
subrnittor’s study of the potential
affectivaness of the images, and was
idemtified by high school students as
ang of the “top three” proposed
requirad warnings (out of 36] in anather
subanitter’s study.

{Rasponsa) As discussed in section
II.C of this document, we carefully
considersd fhe conmments submitted to
the docket that described the results of
stodiss conducted by the submitters oo
oor proposad regquired warnings. The
rasults sumynarized in these comments

are generally supportive of our image
selection decisions.

[Comament 73) FDA also received
sorne comments critical of the image
“cancerous lesion on lip.™ Twa
comments indicated that the bnage was
“ton grogs” 1o be effective, whils
another eonoment stated that it borders
on tha offensive. In contrast, some
conunents suggested that the image
should be mare gradph.m Another
comraent sugpested that oral cancer wag
an odd chaoice of cancers to depict in the
graphic wacming,

epomza) We disapres with these
coronents. With respect to the
conmynents stafing that the image was
“too gross™ or that it was offensive, the
research literature indicates that images
that eveke strong emotional reactions
can promote preater awarenees dand
better recollaciion of the health risks of
sranking ead can ioreses the likelihood
gmokers will veduee their smeoking,
make i attenapt o quit, or quil
altopether [Rafy, 20, 44, and 45),

With respect to the suggestion that the
itrape iz not graphie encogh, as
disonased previously, this image had a
bigghly significsnt, atfect (p<0.001] on all
the salisnce meamites (ernotional
reaction soala, cognitive reaction scala,
god difficult tn ook at measure)] in all
thres study populations (adolts, young
adults, and yooth), which in tuen
sugpests thet the imege has the potential
o motivate positive babavior change

- ().

Furthermore, the choice of canrers
depictad in the required warning is
appropriats, and will help ioform the
puhblic that cigavettos cause ocal cancers,
and thus lnceease public awareness of
the nagative health consequences of
srnnking.

5. "WABRNING: Clgacettes Cavge Strokas
and Heart Disease”

We selected the image which appesrs
on pages 39 and 40 of the document
"Propoged Bequired Warning Imapes,”
referred to as “oxygen mask on man's
face," for nse with this warning
statement,

In our research study, this imeps had
a sipnificant effect (p=0.001) on all the
salignee measurss [emotinnal teaction
scale, cognitive reaction scale, and
difficult to look at measae) in all thies
study populations (adultz, young adults,
and youth]. The image had the
numerically larpest affects of the Smageas
proposed for use with this warning
statement on the emobonal reartion
scale and the difficult to leok at measura
in all the stndy populations. These
impacts are important, a4 the research
literature supgests that graphic warnings
that evoke responses of this kind are
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Iikely io increase awareness of the
haalth viske of smoking and increase the
likalihood that srookers will radoce
thair symokiog, make an atteropt to quit,
ar quit altogather {Hefs. 20, 44, and 45].
image also showed soma of the
largest effect sizes for image recall {at
basetine and 1 week follow-up] in
wdnltz and youth across the images
prapoged for vee with this srarning
stafornant, :

Wa raceived & sunber of comments
on this {oege, which we haie
surmmarized and respondad to 1o the
follpwing paragraphs.

{Cﬂ'll‘]IE&l:Ilit ?E;[]‘al?[}h teceived alarge
number of cornments supporting the nse
of the image “oxypen mask on man's
face," including cormments from
lodividugls, wadicgl ocganization,
puhblic health adwocacy provps, health
care praofessionals, State public health
agencies, and academics. Many of these
comments indicated that this image is
the best image for use with this waming
slateinenl, while ome also noted that
the image will make staokers think
tordoa abont gontiouing to smoka, Some
comiants also noted that the lmags is
beneficial in that it will inform the
public of nepative consequences of
smoking aside fom ung disease,

Sorne comments also noted that,
based on FDA's research results, this
iamege wak the best chobos for wee with
this warning staternant, notiog that it
alicitod the highost scoros oo the
arnotiomal eaction scale of the oages
tastad for nse with this statemnent in
FDAs resparch study.

[Responsa) Wea selected this ionags for
uze with this warnlng statament.

[Comument 75} As described in section
UILC of this docoment, some comments
submitted to the docket described the
results of scientific investigations that
the submittexs had conducted to
eccnlng the potential elfectiveness of
FDAs proposed bnagas oo varlons
outcomes. This image was discussed ln
soma of these comments. For example,
in one submitter's study, participants
rated this image highly on ik ease of
comprehension. It also induced
relatively greater worry and feelings of
discouragement frorn wanting to sioke
than a text-only contral. The subraitter
concluded that this imags was the most
offective of the images proposed for use
with this waining statement. In another
submitter's study, this image was the
highest-rated of the FDA-proposed
imagas for use with this warning
statement; howewver, this study also
evaluated two lnages wsed with slmilar
warning stabernents in other countries
[one of opan heart surgery, one of a
bloody brain), and noted that thoy ratod
higher than FDA™s proposed images.

(Reaponse) As disragsed in sechon
TILC of this document, we carefully
considerad the cormments suboitted to
the docket that desceibed the msnlts of
studies conducted by tho submdftocs an
our proposed required warnings. The
results summarized o these comments
are generally supportive of our irsape
gelaction decisions,

(Comrnent 76) FDA also reoeived
aoma cormiments critical of the imags
“oxppen mask oo vnen's faes ™ Ope
comment noted that the nage was "“foo
gross to be effective,” and ome comrrnent
stated that the bmage should feature a

vunger person to highlight the fact that
ﬂe&rt attacks and stroke can vecur in
oy arnckers as wall a9 in older
sronkers.

(Responsa) The brage "oxypern mask
on ran’s face™ 1s an appeoprlate fmege
that effectively conveys the nogativa
health :Dnse&u&n{:es of sraoking, We do
not agree with the statement that the
image is "o gross to be effective;” the
imaps sffectivaly elicited emotional and
cognitive reactiong bo, wiewsra in o
rasaarch stady, which in uen suppests
that the image has tha potential ta
promote greater awareness of the health
risks of smoking and motivate positive
behavioral outcomes, including an
increased likelihood that zmokers will
roduce their smoking, make an atternpt
tn guit, or quit altogethar (Refy. 20, 44,
and 45).

Whils we agres with the statement in
the connment that heart diseasa and
strokes can ooour in young smokers as
well as in older smekers, the selected
required warning will effectively
communicate with 4 ra.nﬁe- of audiences,
including conzwmers of different ages.
Az doseribed proviously, "oxygen mask
on oman's face” had a sipnificant effect
(p=0.0010) on all the salience measures
(gnmtiun medsures, cognition measures,
ﬂﬁd djf-finault ko lalnk at mzdmul Yin all
thies st opulations | 18, young
adults, ang ;l.FrIaEﬂﬂ. We considesed the
variety and diversity reflected in the
images in making selsction decisions,
and took into aceount the importance of
gelecting a set of required warnings that
inclodes a diversity of styles (g,
photopraplic versus ilustmtive),
themes, and human images [g.g., race,
gander, age). While the person shown in
Lhiz image is an older man,lsnmg :rfal ﬂiw
images show pounger people, Ow .
ﬁine SEIEC{Edm;EquEEdPWEITﬂngS vrill
offectively comrounicate to a wide range
of consummers, ineluding both young and
older smokers.

6, "WARNING: Smoking During
Pregnancy Can Harm Your Baby™

We selected the imags which appoars
onl pages 45 and 48 of the docurment

"Proposed Required iWarning Images,”
referred to as “'baby in incubator,” for
uge with this warning statement.

In o vesesrch stody, this imaps had
a slgnificant affect [p<0.001] on all tha
saliancs measies [aniotional reaction
soala, cognitive regetion scale, and
diffirult e look gt measurs] o all thrag
study populations (adnlis, youog adolts,
and pouth). The imags had the
munerically largest sffacts of the images
proposad for s with this warning
statemnent on the sellence measnres. 4%
discnssed 1o secton IILH of this
document, these saliencs Impacts ave
importent, a5 the ressarch literahoa
suggests that they are lilely tn be related
to bahavior chaope.

The image had a significant effact
[p=0.01) on recall of the warming
statement at baseline compared to the
tesct-omly control in youth, The im
also ha\:%ra significant effect [p-:ﬂ.[];?eun
statement recall at follow-up in young
adults, and showed the largest effect
sizes for image recall (at baseline and 1
week follow-up) in adults and youth
across the images propased for use with
this waming staternent,

The hrags had a sigoificant ropeact
[p<0.05) o beliafs about the health
risks of smoking for smokers in adwlts,
although it had a negative significant
impact [p=/0.058] oo beliafs about the
health risks of svonking for smokers 1o
youth. Thus, the results on this ballafs
e astrs wWara yalved for “haby 1o
lncubator.™ Howewear, given the strangth
of the effacls obeerved for this nage oo
tha sallences measures, the requived
warning that bncluwdoes tho “baby in
incubator” image is likely to increase
awarensss of the health risks of smoking
and incraase the likelthood that simokars
will raduca their smoking, make an
attesnpt to quit, or quit altogether [Rafs.
20, a4, and 45].

Wae received a number of comments
on Lhis iigﬁe. which we have
summarizred and responded to in the
following paragraphs.

(Comumnoni 77) FDA vecoiiad a momber
of comrnents supporting the vse of the
image "baby in ncubator,” inclodiog
cormmeants fromn individuals, a
community crganization, a public
health advocary group, heelth care
profassionals, a State puhlic health
agancy, and araderndcs. Several of fhase
comments indicated that this image is
tha bost lraga for weo with this wening
statement, with some noting that the
image affectivaly shows how smonkiog
during pregnancy can damags o baby's
health. Ome commant aoted that the
image conld sHmonlate dsenssion aboot

how smoking affects pregrancy among
jouth,
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One cominent also noted that the
imaga *'baby in incubator™
outpexformed the other image praoposed
for use with this warning statement in
FDA’s research study on the key criteria
that have provan most meaningful.

(Responas] We selectad this image for
wse with this warning statsrment,

(Comment 7A) As described in section
I~ of this document, some coooments
subimitted to the dockst described the
vesults of scieatific investigations that
the subraitters had condocted to
examing the potential effectiveness of
FDA's proposed imagas on various
outcories. This bnags was discussed in
sonne of tese commants. For example,
o ome submitter’s study, participants
cated this imago highly on its ease of
cornprehension. It also induced
relatiraly preater worry and feelings of
discouragenient firom wanting to smoke
than a text-only conteol. The subouitter
concluded that this nage was the most
affectlve of the images proposed for use
with this warning slatement However,
in anothar submilter's study, this image
wias ovaluatod against hnages used In
other countries, one of which was very
similar In cornposition to “baby in
tncubator'' but which was a photograph
rather than a graphic illustration, In that
submdtter's study, the photographic
image was rated significantly higher
than "bhaby in incubator™

(Response] As discussed in section
I0.C of this decument, we cavafully
considered the comments submitted ta
the docket that deseribed the respults of
studies conducted by the submitters on
our proposed required warnings. The
results summarized in these comoents
are penerally supportive of ouar image
selection decisions,

(Comumneant 79) FDA alse received a
nimber of connents critical of the
image "baby in ncubator ' The majority
of thase carnmonts objected to the
graphic llustration style used for the
truage, with soma submitters approving
of the concept but stating that a
photograph would be mors impactful,
aryl soms 1ndicating that the style is
inappropriate, sither becanae it
downplays the serlowsness of the risk
depcribed in tho roguired warning or
herause if wonld inappropriately appeal
tn pouth without discouraging them
from amokiog.

Some comments indicated that the
lettering style used in the image was
difficult to read, and one comment
stated that the regults from FOA's
research study for this image, while
better than the results for the other
image proposed for use with this
warning staternent [“pacifier &
ashtray’"), were not cormpelling,

Dine covmiment statad that the image
hordered on the offamnsiie.

(Regponsa) The imags “haby in
incubetor'” is an approepriate image that
affactivaly comveys the negative health
censequences of smoking. As digcussed
in section [ILC of this docoment, we are
aware that many comments raceivad in
the docket expraszed concern sbout the
uge of graphic illnstration styls images
and exprescad a belisf that this style
wiag not strong anough to elicit
appropriate veactions, However, as
discussed in section I0LC of this
dorument, we dizagres with the
contention that the nes of graphic
illustration style bnages is categorically
inappropriate. As the rasults from our
rogearch siudy demaonstrate, the “baby
in incobator™ nage effectively elicited
emotonal and cognitive reactons,
showing a highly significant effect
[p<0.001) on these measures in all study
populations, which in turn suggests that
the linage has the potential to promots
greater awareness of the health risks of -
smoking and mobivate positive
behavicral outcomes, including an
incyeazed Jikelihood that srmolers will
reduce their smoking, make an attempt
to quit, or quit altogether [Refs. 20, 44,
antl 45).

I addition, based on the stody
results, we also do not agree that the
image is inappropriately offansive o
that our research results for this imege
are not compelling. Bazed on the owerall
feedback received, we also isapree that
the text in the proposed warning is
difficult to read.

7. "WARNING: Smoking Can Kill you®

We selected the lmage which appears
o0 papes 49 and 50 of the document
"“Proposed Reguired Warning Images,™
reforved to as ''man with chest staples,”
fru uze with this warning statement.

I owr vezearch study, this image had
a significant aflect (p=00001) on all the
salienco moasures (emotional reaction
seala, copoitlyn reaction scale, and
diffienlt to look at measure)] in all three
study populations (adults, young adults,
gord youth). The image had the
apmerically largest effects of the images
proposed for use with this warning
gtaternent an the sallence measures. As
discussed n seclion [ILE of this
document, thoso sallence inpacts are
important, as the research literature
suguasts that thay are likely to be related
o bahawioe changs.

The imaps was also associated with
bbb fntentions be qudt stooking
corspared to the lext-only contral
{p=0.05) in adults.

The proposed requited warning

. fewtoring the '"man with chest staples”

irnage showsed somne of the largest effect

slzes for image recall among the images

proposed for this warning statement at

baseline in all study populations snd. at

1 ka follow-ap in goung adalts and
LLITLE TS

¥ Vomg adnlts viewing the image had

gignificzontly lower vecall of the warmning

" staternont than those viewing the tesct

ondy conteol at baseline (76.2 percent
versus 52.3 percent) and 1 week follow-
up (7A.9 percent versus 01,3 pereent),
However, recall of the statement was
generally high at baseling and follomw-up
aowmp gtody paeticipants who viowed
thiz image [ranping from 78.2 percent to
90.¢ parcent], and repatitive viewing of
the required warning is likely ta
increase recall. As explained in section
IN.C of this dorument, we pave gragtsr
weight to outeomes on the saliance
measures than to guicomes oo the recall
TS LB '

Wa rscalvad a number of conunents
on this ftmags, which we have
summarized and responded fo in the
following paragraphs.

[Comrne%t Eg] ﬁ)ﬁ received a Latge
nurber of conmnents supporting the use
of the image "man with chest staples,”
including copraents from individoals
(iorloding foemesr sionkeis], public
health advocacy groups, madical
oiganizations, health care professionals,
Gtate and local public health agencigs,
and academics. Many of theze
comments indicated that this imege iz
the best image for use with this wamniog
statennent, while some glao noted that
the imapge is apmeﬂate]y attention-
grabbing or powerful and that it will
make smokors think twice about
continuing to smoke, or help them
smoke less, Some comments alao noted
that the image 15 an excellent way of
dﬂvin,gl home the message that smoking
can kill you. One comment atated that
the imape iz a slrong, solid concept that
has been uzed effeciively in other
countries that raquice graphic health
warnings on ciparotte parkages,

Some cornments stated that, baged on
FDA's research results, this fimage is the
best choice for wee with this warning
statement, noling that it elicdtad the
highest seores on the emotional reaction
scale of the images tested for vees with
this statement in FDMA's research atudy,
and had ofher positive tesults,

[Response] We selectad this imepe for
use with this warning stateinent.

(Commont B1) As deseribad in section
LLIC of this doramant, somne comments
submitted to the docket described the
regults of scientific investigations that
the submitters had condoeted to
examine the potential effectiveness of
FD&'s proposed images on varioos
outromes. Thiz image was discussad in
some of thess camments, For axarople,
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in one aubmitter's stody, participants
ratad this bomge highly on its eaze of
comprehansion. It also indead
ralatively greater worry and fealings of
discouragemeant from wanhbog to smoks
than 4 text-only control. In anothar
submitter's stady, it was noted that,
baged on respondents' rating and
ranking of this image's effertivensss, the
irnage clegrly stands onlk ok the highest
rated of the images FOLA propogad for
use with this warning sfaberneat.

[Response) As discussed in section
IT.C of this docoment, we carefully
congidered the comments submitted to
the docket that described the results of
studies conducted by Lhe submitters on
our proposed yaguired warnings, Tha
rasults suromerizsd in these cemoments
are generally supportiie of cor Drsps
selection decisions.

[Comroent A2] FIIA also racelved
soroe comments critical of the image
“man swith chest staples.” One comnment
statad that the imape was “too gross to
ba affective," whiles another stated the
brnape *offend|s] agabogt bomgn
dlgnity.™ A fow cormments sogpested
that the parzon in the lmage should laok
worse (6.2, paler, weaker, thinner, ke
he had suffered more), and seme
comments sugpested the person’s death
afonld be more clearly tied to smokinp
by the irngge, One conoment ndicated
that persons wofamiliee with an aubopsy
maﬁ not understand the image.

[Response] The irnage "man with
chest staples™ is an appropriate image
that effectively conveys the negative
health conzequences of smoking. We do
nal agess that the inmage “is ton gooss to
be effactive’ or that it “offend(s] againgt
human digoiry;' the tregs shows a
realistic outcome of the negative health
Consequences caused by smokiog, and
effecdvely elicited emotional and
copnitiire reactions in viewers in our
resegrch study. This In harn suppests
that the images has the potential to
provnobs preater gwareness of the health
risks of srmnoking and motivats positive
behavioral outcomes, nclnding an
increased likelihood that smokers will
roduce their smoking, mako an attompt
to quit, or quit altagether (Refs. 20, 44,
and 47].

Viewers will undexstand that the
image shows someons who has dled
from a smoking-relabed canse. Although
we agree that not all viewers will
nccessarily be famlliar wilth an antopsy
scar, it is imyportant to keep o mind that
the image is not used in isclation, bt
accorpanies tha tacinal w
statement, which provides addibonal
context for what 18 shown. The results
ohgerved in our research stody sugeast
that viewsrs from all age groups
understond and veacted to this mago in

dezirable ways. The figure shown is
appropriate; although some of the
megatire health comgequences of
srooking may laad to the affects oo
appearancs suggestad in the comments
(2., slgnillcant Msaasa-ralatad waight
less), other consequences, such as hearl
attacks, can kill smokers without first
causing these effects,

8. "WARNIMG: Tobacco Smoke Canses
Fatal Lung Dizease in Nonsmolkers"

We selected the image which appears
on pages 57 aod 58 of the document
*Proposed Required Warning Images,"”
referred to as “woman erying,” for use
with this warning statement.

T enar reperrch shady, this keage had
a sipnificaat effect fp-0.001) an the
amolional veactlon scale in all three
study populations {adults, young adults,
and youth). It also showed significant
effects on the diffioult ta look at
meazure in all stody populations {adults
(=i (0], srovomg adunlts [llJnc:L’:.Om]. and
Fouth {p=0.001)), and significant effects
or the cognitive reaction scals jn all
stody populations (adults {p<0.05),
young adults [p<0.001], and youth
[p=.001)). This ionage wag the only
imags proposed for use with, this
warning statement that showed
significant effects an all the salience
Deagreg in gl regagech stody,

The frnage also had a significant
impart (p<0.05] on baliafe shout the
health risks of smoking For simokers in
yronog adulls,

The proposed required warniog thet
loeluded this inags also showed the
larpast affoct sives for biage reced] {at
bazaling and 1 week follow-op) in
adults, young adults, and jooth across
tho images proposed for this waening
sfatoynent. Yoofh viewing tha imawe had
slpoificantly lower racall of the warning
stateynent than those wiewing the texi-
only control at basaline (524 percant
warsns 64.9 parcant]. However, recall of
the staterment was genecally hiph among
stody participaots who viewad this
image, and repetitive viewing of the
roguived warning Ls likaly to inrreass
racall. As explained in sectinn I.C of
this docoowent, we pave groatar waight
to outcornes on the salience measiices
than to outcomes on the vecall
TOEASITES.

FDA rocoivod a norohear of corooesots
on thls imags, which the Apoorey has
surnmarized and responded to in the
followdl aragraphs.

[Cam]?mgal;lt Ba%' I?DA received searal
cotnments supportiog the vse of the
limape ““wornan copiog,” ncludiog
carmants from ndividvals [including
former smokecs] and public health
advocacy groups. Sorme of these
cornments indicated that this lmape 1z

the best image of the ones proposed for
use with this warning statement. Ome
cornment stated that the image stood out
as particularly effectlve among the
proposed required warnings becanse it
shows the devastating effects
secandhand smoke can have on people
wha have tried to protect themselves by
not smoking, and indicated that the
image will rermind smoekers that they are
harming their loved ones and others
around thern as well as themselves.
Others noted that the image sends a
powerful message.

Coa corormant fndicated that the
imnage nutpeeformed the other Toupgeos
proposad foe vge with this warndng
staternent on the ametiong] reacton
grals end the difficnlt to look st measoes
lo FDA's regaarch, md noted that i
appeas to e a out shove the other
imapes.

[Reeponze) We selerted this image for
uze with this warning statemnent.

[Comment A4] Ooe comment
approved of the diversity reflacted in
the image (which shows an African-
American woman).

[Responaa)] We sgres that It is
banaficial to hare & diverss sat of imagas
that comammanicate with 4 wide range of
audienees, incloding a waedety of
population subgrogps, In ordar o
piosure that the fingl get of reguired
warnings effectivaly comonmicates rigk
inforinatinn to o diverse raoge of
audisnces, we salactad a gef of nine
vearpaived warnbogs, including e image
“wrornan coying,” that inchides o waeiety
of hvnan images that are broadly
vaprosentative of the ovargll population.

[Comment 35] As described in section
IN.C of thiz document, some cornments
gubinitted to the docket described the
rezults of seientific investipatione that
the submitter: had conducted to
examine the potential effectivensss of
FDA's proposed imapes on varicus
vutcornes, This image was dizcussed in
sorne of these comrments. For example,
thiz image induced relatively greater
worry and led to hiphor ratings of
fesding diseouraged from wanting to
ermake than a text-only control in one
subinitter's study.

[Respomse) As discussed in section
II1.C of this docurnent, we carafully
considered the comments subimitted o
the docket that descobed the results of
studies conducted by the submitters an
aur proposed required warndngs. The
results sumnarized 1o lthese conmmenls
are generally suppoctive of our Imago
gelection decisions.

[Coxnment 28] FDA lso peoaived
sorne comnrents crirical of the s
“anornan coping.'” One cornrment
indicated that the hnage borders oo the
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offensive, while another stated it is too
gensational to be effective,

COther comroents suggested that the
image did not directly portray a health
vonsequence of secondhand smoke, or
that the image is not claarly Hed to
&&:nudh;n&ﬂmmke. Cne CEﬂun;-.nt albsu
supgeste t the image should not be
u‘;ﬁ because it did not have an impact
on beliefs about the health harmes of
secondhand smoke or on quit intentions
in FDA's research study.

(Response)] We disagpree with these
comments, The image “woman crying”
iz an appropriate image that effectively
comveys the negative health
comsequences of smoking. We do not
apree that the image is offensive or tap
sensational; the image iz a realistic
portrayal of how the nepative health
consequences caused by exposure to
secondband smoke can affect people. It
effectively elirited emotional and
cognitive reactions in those who viewed
it in our research study, which in turn
sugpests that the image has the potential
to promete preater awareness of the
health risks of smoking and motivate
positive behavioral outcomes, including
an increazed likelihood that smolers
will reduce their smoking, make an
attempt to guit, or quit altogether (Refs.
20, 44, and 45).

We do not apree that the image docs
not depict a health eonsequence of
secondhand amoke. Graphie depictions
of the vizible effects of disease are not
the only way of communicating the
health rizks of secondhand smoke
exposure [see Ref. 11). The nepative
health consequences caused by
secondhand smoke sxposure, including
fatal lung diseaze, have many
dimensiong, including smotonal
suffering. This image highlights that
dimenzion. Furthermers, it is important
to keep in rind that the imape is not
uszed in igolation, but accormpanies the
textnal warning statement, which
provides additional context for what is
shown, As evidenced by the image's
significant impact on the salisnce
measures across the populations
participating in our research stody, the
proposed required warning effectively
depicts the health consequences of
secondhand smoke exposure, including
the suffering endured by those

experiencing these health consequences.

B, "WARNDNG: Chuitting Smoking Maw
Groatly Reduce: Serfoos Blsles to Your
Health”

We aslactad the imapes which appests
on pages 67 and &8 of the docurment
“Proposed Required Wambng Images,"
refermad to ae "man [ Quit t-ghic,"™ for
uze with this waming staternent,

In our rasearch study, the image had
a statistically significant effact on the
arcotiomal reection scale in yowng adults
{p=0.05), and oo the cognitis reaction
scale in adults {p<0.08), young adults
{p=0.01), and youth {p<0.001).

‘The proposed requited warning that
included &5 image also showed the
larpest effect sizes for imape recall [at
bagaline and 1 week follow-up] in
adults, poung adolts, and pouth across
the images proposed for this waening
statewnant

Although this nage, along swith the
other images proposed for use with this
warning statement, did not elicit the
magnitnde of reactions on the salience
measures (emotional reaction scale,
cognitive reaction scale, diffienlt to lnok
at maazura) that some of the irmages
proposead for use with othes swarnd g
statesnents did, this is Ukely a result of
the information being conveyed in the
warning statement, which emphasizes
the positive health benefits of quitt
smoking. The content of this require
warning ia nof expected to arouse the
samne lavel of response oo some of the
sallence measures as the othar rmessages.

Howaver, the research llreratura
suggests that warnings that focus on the
benefits of quitting are effective at
encouraging cessation, and suppests that
positive, self-efficacy messages can be
uzad effectively as one component of
graphic health warnings to incresse
smokors” motivations and confidence
about quitting (Ref. 40 at pp. 35, 39-41).
The research literature also highlights
the importance of including one or more
warnings that provide solutions, such as
the “rnan I Gpit t-shitt'" raquired
wrning, in 4 get of wirndings corveying
the nepgatire health consequenres of
smoking. Spocifically, the literatora
recommends that, in addition ta
comumunicating the health risks of
smoking, some warninps should also

rovide information on hew to avoid
thesea risks [§e, by quitting), in orde to
aptiratze the effectiveness of the averall
gat of warning messapes (see Baf 48 and
Hof 40 at p. 37).

Asis disrussed in forther detail in
sacfion OLE of this dosoment, soogher
immages proposed for nse with this
warning stafament, “cigarettes in toilat
bl also had significant sffocts on
the emotional reactinn scele in o
stody populations and oo the copnitive
reactinn seele, os well as ghowing
positive affacts on other study measures.
While this irage, siodlar to the sslected
irrage (“roan IOl t-shirg'), conld be
affectvely used with this warning
staternant, we ultimataly selected fmo
I Quit Eshirt™ for vee with this warndng
statenant baged oo 4 consideration of
multiple factors, ineluding the feedback

received in the docket, which is
discnssed i the colnment summaries in
the following paragraphs snd in section
IILE of thiz doconment.

Furthermore, as noted in section IT1A
of thiz document, 1o order (o ensure that
the final set of required warnings
effectively communicates risk
information to 4 diverse range of
audiences, we selected a set of nine
eeguived warnings, incloding the image
“mem [ Quit t-shirt,” that includes a
varioty of buman frmages that are
broadly cepressntative of the overall
population. The imags "man I Qudt t-
shirt"” cantributes to the variehy seen in
the final set of images by picturing a
man who iz younger than the men in the
other required warning bmages,
Additionally, as reflectad in the
conunent summary, the man shown in
the Image 15 percelved by many viswers
as strong and “macho, suggasting that
the image has the potential to reach and
effectively comnounicate with a
demographic proup that has been
heavily targetad by tobacco industiy
cigaretts adwerticing (a0 Ref. 54 atp.
151). Tha depiction of men as steong,
powerful, macho, mugged, and
independent, and the association of
these characteristics with cigarette
brands, has long been 2 prominent
therne in tobacen indwdry advertizing
[fed. at p 151), and tarpeted marketing
efforts by the tobacon ndustey heive bed
to greater smoking uptake and lowear
cessation rates in targeted subgroups (fd.
atp. 2111,

e recéived a number of comments
on this image, which we have
pummarized @nd responded to in the
following pargeraphe,

{Corwment §7) FDA, racelved a ramber
of coroments supportiog the wee of the
image “man | Quit t-ahivt,'" lneluding
comments from individuals, public
health advocacy groups, medical
Dr%;‘mjzatiﬂns. and State and lncal
public health agencies. bMany of these
copuents indicated that this image iz
the best imags of the ones propozed for
uze with this werning statament. Sevaral
of the connmends discussed specific
tararable azpacts of the hmage or
potential sftects of the image, including
that the krnage models 3 positive
behavior, s cornpelling, god that it will
encourage others to gquit. Several
cooreents baliseed that the image could
rench a critical demographic proup by
showing a yoonget, “cool,” “roacho”
man and suggesting that it is manly and/
ot cool o quit smeking, Some
corrnents alko goggested that the imape
is positive o that it zhowa that quitting
is g herolo decision,

{Rogponss] Wa selected this imape for
nze with this warning statement,
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(Connment §3) Az desciibed in gaction
IILC of thig dovonent, some comments
submitted to the dockst desceibed thoe
regults of soientific investigations that
the submilbers had conducted to
exarmine the potential effectiveness of
FDa's proposed images on varions
mrbeornes, This image was discossad b
somme of these comments, n one
Fobrnither’s study, the boege “ooan [
it T-ghiet™ was the highest vatod of
the nages proposed by FORA for use
with this warning stateynent among
adults. This study also tested a verzion
of the required warning that had been
manipulated to add a quitling nomber;
this serebon was vated and ranked as the
most effactve wamnbng overall among
stady participants. In another
submiftor's study, this image was rated
highly on its ease of comprehension, but
led to lower worry relative to a text-only
comiral [but as the researcher noted, the
mesgage in this warning ia reassuring:
“Cmikting simoking mow greatly veduces
serioms riske o ponr health'').

(Regponga] As discussed in section
IO.C of this deciunent, we carefully
considered the comments subraiited to
the docket that described the rasults of
studies conducted by the submitters on
pur propoged requited warnings. The
results pornmarized in these conurments
are generally supportive of our imaga
pulegtion decizions.

[Comonant 84) FOA alen received
somno comments critical of the image
“man I Quit t-shirt.” Some comments
indicated that the image doss not
convey a health consequence of
sracking, while one i atad that the
bt was difficult to reed. One comment
also notad that the 1oagas failed to show
an effoct oo some measur=s in FOA's
razearch study, and another indicated
that the image is banal,

[Response] iife dizapgres with these
comments. The image "man 1 Ot -
shirt" is an appropriats Dospe,
Consumerg can ba educatad about tha
negative health conseguences of
grnoking in a varlety of ways. While the
other yaquired warnines discuss and
porteay the consequences of starbing or
continuing ta smeke (which has bean
shown to be vne effective way o
educate consumerel, anather method of
increasing swaraness and lnowlsdge
abrul the negative consoquences of a
hehavior is o dissominate messages that
digcuss tho positive health benefits of
refraining from a behavior (Ref. 55).
Studies attest to the potential
effectiveness of wamings fhat adopt
such an approach (Ref 40 at p. 35).
Arordingly, the waming statement
vzedd in thiz requived waming, “Quiting
grpoking now greatly ymduces serions
Tigks to yrour health,™ s framed in a

positiva mannar, discussing the health
banefits of ceasing to smoke, and the

« iaga is consistent with this fext, This
requived warning, particualarly as part of
tha owerall sat of yequired warnings, will
belp sducate consumers about the
negative health consequences of
gmoking and help encourage positive
bahavior (see Ref. 40 at pp. 15 and 40).

Based on the overall feedback

rocelved and the results from our
vesearch study, we also disagree that the
terit in the proposed warning is diffimlt
to vasrd or that the image is banal.

10. Image For Adwertisernents With o
Small Surfare Area

In addition to praposing 35 required
warnings for use on cigarette packages
and in cigarette advertisements in the
NPRM, we also proposed two other
color graphics for use solely in
advertizements with a small surfare srea
of less than 12 square inches (75 FR
608524 at 69539). As we explained in the
NERM, these two proposed color
graphics differ in their compraition
froun the other proposed images in that
the details of these two color graphics
should be clear, conspicasus, and
legible even when the imagn is reduced
in size to occupy 20 percent of a surface
with an area of less than 12 square
inches (75 FR 63524 at 595351, Wa
propased that whichever of these
options was selected would be used in
conmhination with one of the nine
textual staternents only in
adwvertizements with a small surface sres
(ie., leas than 12 square inches].
However, az we noted in the MPRM,
even an advertisement with a relatisvely
small surface area wonld need to he
large enough 2o that the required
graphic and accompanying textual
warning statement are clear,
conspicuans, and lepible (75 FR 66524
at 68539],

We selected the imags wihlch appeaaes
on page 75 of the docurnent entitled
"Proposed Required Warnbog Trnages™
for use with the textual wambog
stafements solely in advertserosnts
with a small surface aven [defined sz
less than 12 siquees fnches), This mage
depicts a hlack exclarnation mack
enclosed within a red equilateal
triangle.

As stated previously, FDA propaoged
twn images bor wse solaly with the
tesctual warning statements Lo
advertisements with a small surface
ared; the selected irmage described in the
provious parageaph and so image of a
burning cigarette eoclosed in g red
circle with a ved bar across it We did
not receive any connents on sither of
the propozed imagas,

Versions of bath of thess fnagss have
beer used in athex contexts. Far
axpraple, the imaws of an exclamation
yoark enclosed within a triangle is often
used to draw attention to a warning of
danger or hazards that could result in
persenal injury or a threat ko health {5as,
eg, 16 CFR 121115, 16 CIFR 1407 .3; 16
CER 1500,19; and Reaf, 568). The image of
a bornbog clgaratte enclosed o a rad
caride with a red bar across 1t is the
international “MNa Smoking'” symbol
[Ref. 58] and i often nsed on 2igns and
placards to denaote an area where
smoking iz prohibited (see, e.p., 14 CFR
23,853, 49 CFR 374.201).

In Light of the other contaxts o which
the two propoced inages are used, we
geloctad the imags of the sxelamation
mark snclosed within a red equilateral
triangle, as we believe this image is P
morte apprapriate than the ather i
proposed image for use in the reruired
warninps. As stated, this image is
comrnonly waed to draw attention to a
wrniog of denger which could result in
pereonal injury or g theeat to health,
which ia consiztent with its purpoess in
chparatie advertisemants with a syoall
aurface gres. Many consumers have
1ealy bean axposaed o similae syrhols
in other contests and, as a vasult, are
likely to recopnize and understand that
fhe {onpe is dewing attentlon toa
wrgening of g threat to health.

E. Nen-Sefectod Tnagas

This sectinn disruigses the 27 color
raphic images that we propossd fut
ve oot selected for use at this Hroe,
and the Factors that influenced the
decizion not [o nze each imags,
including the research reselts for the
images, the comenents received in the
docket, and the relevant soigntific
literature, ‘,r
Consistent with the discussion of :
selected images in section D of this
doeument, the images are referved to in
this sootion by the pages oo which they
appear in the “Proposad Required
Warning [mapes™ doconwent aond by the
desoriptive names need in the study
report [Ref, 49, study repart)
summerizing the resulis of FDA™S
research study.

1. “WARMIMNG: Cigarettes Are
Addictive*

Az discoszed in section NLD of this
documant, wa selected the image “hole
in thraat” for use with the staternent,
"WARNIMNG: Cigarettes are addictive."
We proposed three other images for use
with this statement: "cigarette
injection,” which appears on pages 3
and 4 of the decument “Proposed
Raquired Warning Images;'" "red
puppat,” which appears on pages 5 and
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& of the docament “Proposed Requived
Warniog Ioages;" and “womsn in mmin,"
which appears oo papes 7 and 8 of the
docoment “Proposed Required Warniog
Irnages.™

Cigarefte Infection. The Lnage
“ciparette injecion” had stroog overall
research results in FOA's research
gtwdy, including sipnificant effects on
the smotional and cognitive reaction
soales in all thee stody populatioons ad
significant affects on the difficult to look
at measure in adults and young adults.
It also showed higher correct recall of
the warning statement compared ta the
contral in adults and young adults at
bazeline, and was associated with
higher intentions o quit compared to
the control for youny adolts, The inage
also had a positive significant Imparct on
adult beliefs about the health risks of
smoking far smokers in adults viewing
the hypothetical cigarette package with
the proposed requircd warning,
althauglil it had a negative significant
impact on this ssme messare In adolts
iewing the hypothetical cigarette
advertisament featuring this proponsed
required Warning.

he image selected for use with this
warning staterment, *hole in throat,™ had
numerically larger effects than this
fimaps ' cigarets injection') on the
galisnce measures (wowtional aod
copnitive reaction scales, difficalt 1o
look at mwasors] in all thres stady
populations. As discussed ln sectlon
B of thir docunment, the research
literature sugpests that the salience
measures wied in FDA's study are likely
to b related to behavior change,

To addition, the zalected imaga, “hole
in theoat,"" schaocad the diversity of tha
avarall set of salected mages by halphog
ergurs the homan images hroadly
represent the U.5. population. Althoogh
“cigavette injection” offered wariety in
terms of styla in that it wses a graphic
nstraton style as opposad to the
photographic style wsed in most of the
salacted Imapes, this siyle is
ingorporated in the final set of vequirad
warnirgs with the boage vsed for the
Wiy stabaroent “Soookdng doeing

BEErCY fa hatm oo baby.”
prl"%iﬂ rzjcralved a 111.1.|:r|]:n-ejﬂ:I r nfbgnmmmts
an this imags, which the Agency hes
spmimarised and responded to o fhe
follvwing pacagraphs.

[EDD]JHED:EI'.I.E any I%:IDA rocoiiad sevoral
comovents that suppostad the vee of the
Linage *'cigavette injecton,” Including
comments from lndividuals, poblic
heglth advoracy groaps, and 2 State
pzhlic health agency. Some of the
eomants stated that the imege woald
ba an effactive smoking deteerant.
Serreral of the comrnents nobed that the
froaye would help sookers voderstand

that, although cigarettes ane legal
products, they aes st ag acddicties az
Magal drngs like havoin Ooe comomet
indicated that the imags would be
particularly effective with underago
smaokers.

FDA alsa received several conunents
that opposed the use of the image
“cigurette injection.™ kMany of these
cornmaents ahjected to the graphic
illpatration style weed in the fmage, with
souma stating it wonld be ineffective or
less effective than a photographle lmage,
and some indicating it would deteart
from the seriousness of the message
being conveyed. Some comments also
expreszed concern that the style would
inappropristaly appeal to pouth without
deterring them from amoking.

A few commeants also objyctad to the
comparison of logal clpavetts products
with Qlegal drugs, with one conumoant
indicating this downplayed the
seriousness of intravencus drug use, and
another comment noting that the
analogy of cigaretts use to heroin use
coald cquse consirners to discount the
massage i they heliewa that clganatts
and hargin use s not cormparable,

Some coprnents also stated that the
irnage cotld be misundecgtoed or wag
too abstract, and e connmeEnt stgtad
that the imags does oot hutegte
adwarsa health sffects,

One cormment ooted that the proposad
raquined warniog featuciog the
“rigamtts injectinn' ioags wes oot
rated highly on its ease of
comprahension 10 a rezsarch study the
subraitter conducted on the 38 proposed
required warnings, thouph it did show
a slgonificant effact on woory end fealing
dizseouragad from wanfing tn smoks
ralative to a textonly contral.

{Responsa) Woe are ot selecting this
boage for use in a requirad warning and
instead have selected the lmages *hols o
throat'” for the mazons plven in secton
D of this docoment

Red puppet In FDA's vesearch study,
the nage “Ted puppet'” had significant
affects on the emotlonal and cogoitive
raaction scalas in all thees study
populatons. It also showed hiphee
coctact rocall of the warning staterneot
compared bo the control n youopg adolts
at 1 week follonw-ap.

Howenrer, tha sehgcmd lmage, “holes n
throat,” had nomerically lager affacts
than this bnage on the sallence
measures (emotional reartinn scala,
cogoltlve reaction scale, diffloult to laok
af yosasore] o all theees stady
populations. o addition, looking acears
tho difforant mosaswies weed in the
ragearch study, both the image "hele in
throat'” and the lmage “cigamtte
injection'” had stronger overall resanrch
results than this 1ousgs.

FOA receired a number of comments
on this image, which the Agency has
surminarized and responded to in the
following parapraphs.

[Comment 91) FDA veceiirad sairereal
conuneints that supporfoed tho usa of the
irnage “red puppet,” inclhuding
conunents from individuals, a public
health adwocacy group, and from State
and local public health agancies. Soroe
of the comments stated that the lmage
iz likaly to ba affactive, and one stated
that it would impact underage stnokers.
Anolher noted that it was a claver
image.

FDA alao received several comments
that oppoged the wee of the image 'red
puppet” Scms of these comments
statad that the Imape style was less
affactive than & photographic image.
Ome copument expressed concern that
tha style would inappropriately appeal
to wouth withont deterring them fl;nm
smnking

Seweral comments expressed concexn
that the irnage would not be understood
by zome consumers, including youth
and some racial and ethnic minorities,
whao might not understand and identify
with the picture of a marionette, or dvaw
the analogy between the manipulation
Suggestedgiy the image of the puppet
and addicton.

A faw coroments steted the fmaps
doos Dot convey a heelth consampance
of smolking, while one covnmeant, staterd
that the results froom FOA's vassacch
sludy for this innape did not gopport fts
selection Fromn among the images
proposod for nge with thiz waening
stateunent.

Thres comments noted that the
pmgﬁsad required warming featuring the
“rad puppet” image was not hiphly
rated in vesearch studies conducted b
the submmitters. Die comment noted that
tha imaps did not increase worry
relative to a text-only label or
dizcowrage respondents rom smaoking
relative to a text-only label in the
gubimitter's study, while twa others
noted that the image was ranked as cne
of the least effective of the proposed
images by reepondents in the
sabmitters' studies,

(Response] We are not selacting this
image for wse in a reguived warning and
instead have selected the irnage '"hole in
throat™ for the reaspns given in sectbon
[IL.D of this docimenl.

Wennai 1n rain. In FDA'S resaarch
stwdy, the frnage “amorngn o vein” had
a slpodflcant effect oo the difficult to
look at meszurs in, adelts and joung
arunlts. The foage algo had a significant
impact on adult haliefs abeoat the health
tisks of srookiog for svaokers commpared
to the control.
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Looking across the different measures
uzed in FOA's research study, this
image was relatively lesg effective than
other images propozad for this warning
statement, including the image selectad
Eor e i Phe paguived swarnings “hole
in throat."

FTrA vaceivad a mamber of comments
oo thiz irmags, which the Agency has
sumrnarizad aod responded to 1o the
following patageaphs.

[(Cormoent 92) FOA vocoiwed multiple
corenenty that sopposted the use of the
fimage “womgn in rain,” including
corments froin indivlduals, a
comnmonity ceganization, and a State
public health agency. Some of the
conunents stated that the linage is likely
to be sffective, and one stabed that
srnikers woald ba able to velate to the
irnaga,

FDA glso recelved a nomber of
comoents thet opposad the use of the
irmags woman in raln ™ Some of these
commants stated that 1he image wouald
tak be affective and iz not emotionally
aronwing, while somao stated that it
ghiriws o very weak havm [fe., standing
in the rain). Another comment stated
that the irmage makes smoking seem like
& rorma] behawior.

Seieral comments expressed concern
that the bnage would not be understood
by conswmers, indicating it was too
wagna in natore and Tequires a high
apalytical ahility to understand,

Sevaral cornments stated the image
ey Dot convey a health consequence
of smeking, whila three comments
statad that the results from FDA's
tepearch study for this image did not
gnpport itz selection from among the
images proposed for use with thiz
warning statenaent.

Two comnments noted that the
praposad required warning featuring Lhe
“ararnan n rain’’ image was not highly
rated in research stndies conducted by
tha subimitters. One comment noted that
the image was not rated highly on its
pasa of comprehensinn did nat
increase waorry Telative to a text-only
lakel or discourage respondents from
wmaking relative to a text-only label in
the suhmitter's study, while another
roted that the image was ranked a8 one
of the least effective of the 36 proposed
images by respondents in the
gubrnliter’s stody.

{Eusponse] We did not select Chis
irnage for 1se in a required warning and
insfead have selecied the image “hala in -
throat” for the reasons given in $ection
LD of this dociment,

2, "WARNING: Tobarco Sraoke Can
Harg ¥owr Childron™

Ag dizcusged in section II1.D of this
documeit, wa salocted the imags

“amoka appreaching haby™ for use with
tha stafeonent, “WARNING: Tobacco
Sronks Can Haem Your Children.' FDuA
praposaed five athar images for use with
this staterment: *' Simoke at toddler,"
which spypears on pages 11 and 12 of the
docpment “Proposed Required Warning
Lrnages;™ “smoke at baby,"” which
appears oo pagas 13 and 14 of the
dogument “Proposed Required Warning
Tinagas;” “pil crying,” which appears
oh pages 15 and 18 of the document
"“Proposad Required Warning Imacﬁ?s:"
“wrgrning in child lettering,’" whi
Appesrs oo pages 17 and 1R of the
docoment “Proposed Eequired Warning
Images;" and “girl in oxopgen mask,'
which appears on pages 19 and 20 of the
documnent “Proposed Required Warning
Imppges. "'

Smoke of toddler, In FDA's vasegich
study, the irnage “grnoke at toddler'” had
significant etfectz on all the salisnce
measures [gmaotional meaction scals,
cognitive reaction scale, difficult to lock
at raeasure) in all thres studs
populations (adults, young adulis, and
yauth],

Howwewer, as discussed in section 01D
of this docwment, the selected image,
“sinoke approaching baby,” also had
significant impacls on all the salience
measures o all three study populations,
anrd alzo showed significant impacts on
vecall and behavioral ntentions in some
populathons.

FD A received a nonhet of comments
an this image, which the Agency has
surnmarized and responded to in the
following pamgraphs.

(Comrnent 93} FDA received a mumber
of coovments that supported the use of
the fmapge "smoke at toddler,” including
comments from individuals, a medical
acgandzation, public health advocacy
groups, acadevnics, and State and local
pitklic health agencies. Some of these
comments lndicated that the image
wonld canse people to reconsider
smoking due to the harm it can canse b
ofhers, aspecially a child or a haby.

Three comments notad that the imags
showed pogitive impacts in research
studies conducted by the subroittars.
Speciﬁcall]‘,:l:am one subomitter's stody
thiz image had the velatively greatest
impact in disconraging respondants
from wanting to smoke of the irages
praposed for use with this warning
statement. In anather submitfe's stady
of the potential effectivensss of the
iniages, this imags received the highest
overall rating of the images proposed for
use with this warning statement. n
addition, it was one of the bwo hiphest
rated images of the FOUA, brages
propased for use with this warning
statemient in another submitter's study.

TFRA also received sevoral comments
that apposed vso of the image “smoke
at toddler ' Multiple comments stated
that lha image weild be perceived as
demeaning to smokers by suggeating
they blow smolke divectly at theic
children, and one comment cited the
image az an wienl portrayal. Another
comoent expressed concexrn that the
imege would prompt denial among
sinokears, who would interpret the image
to mean that their children are not at
risk if they do not blow amoke divectly
at them, One comment said the imaga
does not depict 4 negative health
conseyuence of smoking, while another
coprroent stated the image was tao
positiva, io that the child looked too
happy. Flnally, another comment stated
that other irnages tested in FOA'S
vesearch study for use with tiis warning
staternent elicited highet sooces oo the
emational and copnitive reacton scales
than thia image.

(Rasponsa) We ars nof selecting this
e }f]nr nse in a required warning and
instead have selected the imape “smoks
approaching baby™ for the reazons pivan
in section WD of this docorment.

Smaoke af baby. In FOIA's vesesatch
study, the image “amoke at babe'' had
significant effacts oo the amotional and
cogrritive reaction scalas in all three
study populations (adults, young adults,
and youth] and significant effects on the
difficult ta ook at measure in adults
and youth. It alza showed higher correct
racall of the warning statement
compared to the control in adults and
young adults at 1 week follow-up.

However, as discussed in section [ILT
of this document, the selected image,
“simoke approaching baby,' had
significant impacts on all the salisnce
meagures in all three stndy populations,
and also showed significant impacts on
racall and behavioral intentions in some
populations.

A received a number of cormments
on this image, which the Apency has
suinmarized and relifﬁnded to inn the
following paragraphs,

[Cuman;t 04| FPDﬁ received saveral
comments that suppaorted the uss of the
image "smoke at baby,” including
comments from individuals, a
community organization, a medical
organization, academics, and a State
public health agency. Some of thess
comments indicated that the fmags
wonld cansze people to reconsider
smoking due to the harm it can caves to
children, and one comrent noted that
the image evokes a sirong emotional
reaction, clearly eommunicating that i
is wrong to engage in the behavior
portrayed in the image,

Two comments noted that Ure foage
showed positive impacts in research,
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smdies conducted by the submitters.
Specifically, this troage had a sipniflcant
fmpact in digcowragiog vespondents
feoim wanthig 1o smake o ane
subrmitter’s study, and it was ane of the
two hiphest-rated images of the FOA
imapes proposed for nse with this
warning statement in another
submitter's study.

FDA alzo recerved sevenial cornments
that apposed the ugs of the ireage
“winokes at haty,'” Many of these
coramants objected to the graphic
illustration style nsed in the image, with
some stating it would be netfective or
laas effective than a photographic image,
and some indicating it wonld detract
from the seriousness of the message
being conveyed. Sams corumants also
axpressed comeeen that the style wonld
ingppropriately appeal to youth without
deterring them from smoking.

Multlpla comments stated that the
image would be perceived as demeaning
to smokers b&r su,gg;s Hinp they blow
smoke directly at their childrean, and
vne cornment clted the bmage as an
unreal portigyal. Another camment
expressed concen that the image would
prompt dendal among smokers, who
wonld interpret the image to mean that
their children are not at risk if they do
not blaw smoke directly at them,

A couple of comments stated that
ather images tested in FOA'S research
study for vae with this warning
staternent outparfopmed this image, with
one nobing that other images allcibed
higher seores on the emotinnal reaction
goale and difficult to look at moasure
than thiz image, and eoother noting that
ather irnages hid higher seoras on the

wit intentions and recall measures than
is image.

e comment sxpressed concevn that
the image could be parceivod to mean
that methers who smoke shonld not
‘breastised their children. Another
comuent stated thet the taxt uged in the
proposed reguired warning was difficult
to read

[Resgnma] Wea are not salacting this
image four vse in a reguirod warning and
instead have selacted the boage "smoke
approaching haby™ for the reasons given
in section LD of this document.

Givf erying, In FDA's vesearch study,
the roage “picl crying” had significant
effocts on sll the salisnco measnres
(emational raaction scale, cognitive
reaction geale, and difficulf to look at
measne] n all thres study populations
{adults, young adults, and youth]. I alzo
showred higher correct rocall of the
warning statsment comparad to the
control in scdelts at baseling, and higher
correct recall of the warning statamant
at 1 week follow-ap comparod to fhe
tezt-oinly control for adults and young

adults. ¥outh who viewed the imaps
also reparted that they would be
slpnificantly less likely to be smoking 1
yaar fioim now compared to youth wha
viewed the control,

Hoswewer, the imgge had a significant
nopaiive Impact oo adult beliafs about
the health visks of secondband smoke
expreurs for noonzmokers, i.e., adults
whe viewed the hnags wors less lkaly
to belisve that nonsaokers will suffar
from negative health effects doe to
secondhand smoke exposure theo adalts
who vigwed the text-only control.

Az discuseed in section 110 of thiz
document, the selected image, “smoke
approaching baby,” had significant
irapacts om all the salience measures in
all three study populations, and also
showed significant itapacts on recall
and hahavioral intentions in some
populations. Thus, while “girl crying'
showad positive effacts on several
bnpartant measares in FOA’s research
study, the selected itnape was
considered to be a stronger choice, a3 it
also showed positive effects on several
Linportant measures and did not show
any negative effects,

FDA roceived o nurober of camments
an This hrsge, which the Apaney has
soinmmacizsd and respondad to ln the
following paregraphs.

[Comment 95) FOA recetverd savecal
camments that supported the wee of the
image “'gir] erying,” including
comments from individuals anod from e
State public health agency. Some
cornments noted that the subordtiee
found this image bo be the maost eifectivae
of the images propossd for nee with this
warning statement, and others noted it
would appropriately elicit negative
Emotions in vistrers,

FDA also received several comments
that opposed use of the image “'gizl
crying " Multiple comments stated that
it was nol clear why the girl was crying,
and one corment stated that the image
dows not depict a health consequence of
secondhand smoke exposure, One
comrnent indicated that the imnage was
too sansational bo be effective, and
annther cononent cited the image as an
vinreal porfrayal, stating that young
children do not know they are being
havmed when thay are exposed to
srooke and thus would nof cry ar a
resnll of such sxposure, and noted that
this iz what makes secondhand smake
axposure so lnsidious, One comment
indicated that other images tested in
FDA’s raseavch study for use with this
warning statement had superior overall
rezults be this Lmage.

(Respornse] We are not selecting this
image for wse n & raglnmd watnbog and
instead have selectod the bmage “srooke

approaching baby'' for the reasons given
o section LD of this document.

Warning in ehild-Jetlering, [n FDA'S
research stody, the image "warning in
child lettering” had sipnificant effacts
an the emetional and cognibve reacton
scales in all thrse study populations
(acults, { g adulta, and youth). Tt also
showed, higher correct racall of the
wrarning statement compared to the
comfral in adults and young adults at
baseline, and higher correct recall of the
warning statement at 1 wesk fallow-up
comapared to the conteol for adults,
young adults, aod youth. Howevar,
arping in child lefieeing™ showed
livwway corvect recall of the image at
hiaseline and follow-up for adults, young
adults, and youth compared to the other
images.

Looking across the different measnres
used in FDA's research study, this
image wag relatively lass effactie then
other frnages propoged for wse with this
wearing sheternent, including the image
selactad for wse in the vequirzd
warnings, “smoke approaching baby.'”

FDA received a number of conrnents
on this ima E,, which the ﬁencj.r bz
summarize a.ud respanded in in the
following parvagraphs.

(Cornment 98] FDA received sovaral
eotnrments that suppoted the use of the
iimege Swarning in child lattering, "
tnrdnding conomnents from individuals, a
public health advocacy group, a medical
organization, and a State public health
agency. Some comments felt the use of
child's handwriting in the image would
be especially impactful with parents,
and one comment noted that this bmags
would have wide appeal, resonating
with parents of any race or ethnicliy.

TDA also received several cominents
that opposed use of the image "“waning
in child lettering." Multiple conurments
ohjected tn the image styﬁe indicating
that a photagraphic depichoen wonld be
maore effective at deterring people from
syaking, with ane comment noting that
the image style would be
inapprapriately appealing to youth
without discouraging them from
smoking. One comment indicated that
the image does not depict a negative
health consequence DFSmtﬂ;ing. and
another indicated that the imape was
nat eye-catching.

Two comments noted that other
lmages proposed for use with this
warning statement had superior averall
results compared ta this image in FOA'S
research study and stated that FDa
should not select this image for use in
the required warning, [n addition, two
coymments noted that the image was not
highly rated in research studiez
canducted by the submitters. One
comment noted that the imapge wag
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ranked g3 the least effective of the 36
propogaed imggas by vespondents in. the
submitler's study, whils another noted
that the image was rankad the lowest by
a considerable margin of the lmages
proposed for nse with this warning
stafment in the submitter's study.

[Responze) We are not selecting this
iroegs for wse in a required warning and
tnstaad havg salacteg the image “smoks
approachlog babry'” for the reasons given
in section WD of this docramemt,

Firl in oxygen mask In FDA
regearch study, the image “girl io
oxypen mask' had significant effects on
all the zaliencs measures (emotional
reaction seale, copnitive reaction seale,
and difficult to ook at measure] in all
thioo study populations fadolty, yoong
adults, and yoath).

However, the image had a signiticant
negative impact an adult beliafs about
the health risks of secandhand smoke
exposure for nonsmokers, Le., adults
wha vigwed the image wers less likely
fo beliews that nonsmokers will sulfer
from negative health effects dus to
secondhand smoke exposore than adalfs
who riewed the text-oaly confeol,

As discussed in soction ILD of this
document, the selected image, “smoke
approaching baby ' had significant
ivgpacts on all the sallence meastres o
all three study populations, and also
showed significant impacts oo recall
and behavioral Intentions in some
populations. Thus, the selacted binage
was considersd to be a stronger choice
than “girl in oxygen mask,” as it
showed positive effects on several
ingportant measurves, but did not show
any negative effects.

DA recedved a nurnber of comummnts
on this image, which the Agency has
suynmaarized and responded to in the
following paragraphs.

[Comment 37] FOA received a number
of comments that supported the nse of
the image “girl in oxygen mask "
including comments from indlviduals, a
public health advocacy group, a roedical
arganization, a health care professional,
and a State public health agency, with
some comments noting that the itmage
clearly comveys the message that stoke
exposure can harm children, and
powerfully shows the consequences of
smoking,

FOA also received several comments
that opposed use of the irnage “girl in
oxygen ruask.” Some comments noted
that it was unclear that the person
portrayed in the image was a child, and
suggested that the image would be mors
persuasive if the person shown wers
younger, One comment expressed
concern that persons of low
socioeconomic status waould not
understand the image, and a few

comments suggested that the image
should show more severe disease or
o clear gagocistion between the pirl's
Mlness and smoke axpogre.

[Rasponsa) We ara nof selectng this
imags for use in a waquired weening god
instead have selactad the i “smolke
approaching babe'' for the reasons given
in section 1D of this docwment.

3. “WARNING: Cigarettes Cance Fatal
Lung Digegse’

As discogsed in section LD of this
document, FDA selected the image
“heglthyfdisessed lungs" for use with
the staternent, “WARMNING: Cigarethes
cansa fatal lung digease."” FDA propased
theas other imapges for vse with this
staternent: “toe tag,' which appears on
pagas 21 and 22 of the document
"Propossd Reguired Wamning Images;"
“Tungs full of cigarettes,” which appears
o pagas 23 and 24 of the document
*Proposed Regquired Waening lmapes;"
and “Dr, [doctar] with Xe-ray," which
appedars oL pages 27 and 28 of the
docoment “Proposed Required Warning
Trnagas,'

Terer forgr, I FEIA™S vepearch aturdy, the
iraage '“toe tag™ had significant effects
on all the salisnce measures (emational
reacton acale, cognitive reaction scale,
and difficult to look ab meanses) in all
thres study populations [adults, young
adults, and yearh),

Howawver, as dizrossed in gection ITD
of thiz documeant, the selectad. ioage,
“healthy dissesed uops ' b the
muneelcally largast offects of the frogges
proposed for vse with thiz warning
staterment on all the salisnce messoes
1o all thres stody popalations,

Tho liape “tos tag'" prompbed Lowar
correct racall of the warndng statement
than the text-only control at baselineg
among youth.

FDA yecalvad a wiomber of comments
on this image, which the Agency has
sumnarized ond respondaed to fo the
following pavagraphs.

(Comaent 98) FDA recalved a number
of connants that supported the wse of
the imags "toe tag," ncluding
comoents from indiridoals, a medical
organization, poblic health advocacy
aroups, acadornies, and State and local
puhblic haalth agancies. Some of theze
comments indlcated that the inages s
the best chodcs for use with this wamming
statement If was also noted that the
image affectively communicatas the
risks of syonkiog and would effectivaly
detar smokars.

Sowne conmmants noted that the lonage
showed pozitive offects in mesearch
studies conducted by the submitters.
Epecifically, this irmage was rated highly
om its ease of comprehension and
imducad relativaly greater worry and led

to higher ratings of feeling discouraged
from wanting to smoke than a text-only
caniral in one submitter’s study. The
image was also one of the five images
rated yoost effective among the images
nsed in FDA's 36 proposed requived
warnings in another subimitter’s study of
the potential effectiveness of the hmages.

FDA abso racaived saveral comments
that opposed e of the fmage "o tag,™
with sorme sebmifters indicating that
consuners, and in paticnlys minority
populations, might not woderstand what
the image of a tos tag signifies, Some
conunants styfed thet the imape
“offend[s] against homan dignity'” or is
“ton sarsational to be affective,' whils
it was alternatively stated that the innsgs
should be raore graphic oe ghow more
sufforing It was also noted in the
comrnents that the ioawe did not test as
wall as other imeges propoged for e
with this warning styfement in FOA%
research sudy.

[Response] We are not selecting this
finage for use in a required warning and
natead have selectaccll the image
“healthy/diseased lungs" for the reasons
given in zection LD of this docurnent.

Lungs full af ciparsifes. In FOA's
regearch study, the image “lungs full of
cigarettes™ had sipnificant alfecls on all
the zalience measures [emotional
reacton scale, cognitive veaction scalo,
and difficult te look at measuee) in all
three study populations [adults, young
adults, and youth).

However, as dizrussed in gaction I[ILT
of this document, the selectad Do,
"healthy/dizessad longs," bad the
mumerically largest affacts of the images
proposaed for vse with this warning
slatement on all the salisnce messores
fr all thres stody poguolations.

Among i,'mmg adulis, the image
“lunps full of vigareltes” prompted
higher correct recall of the warning
staternent at bageline and at 1 week
follow-up than the text-only control.
The renuired warning featuring this
irrape alzo prompted higher correct
rocall of the image at baseline and
tollow-wp among adults and youth than
some of the other images proposed for
uss with this warning statement.

FDA received a mumber of comrments
on this image, which the Agency has
summarized and respondad to 1o the
following parageaphs.

(Comment 99} FDA racaived some
commernts that suppocted the wee of the
image "uogs foll of clgarethes,'
incloding comoents from individuals
and State and local poblic haalth
agancies. Some of these comrtents
indicated that the image iz the bagt
choloe for vse with this waendng
statamnant, whils same also noted that
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the imnage is particularly appropriate for
uge with the warning statement,

Az dizcuzsed in gection 111G of thiz
document, gome comrments submitted to
the docket desceibed the resuliz of
regaatch condicted by the subonittars to
expming fhe potential offectvanoss of
FDA's proposad imagas. This image was
discussed in some of these coraments.
Specifically, in one submitter's study,
partivipants rated this image highly on
its ease of comprehension. It alzo
trcluced velativelyr praater worey sond
feglings of discovragenent firom
wantlng to smoke than a taxt-only
cootrol. However, the image was rated
as ome of the least effective of the images
proposed by FDA for use with this
warning statement in anather
subimitters stady of the potential
effectivapess of the imagoe.

FD4, alz0 yeceiwad agveral coroments
that opposad use of the Imege “langs
fnll of clgavettes,” with some subnoitters
indicating that consumers might not
understand the image, and some
voraments statinp that the image shondd
show the conzequences of lung dizesss
on & reql person oe on eeal lungs and
suggesting thet the propoged froage did
oot depict health consequances o an
undarstandabls, hard-hitting manner.
One conmment noted that the second
messape highliphted by the use of hual?
face emphasis in this proposed required
warning ("1 cause dizease™), conld be
interpreted as blaming smolkers for their
addiction, and expressed concern that
thiz ¢could undermine the proposad
required wami.ﬁs ability to
communicate effectvely wilh emokers.
One comument also statod that the imags
did nwt show desirable effects on some
measures in FDA's research stody.

(Rezponsze) We are not selecting this
imape for uze ina reguirsd warning and
instead have selected the fmage
“healthy/dizeased Tunps” for the reazons
piven in section [ILIY of this decuwment,

O, with X-rey. In FDA’s rezearch
gtudy, the image *Tir. [doctor] with X
ray' had significant effects on the
ernobional and cognitive reaction scales
in all theee study populations (adultz,
young adults, and youthl It alse had
sipniticant effects on the difficult 1o look
at measure in adultz and youth,

Ag dizcussed in section IILD of this
docurment, the selected bnage, “healthy!
diseased lungs,” had zignificant effects
on all the salience measures in all stody
populationz, and had the largest
mumerical effects of the images
proposed for use with this warning
staternent on the salience measures,

Among young adults, the image "Dy,
with ¥-ray™ prompied higher corract
recall of the warning statomaent at
baseline and at 1 weal follow-up than

the tn:*.xt-g]cg}r eonirel, as well as higher
cormact vecall of the warning statement
at follow-up groong youth aod the adnlt
sample that viewed g hypothetical
adwortisomont foatiedng this proposed
raquired warming.

owever, among young aduolts, as
well as among the adult sample who
viewed a hypothetical adwertisement
fealuring this image, “Dr. with X-ray"
wag negatively associated with heliefs
shout the health visks of secondhed
smoke expoiios to tonsmokars (fe.,
participants viewing this bmage weare
less likely to believe that nonsymokers
will suffer health cansequences related
to zecondhand smoke exposure than
pacticipants viewing the text-only
confral).

FDA received g anober of cormments
on this bowge, which the Agency has
sununarlzod and responded to in the
following paragraphs.

[Comment 100} FIDA received some
comments that supported the use of the
imape “Dr. with X-ray,” mcludi
cormnents from individuals, a public
health adwocacy group, 4 community
orgrnieation, sod a Stats public health
agency. These corunents noted that the
“Di. with Hvay™ image is partlcularly
appropriate for use with the wamming
statermnent, ar expressed the wiew that
the image is the choice for use with
this wrarming statement,

As discuased in eection ILC of this
dacmment, some comements athouttad to
the docket described the vesults of
vesearch conducted by the submittars to
examine the potential effectiveness of
FOA's proposed required warnings. This
imape was disrussed in 2ome of Eese
comiments, Specifically, this image was
tatad highly on its ease of
eomoprehension io one suhenittess
gtudy, but failad to show on effert on
other stady massaras (waorry,
disgouragement from sooking], The
broppe war one of the five imagas cated
loast effective smong the images osed in
FONA™s 26 proposed reuived warnings in
guother submittess study of the
potantal affectvensss of the Dnages,
snd it was also ated as the least
affective of the imagas proposad by FDA
fior nge with this semning staberoent tn
another subirdites's stoady of the
potential affactivensss of the imagas.

FDA alsn received several commeants
that opposed wse of the bmage '"Dr, with
Ecuy," with some submitiers indicating
that the X-rey shown in the image is
unclesr and that the boage wonld not be
underatond by consuomers, god gome
indicating that it was too wagte or
clinicel in natues god did ot effectively
coniey the full tmpact of hng disease,
It sk also noted o the comments that
thes ionage failed to show desicable

effects on some measures in FDA'S
research study, and that it showed
negative effacta vn the belisfs measume
groong some of the study participants.
(Responga) We ae nolb salectiog this
irnage For nsa in a required warning and
instead have selected the image
"healthy/diseased lungs' for the reasons
given in section LD of this domument.

4. "WARNING: Cigarettes Cause
Cancer"”

Ag discussed in section 11D of this
document, FTA selected the image
"canceraus lesion on lip™ for use with
the statement, '"WARNIMNG: Cigarettes
canse cancer.”' FOA proposed B
other iynages for use with thiz slatement:
“Deathly ill woman,"” which appears on
pages 29 and 30 of the docuinent
"Proposed Renquired Warning Images;"”
"white cigarette bumming,'” which
appears on pages 31 and 32 of the
document “Proposzed Requited Warning
Tenages;'" and “red cigaratoe baening,™
which appears on papes 35 and 36 of the
docoment “Proposed Required Warning
Tnages,"

Peptily il e, The fmags
“deathly i1l worman™ had stong overall
research resalts in FDA's rezearch
stady, including sipnificant efferts on
all the salisnce measures (motional
reacthon soals, copaitive reaction scals,
and ditficult to Lok at meagaes) o ail
thres gudy populatioos [adolts, yowog
adults, aod yonath),

Havwwewer, overnl] the salectad iroage,
"eanoaroue lesion on lip,' had slightly
biighar wmeries) sonrag on the
amotiongl and cognitive reaction goales
than this inmlﬁa.

Among adults, the image “deathly il
wiorngn™ proogted lower corract tecall
of the warning staternent at bagaling and
at 1 weak follow-up, Fowever, the
imaga shoarad some of the largest affecr
sigas for image recall (hasaline gnd
followr-up) across the images proposed
for nse with this warning statemeant

FDA vacaived o oomber of poooments
on this irnage, which the Ageacy has
ginromarized and rezponded to in the
following paragraphs.

(Comument 101} FDA vecabved o larga
numnber of cormmants that sapported the
nge of the fmage “deathly 01 woroen,”
including conomemts feom individoals,
public haalth advocacy groups, medical
organizationg, arademics, and State and
local poblic health ggencies, Myny of
these conwnents indicsted that this
irnage is the best b ge for wge with this
waining statersnt, with some atatiog
that tha image wonld comommnicats
effactivaly to women ad othe:
cormments spproving of the image’s
acoutate porbeairal of tha affects cancer
can have on parsonal appearance,
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Some connents nobad that the imags
showad poeitive iropacts in voscarch
prodiss conducked by the submitters.
Specifically, in ana submitter’s study,
parlicipants rafed this image highly on
its ease of comprehenzion. It also
induced relatively preater worry and
feelings of dizconagement from
wanting to simake thao o texi-only
control. The pubrodtter concludes that
this brnage, along with “cancerous lesion
o lip,'" was the most effective of the
images propased for use with this
warning statement. The image was also
one of the five imapes rated most
effective among the Doages vsed in
FDa's 36 proposed reguired warnings in
another gubimitter’s stody of the
potantial sffectlveness of the images. It
wras also one of twe Images rated
affactive among FDA’s 36 proposed
color graphic in another subrmitter’s
study of 515 effectiveness of the Tmages
at stopping somenns frora smoking, and
it wag idemtified by high school students
as nos of the "top thres™ proposed
roquired warnings in ancther
submitfer's stody.

FDiA also received comments that
opposed the use of the imags “deathly
ill woman.” Sume comroents noted that
the image "offend(s] apainst homan
dignity,” while one stated It was "tao
genzational 10 be aeffective.” Conversely,
gomme comrnents indicated that the
image shoould show more obvious signs
of Dlness. It was also noted in the
cofuments that the imapge did not show
degivable offacts on all the measures in
FDA's ragearch study.

[Response) Wa are tot selecting this
image for wse In a required warning and
ingtead have selected the image
“gancarous lesion on lip™ for the
repgons ghvan 1n section T0LD of this
document

White cigerelle burning. In FDA™
repearch study, the image 'white
cigaretts buening'” had significant affects
o the ernotinnal and cognitive raaction
zrales in all three study populations
{adults, young adults, and youth]. It also
had signiflcant effects on the diffiendt to
koak at roeasura in adults,

As dizcussed in section LD of this
doruwmeant, the selected imape,
"canearons lesion on lip," had
gignificant affects on all the zalience
megsres in all sfudy populations, and
ghowed sera of the numerically largest
effacts on these measzures of all the
images proposed for use with this
wrming stalement.

Aranng youth, the image “white
cigaratts burning'® prompted higher
cocract recall of the warning statement
at hasallne than the text-only contral,

FDA& rocelved a oumber of comments
an this image, which the Apency has

sunmnarized and responded to in the
following parapraphs.

[Comment 102) FIA raceived aoe
cormments that suppokted the use of the
imaps “white cigarotts borning, ™
ioclpding comroents from individoals
and from State and local public health
apancies. These comments noted that
the "white cigaretie burniog' image ia
particularly appropriate for ugs with the
warning statement, or sxpregaad the
gubmitter’s preferenca theat the image be
waed with this warning statersmnt,

Az digrnssed W section 1O of this
documeant, soma commants submitted to
the docket dascribed the results of
vasearch conducted by the submitters to
examine the potential effectiveness of
FOA's propoged images. This imape wes
discusged in 2ome of thess commants.
Specifically, this image was rated highly
on it eese of somprohonsien o one
suhimiitor's study, but failed to show an
affact on other shudy measures (worry,
dizcouragement fram smoking]. The
image was rated as the least sffective of
the images proposed by FRA for use
with thiz warnieg afateoent in another
subitta's study of the potential
affectvenesss of the images.

FD:A alan vecelved several coraments
that opposed use of the image "white
cigarette burning,” with some
submitters indicating that the irugs
does not deplct the negativa health
consequences of pmoking or that the
linags i& oot appropriately svocative of
carcar, and some ooting that the im
ls nnelear and will not be understmﬁy
consuriers, Some comments also
criticized the desipn of the fmags, sud
ome stated that the image s oot
preserted in color as requived by the
Tahaceo Control Act. Sono cominents
alze notad thet this lmage of a buming
cigamtte conld teipger cravings in
@mokers, Itwas also notad 1o the
oompnents thet the imagae failad to show
desirahle effocts on soms measures in
FDAs reasurch study. One comment
nerted that the secondary message
highlighted by the use of bold face
piphagis in this proposed required
whrniog (T cruse cancer™) could be
fteeprated a5 blaming smokers, and
axpresgad concern that this could
wrvdanming the proposed raquired
warning's ability to cormmunicate
affectively with smokers.

(Pasponse] Wea are not selecting this
ymgge for wge o a requived waming and
instend have salactad the bnage
“parsros lesion on Hp'' for the
raagong giien in secton IILD of this
ducuipent,

Red eigorefte burning. In FDA's
rogeaich grudy, the lmage “red cigarette
Wrorming' had sipnificant effects on all
thia gabianca messures [emotional

raaction soale, cognitive reaction scale,
and difficnlt ta 1ook at measure] i all
three study populations (adults, young
adults, a.ng youth),

However, the selected inags,
“cancerous lesion on p,"” generally had
mueniericalli lacger affacts than this
image on the sallence measures,

Among adalts, young adults, and
jouth, the hmage “red ciparette burning”
provpted lower carrect recall of the
warning staternent at bazseline gnd at 1
week follow-up. The proposed requirad
warning featoring thia imegs alsa
prompted relatively lowar recall of the
imape gt basaling and at 1 week follow-
up among adults, young adults, and
wouth than *'cancerons lesion on lip."

Youth viewing the image “red
cigarette burning'’ reportsd being more
likely to be smoking 1 year foom now
than youth viewing the text-ouly
conlrol.

FDA recaived a nwmbar of comments
oy this ooags, which the Agency has
suramarizad and vesponded to in the
frilLoawd ar hs,

[CDITIDIE&EIt %&‘Dﬁ TRCeivoo ST
comments that supported the vse of the
image ‘Ted ciparelte burning," focluding
comments fiom individoals, a public
health advoracy growp, and from State
and local public health agencies. These
comments noted that the “red ciparette
burning'" image is particularly
appropriate for nse with the wracming
statement, or cxpressad the submitter's
preference that the images b vsed with
thiz warning statament

A digoussad fn gaction II1C of this
decument, soine cornmments submitted to
the docket degrribed the results of
research condactad by the submitters to
examine the potential effectivenaess of
FtA's proposad iroages. This lmage was
discussed in pormes of thess comments.
Specifically, In ona submitter’s smdy,
participants mted this imags highly on
its eass of comprrahension. It also
induced relativaly greater worry and
feelings of discomragenent foom
wanting to smakea than a taxt-only
control, In another sobrittar's study,
particular sepects of the lrage were
avaluabed, and the submitfer reparted
that the wse of the color ved to
accen tuats the warndng content in “red
vigaretts Yuening'” was affective.
Hirwesewr, the innage was rated as one of
the least effoctive of the Images
proposed by FDA, for use with this
WArning glateoent in another
submitter's gody of the potantlal
effectiveness of the bmages, and the
imape wag rated as one of the flve least
effective images vsed in FDA's 26
proposead required wernings in another
submitter's study of the potantial
effectiveness of the frages,
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FDA also recelved several cormments
that vpposed vze of the imeges “red
ci%)arette buening,'” with somea
submitters indicating that the imags
does not depict the negative health
consequenced of smoking or that the
imape iz not appropriately evocative of
cancer. Some comments also criticlzed
the design of the ioags, with one stating
that it looked like an Drage from a
viparete advertizement. Soms
coraments also noted that this image of
a burning eigaretts could mwippee
cravings in smokers, It wes also noted
in the comments that the fosge failed to
show desirable effects on some
measurcs in FOA's tessarch stady and
showed some undesirable effacts. Bome
comments also suggestad that other
canrers, inclading hladdee coneer,
should be added to the cancers listed in
the imags.

(Rasponge) Wa ars nof snlecting this
rage For wes in o raquired warning and
instaad have selectad the image
“cancerons lagion an lip™ for the
reasoms given in section DD of this
docuimeit,

5. "WARNING: Cigarettes Caunse Strokss
and Heart Diseaza’

As dizenszed in section LD of this
document, FDA selected the hoage
"norpeen mask on man's face'” for use
with the statement, “WARNING:
Cigarettes cause strokes and hasct
dizeasze.” FDA propozed thres other
imnages for use with this statement:
"hand with oxygen mask,” which
appears on pages 37 and 38 of the
document “Proposed Required Werning
Tmages;™ "red lightning with heart,”
which appears on pages 41 and 42 of the
deciment “Propoged Requirad Wearning
hmages;™ and “man in pain with hand
on chest,” which appears dn peages 43
and 44 of the document "Prapased
Rogquired Warning [magpes."

Band with oxpen mosk. In FDA's
tesearch study, the image “hand with
oxpgen mask'' had sipnificant effects on
all the salience measures (smotional
reaction scale, cognitive reaction scale,
and difficult to look at messora) in all
three study populations (adolts, young
adults, and youth).

Howevar, the salected image, "oxygen
mask on man’s face," also had
significant effacts an all the salience
measres, and ganerally had
numerically Iseper affacts than this
irnage on the sruticnasl reactlon scale
and the difficalt to look at measure.

Adults viswing the kmage “hand with
oxygen mask” reported being less likely
to quit smnking within the oext month
than adults viewiog the text-only
conteol,

FOA received o noomber of comments
on this imaps, which the Agency has
summarized gnd responded to o the
following paragraphs.

(Cooument 104) FOA received some
commants that snpported the use of the
image '"hand with axygen mask,"
including comments from individoals, a
cammimity organization, and State
public health agencies. These comments
noted that the "hand with oxygen
sk {mags is the best imape for use
with the warning statenent or stated
that the mage was apprapriate for use
with this warning statement.

As discussed o gaction II1C af thls
document, s0me comments submitied to
the docket described results of ressarch
conducted by the gobinitters to axanine
the potential sffactisveness of FDA's
proposed images. This irnage was
dizcussed in some of these comments.
Specifically, this image was rated highly
on its ease of comprabension and
induced relatively proater worry and led
to hipher ratings of fealing dlzcoraged
from wanting to emoke than a text-only
control in ene subrmitter’s study.
Howevar, the fmage was rated as the
least effertive of the images proposad by
FOA for use with this warning statoment
in another subinitter’s study of the
potential effectivensss of the images.

FDA alao received several corments
that opposed use of the image “hand
with oxygen mask," with some
gubrnitters indicating that the tmage i
havd to understand or not appropriataly
compelling. Some comments also stated
that the image wonld be more
appropriate for use with a stakernent |
about lung-related health consequences
(such as COPD). It wags also pobed n the
comments that the image failed to show
desirable effects on some meaguoes n
FDA’s research study and showad soroe
undesirable effects.

(Respornss] We are not selecting this
binage for wse in a required warning and
tngtead haws seloctad the image “oxygen
mask, on men’s faca™ for the reasons
piven io section LD of this document.

Bed lighinime with fiscrt, In FDA's
research study, the image “red lightning
with heart™ had zipnificant effects on
the emotional and cognitive meaction
scales in all three study populations
{adults, young adulle, and jouth]. Tho
iniage also had zipnificant effacts on the
difficult to look at measure in adults
and young adults.

However, the selected image, "oxygen
inggk on man’s face,” had significant
pffacts on all the salience measures in
all the study populations, and it
genarally bad numerically larger effects
then this imags on the salience
PO NITRS .

Among adults, young adults, and

auth, the ngge red lightning with
ﬁeart" prompted higher correct recall of
the warning statement at 1 week follow-
up than the text-only control. Howevar,
tha proposed required warning faatucing
this image prompted relatively Lower
recall of the imape at bassline eand at 1
week follow-up smong youth than the
selected nags, ' oorgen hask on man's
face.™

FDA recaived several comments on
this image, which the Agency has
summarized and responded to in the
following paragraphs.

(Comment 105] FOA recaived g fww
commaents that supportad the wse of thae
irnage “red lightoing with heart,”
inelading eooyroents from State and
local public health agoncies, which
urbed thet this tmage is appropriate for
nsa with the warning statemnent,

Az discusged n section LS of this
docurnent, some cornments subimdtted 1o
the docket described rezunlts of ragearch
conducted by the subinitters to sxaming
the potential effectiveness of FDA's
grnposad imnages, This image was

jgcusged n somna of these comments,
Epeciflcally, thiz image was rated highly
on its ease of comprehension in one
submitter's study, but failsd to chow an
effect on other study measuras [worry,
dizcouragement from srmoking). The
image was rabed ar one of the laast
offactive of the images proposed by FIlA
for vse wigh this warniog statemnent in
another spbrnitters study of the
patentisl effectiwencss of the images.

FDA also recaivad several comroents
that opposad nse of the image “red
lightring swith heart,” with somne
subimitters criticdzlog the design of the
binage, which was characterized as too
poncaptoal and not sasily
undarstindable. Some comments also
criticized the Yhskation style, stating
that it does oot hava the irnpact a
photograph would have, and would not
coynpel or move viewers, and may
inappropriately appeal to youth witheut
discovraping them frorn smoking. It was
alao roted in the conments that the
image failed io show desirable effects on
purne mnessnres 0 FOA's research study,

{Responsa} We are unot selecting this
irmage for wsa 1o a requived waming and
fnatead have satactad the imaps '‘oxygen
gk o man’s face™ Eor the reasons
givem in section ILD of this docoroent,

Mo i peadn with hend on chest. Io
FDA's resparch study, the image “man
o pain with hand oo chest” had
sipiificant effacts on the emaotional
reaction soele in all three stiudy
populations (adults, young adults, and
yonth), The boage also had sipnificant
affects on the cogoitivoe coaction scale in
yonpng aduits and youth, as well as in
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adults viewing a hypothetical
advertiserent containing “man in pain
with hand on chest.'” The image alsa
had zignificant effects on the difficult to
look at rneasure in adults and youth,

However, the selectad image, “oxygen
sk on man's face,™ had sgoificant
affects oo all the saliencs megaures in
all the study populalions, and had
nuraerically larger effects than this
image on the salience yneasures.

Among youth, the image “man in pain
with hand on chest" prompted higher
cortect recall of the warning =tatement
at 1 wask follow-nap than the text-only
control. Heowever, the proposed, carpadred
warning featicing this hnage prowrptad
relatively lower yecall of tha image at
baseline among adults than “"oxygen
mask on man's face.”

FDA received 4 number of coraments
on this imape, which the Apency has
spageizad and responded to i the
following parageaphs.

(Commnent 106) FOA recaived swiergl
comments that supported the uss of the
image “rnan in pain with hand oo
chest," Including comrents from
individuals, public health advocacy
groups, a heaﬁrh vare professional, and
4 State public health agency. Several of
theza cormments indicated that this
Droage 1s the best chofes for vse with this
warning statement, with some
comments noting that the image
appropriately shows how painful heart
attacks can bo.

Ag dizcussed in section LG of this
docurnent, 2ome comments submiited to
the docket described resulte of regearch
conducted by the submitters to examine
the polential effertivensss of FDA's

roposed images. This image waz
gimussod in gome of these comments,
Specifically, in one subimitter's study,
parlicipants rated thiz image hiphly on
itz ease of comprehension. It also '
induced relatively greater worry and
feelings of disconragement from
wanling lo émoke than a text-only
conlrol. Howewer, the image wags rated
as less sffective than Lhe selected imags,
“ocypen mask on man's face," in
anopther subntitter's study of the
potential effectiveness of the images,

FDA glao received several comments
that opposed use of the image "man in
pain with hand on chest." Some
comipants indicaled thatthe image
looks [ike a man with a headache ot
uther ailment rather than a man
suffering fram heart disease or a steaks,
and a few comments indicated the
man's hand should be clozer to his left
side [where his heart i5). Soms
commenls slated that Lhe image shonld
feature a younger person o drive home
the messape that heart disease and
strokes can affect young smaoker: as well

as nbder sonokars, Chue copornent
suggested that the man shown fo the
irnage should be replaced with a roan of
color. [t was also stated in the comments
that the image failed to show large
sffects on salience measures or to show
desirable effects on other measures in
FDA's research study,

(Rezponse] We are not selecting this
image for use in a required warning and
instead have selected the image “oxygen
mmask on man's face" for the reasons
givrem in section DD of thi=s document.

B, “WARNING: Smoklng Duriog
Pregoancy Cao Hanm ¥Your Baby™

As discugsed in secton ID of thiz
document, FDA selactad the s
"Laby in incubator” for use with the
statement, "WARNING: Sowkdop duciop
pregnancy can havm oo baby " FDA
proposad ooe other images for ose with
this statement: “pacifier & ashtray,”
which appoars on pages 47 and 4k of the
document “Proposed Regulved Warniog
Images. "

Bacifier & ashiray. In FOA’s research
study, the image "pacifier & ashteay™
had significant effects on the emotional
and cognifive reaction scalos in all thres
study populations [adults, young adnlfs,
and youth). The image also had
significant effects on the difficult o lool
at measure in adults and youth.

Howewer, the selected image, “'haby in
incubator,'"” had significant alfacts on all
the salience measures in all tho study
populations, and had numerically Jargar
effects than this image on all the
galience measures.

Among young adults, the image
"pacifier & ashtray’* prompted higher
correct recall of the warning statemenl
at baseline and at 1 week follovr-up than
the: text-only canfral. However, the
proposed required warning featuring
thiz image prompted relatively lower
recat] of the image at haseline and at 1
week follow-up among adults, poung
adnlts, and youth than the selected

i . “haby in incubatar.™

F%ﬂ recai{red a number of comments
on this image, which the Agency has
%;:illnmnmd‘ and responded te in the

trwing par hs.

{Cnmmnl::rllt iﬁa}%‘])ﬁ received several
comments that supported the use of the
image *'pacifier & ashtray,” including
comments from individuals, public
health advocacy ps, and State and
local public health agencies. In general,
these cornments indicated that this
image is the best choice for nse with this
warning statement, with some noting
that the image is compelling and
powertol.

Ag dizeuszed in section MG of this
dorument, some comments submitted to
the docket described the results of

research condurted by the submitters to
exaroine the potential effectiveness of
FDA'z propozed irages, This image was
discossed in zome of these comments,
Specifically, this imape was rated highly
on it eaza of comprehension compared
to & text-onky control in one submitter's
gtudy, but failsd to show an effect on
other study meazures (worry,
discoucagement from sanoking), The
immage was also rated as the most
gffective of the imapes proposed by FDa
for wse with thiz warring stalement in
another submitter's study of the
potential sffsctivensss of the images, but
an imags naed in another eouniey was
rated significantly higher than either of
FDA's proposed innages in thiz study
(howerer, az discusged in zection LA
of this docorent, at this time FDA does
not baliewa it {8 necessary or appmﬁsiate
to use graphic warnings wsed in other
countriae in place of the imapes
deweloped by FDA)

FD A alzo received several comments
that oppused use of the image “pacifier
& ashtra}r.“t;..vﬂith some submitters
roiticie design of the image,
whim chara:telg?imed as tunag
symholic and abstract to be understaod,
and a2 lacking in emotional impact.
Some conuments stated that the image
daes not show a health consequence of
smoking, and some indicated the image
i not graphic enough, A few comments
alen nut&g that the image wonld be maore
appropriate for a warning related to
puost-partum secondhand smoke-related
rizlks, rather than a pregnancy warning,
because pacifiers are nsed post- rather
than pre-partum. One comment stated
that tﬁﬁ barkpround used for the textual
warning staternent in the image looks
unprofessional. It was alzo stated in the
comroents that the image failed to show
larpe effects on the salisnce measures or
tu show desirable effects on some other
measures in FOA's research stady.

[Respomse] We are not selecting this
Image for use in a required warning and
instead have selected the image “baby
in incubater’ for the reasons given in
section [IL.D of this docuvnent.

7. “WARNING: Srmoking Can Kill You'™

As discussed in gectinn 1D of this
document, FOA selected the limage
“man with chest staples” for use with
the staternent, “IWARNING: Sinoking
can kill you." FOA proposed thres other
imnages for use with this staterment: “Tad
coffin with body,"” which appears an
pages 51 and 52 of the document
"Proposed Required Warning Iimages;™
"man in casket,” which appears on
pages 53 and 54 of the document
"“Proposed Required Warnlng Iimagos;™
and “cigarettes = RIP,” which appears
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Ol PiAgEG 35 and ﬁgd of the document
"Proposo wivad Warning Iim L
.Heg caﬂl’mfh hody. Tn Fn'%ﬁ’aﬂgm
research study, the fmege "ved coffin
with body'” had slgnificant effects on gll
the salience measures (omothonal
reacton scale, cognitive reaction scale,
and difficult to look at measure] in
adulta and youlh. It also had a
shgnificant effect on the cognitire
taactlon scale in poung adulis.
Howewar, the salagted bmage, “man
with chest staples,” had a sipoificent
effect on all the sallence measoees i all
study populations, and had numevically

larger effects than this ivmage on these
DEaELLBS,

Among adules, the image "red coffin
with body prongrted higher comect

recall of the warning statement at
basallne then the taxi-only coiteol.

The imags alao had a significant
impact on belisfs gbont the health risks
af smoking for smokers relative to the
tosct-only contral in the adult sampls
that vlewed a hypothatical
advertsement containiog the proposad
vaquired

A recaivad a mamber of conomemnts
on this boage, which the Agency haa
summarizad and responded to in the
following pavagraphs,

(Cononant 108] FOA received several
comnwents that suppoctad the wee of the
irnage 'ved coffin with body,” including
comments fromn individuals aod
commuunity coganization. Sevem] of
these comments lodleeted that this
irnage is the bast choloe for vee with thig
wanning staternent, with sorme
approving of the colors vwsed n the
imaps and some noting thist the ivugs
gots the message acrnss 1o a
stralghllorward muanne:.

As discussed in section ILC of this
dotument, some conunants subami frad to
the docket describad the results of
research condocted by the subrndtfees to
examine the potential effecdvenass of
FDA s proposed bomages. This imags was
dizcussed In somo of thess comments.
Epeciflcally, this Dmage was rated highly
an its ease of comprehansion compeared
to a text-only control n one sobooitie's
study, but failed to show an effect on
other study measures [woery,
dlscourvagemwnt frorn soookdrng), The
inage was rated as one of the least
affeclive of the images proposed by FOA,
for wse wilh this waendng statement in
another submitter"s study of the
pofential effactivansss of the g,

FDA also recetved saveral coooments
that opposed use of the boage “ed,
coffin with body," with some gobindtiers
statlng that the imags is too caneeptusl
and not easlly undestandgbla. Severql
connnents stated that the fmege is nat
ivopactful and is nolikely to be effactive,

with zome indicating the image would
be more effective if it were a photograph
of an actual person. It was also
sugpested in the comments that the
image style mway inappropristely appeal
to youth without discoucaging them
from smeking. Some comments nofod
that the image failed to show desivabla
effects on some measures in FDA's
revearch study,

[Resguuse] Wa are not solecting this
inmage for vee inog reguired waming and
instead have selactad the image “man
with chest staples™ for the reasongy givem,
in section NL.D of thiz decuwment.

Muan in cosket. In FOAs research
study, the image "‘man in casket'' had
sipnificant effects on all the salience
measures (emotional reaction scale,
copnitive reaction scale, and difficult to
Inok at measure) in adults and youth, It
alsn had a significant effect on the
cognitive reaction scale in young adults.

Howenrer, the selected image, "man
with chest staples,' had significant
effocts on all the salisnce measures, and
vanerally had runerically larger effects
than this image on these measres,

Amoog gonth, the image “man in
cazket” promptad higher correct recall
of the warming statement at baseline
than the ext-only contiol. However,
Arncny young adults, the imape “man in
cazket" promypted lowwer correct recall of
the swarning statement at baseline than
the tesd-only conteol,

The Toage algo bad a significant
impact om beliefs gboat the health rigks
of sraokdrg for simakears valative to the
text-omly control in the adolt sample
that viewad a hypothetical
advertigemment containing the proposed
sequired warning.

FDA racebvad a runher of coments
o this imaga, which the Agency has
sunnrmrized and vesponded 1o In the
folloyweing pamg;u:a]:%h'g.

(Coourmnent 108] FDA racaived geveral
eomments that supported the s of the
Trrage “'wen in casket,” fncludiog
cormments frovn individaals, 2 public
heealth advoracy peooup, and o State
public health agency. Several of thaze
rornrents indjcated that thiz imags is
the best choice for wee with this swaming
stateament, with some notiog that the
Tmape prabs viewers” attantion, wud
clearly depicts deqth.

As discusged in section ILC of this
docianent, §ome commernts submited to
the docket dazreibed the results of
resparch condycted by the pubrmitters o
eeamine the potential affectivengss of
FD's proposed iraages, This Iinage was
discussed bn garme of thews comments,
Sperifically, in one subimittar's study,
pacticipants rated this imeps highly on
itz sasa of comprahension. [talso
ndvcad ralatively greater worty and

feelings of discouragement fiom
wanting ho smoke thao a taxt-only
control. In another submitten's stady,
particular aspects of the image weare
evaluated, and the propozed vequived
wariing contalning the bnage '“man in
casket” was fovnd to be sipnificantly
wmare effective at dlsconraging aothers
frorn smooking than a foxt-only statament
on the side of a cigavette packags.
However, tha image was rated as less
effactive than the selectsd lmags, "man
with chest staples,” in anothar
submitter's study of the potential
effectivensss of tha tonages,

FDA also received several comments
that opposed vae of the image “man in
caakat.” Multiple comments staled the
imape looks staged becanse the man
phetorad does net ook like he is dead
or like he goffered from smoking-related
disengs, I waz also sugpested in the
coroments that the Image may not be
wndarstood by all eudtures. The image
wag aleo criticized as lacking a clear
aggociation b smoking, It was also
noted in the cormnments that the image
failed to show desirable effects on some
maasures In FDA'E research stody,

[Respomse) We are not selacting this
imape for use in 4 required waming and
instead have selected the image “man
with chest staples™ for the reasons given
in gectinon LD of this document.

Cigarettas = RIP. In FDA 'k vasaarch
study, the lmaps "clgaretbes = RO hud
significant effects on all the ealience
measures [ernotional reaction goala,
cogoitive reaction scals, snd difficalt to
look al measwre) in adodty aed yonth. 1f
also had a significant effact on the
enmotional and cognitive resction scales
in young adults.

However, the selected image, "“nan
with chest siaples,” had sipnificant
:ﬁﬂtim ays! 31[ the sal‘lﬂiem& m::?lsunes 1;}1

R IAT opulations, and gener
had Humﬂrl:?cﬁ]j}: larper eiects 513:1 I:l-u'.:;rr
irnaga on these measurss,

Among adults, the imaga “cigarattas =
EIF prompted higher coyrect recall of
the waming statemesnt at basaline than
the text-only contral. Howewar, the
proposed requirad warning featurlng
this iroage prooupted welatisaly Lowar
recall of the image at baseline and af 1
week follow-up than tho selecisd imape,
“man with chest staples.™

The imape had 4 significant impact on
beliefs about the health risks of smoking
for svonkers valative bo the text-only
contral in the adult sample that viewed
a hyrpothetica] advertisement containing
tha propased regquired warning,

FIA received a number of comments
on this image, which the Agency has
sunnimarized and responded to in the
following parapraphs.
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(Comment 110) FDA received several
cominents that supported the use of the
inage “'cigarettes = BIP," including
comments from individuals and a Stats
public health agency. Several of thess
commants indicated that this Qe 1s
the bast chojee for ase with this warning
statenent, with some noting that the
irnage gets the message across ina
straightforward manner, and one stating
that the image will get the attention of
youth iohacco users.

As disrussed in section IILC of this
docurment, some comonents submitted to
the docket described the results of
research conducted by the subinitters toe
examing the potental effectivensss of
FDA’s proposed images. This image wag
discussed in some of these comments,
Specifically, this imape was rated highly
on itz ease of comprehension conpared
1o & tect-only conteoal bo ome submdtbar's
shiady, bt failed to show an effect on
othar stody measuros Bworey,
discouragement from smaoking). The
imnage was rated as the least effective of
the imapes proposed by FDA for use
with this warning statement in snother
zubrmitter’s stady of the potantial
effoctivenoss of the images.

FDA alao vecaived sevaral comments
that npposed nse of the fraga
“clgarattes = RIP,” with some submitters
stating that the image is too conceptual
or indirect and larks impact, and will
not be effective in deterring smoking,
Sewveral cormments exprassed concern
that congumets, inclading individuals
fromo warions coltures with Hnuted
English proficiency and children, might
ot wndarstand what tho shapes of the
cigaratte package and iombstone
represant, or uhdarstand the
abbreviation {"RIP7) used in the image.
Some comments critlcizad the style of
the krnage, with some chavacterizing it
as Lo qoality and others objechling on
tha grovoeds that it downplays the
seriousness of the risk belng conveyed
and may napproprlataly appeal o
wouth withoat dizcooraging theyn from
sonoking. It was also stated in the
cornents that the image failed to show
larpe effocts on the salisnce measures or
tr show desirable effects on some ather
Treasnres in FOA's msearch study.

[Fesponsa) We are not selecting this
fnege for vse in a required waming and
ingtead have salectad the image "man
with chest staples™ for the reazons given
in section TL.D of this document.

8, "WARNING: Tobacco Sronks Causes
Fatal Lung Diseags o Monsroolkers'

Az disenssed inssction LD of this
document, FOA selected the fmage
“woman crying' For vse with the
statement, “WARMING: Tobacoo smoke
cauwses fatal lung disease,” FDA

proposed four other imegas for ves with
this statesmant: "gravejerd,'” which
appesrs on pages 59 and &0 of the
doruwmeant “Praposed Required Warning
Imagns;'" *'tan smoke at wornan,™
which appears on pages 61 and 52 of the
document "Proposed Required Warning
Images;" "woman smoke at man,”
which appears on pages 63 and &4 of the

documsnt  Proposad Baquired Wemning

" Tmnages;'" and raon hands np & smoke,”

whirh appeays on pages 65 and 66 of the
document “Proposed Required Warning
Images.”

{araveyard. In FDA's research study,
the image “praveyard" had sipnificant
effects on fhe emotional reaction scale
in all thees siudy populations (adolts,
yonng adulte, and yooth) The image
also had sipnificant effscts on the
coguliiva reaction scale in young adults
and youth, and on the difficult to lock
at yoeasure in youth.

However, the selected image, “womman
crying," had significant effacts on. tha
sallenca measuras o all shody
popuwlatione, gad it ganerally had
nmerically Largar effects than this
frnege oo all the salisnce measares.

Avnong adults and wooth, the Image
“grgvepard” promoproed lowes correct
racall of tha warning statemeant at
bhasaling than the text-only contral.
Among young adalts, the Imags
prompted lower corvect recall of the
wirning statement at 1 week fallow-up
than the tet-only conlral

Tha Imnage "graveyard” had a
slpnificant impact on beliefs about the
health risks of smoking for smokers in
young adults.

FDA recaived a number of commments
on this image, which the Agency has
summarized and responded to in the
follwwing paragraphs.

[Cnm]';ﬁit 111]]%‘]31’1. received several
comnmeénts that supported the use of the
image "graveyard ' including comments
from individuals, 2 community
organization, and a State public health
agency. Several of these comments
indicated that this image is the best
cholce for use with this warning
statamenk, with some noting that the
irnage gets the message across in a
slralghtforward manner, and some
noling the image could deter people
frorn slarling bo smoke.

Ar discussed in section I0LC of this
document, some commoents submitted to
tha docket described the results of
research conduocted by the subnuitters to
axamine the potential effectiveness of
FDA's proposed images. This image was
discussed in some of these cornmente,
Epecifically, in one submitter's shudy,
participants rated this image highly on
1tz eaze of comprehension. It also
induced relatively greater worry and

faslings of discouragement foomn
wanting tn smoka than a text-only
control. This irnage was also rated as the
most affuctlve of the images proposed by
FDA for uze with this warning statexnent
in amother submitter's study of the
potential effactiveness of the images,
althrugh an fmage usad in another
countey was rated move highly than this
ionage.

FDA alzo received soveral comrnents
that apposed use of the image
“praveyard.” Sorme comenents ndicated
that the imags wonld not be effective,
noting that it is sasy 1o digesgard or,
alternatively, too senzational to b
effective. It was also stated i the
comments that the image did mot show
large impacts on the emoticosl reaction
seale and failad to show degirable
effecls on aorme other measures in FDW's
rescarch gtody.

(Responae) We are not selecting this
image for use in a required warning and
instead have selected the imape
“woman crying’' for the reasons given in
section LD of this document.

Man sroke gt waiman. In FDA's
resgarch stody, the image “inan smoke
et womnan™ had slgnifcant effects on the
einotional and cognitive veaction scales
tn gdults, yousg adolts, and youth. The
trnape alsn had slgoificant effects on the
difficult to lonk at measurs in youth,

Heowreyer, the selected, hoags, “woraan

ing," had significant effscts on the
galivnes measurss in all study
populaliona, and had nowoerically lagger
effecls than this image oo the emational
reaction seale and tha difficult te look
at meazure i all stady populagions.

The proposed requirsd warning
featuring this imape prompted relatively
lower recall of the imagr at baseline god
at 1 week follow-up than the selectad
image, “woman crying.”

The image “man smoke at woman'’
had a significant inpact on beliefs about
the health risks of smoking for smokers
in young adults,

FDA receiied a oumber of conumnents
oo this bmags, which the Agemcy has
sumroarized and rosponded to in the
folloradng paragraphs.

{Cornrnent 112) FDA vegelvad several
eomroents that suppeorted the use of the
image “rman gooke gt wornn,™
inchuding comments fror odividuals
and Stata public health agencias.
Several of thers comrnents fndicated
thak this innage is the bast chodes for use
with this swaoming statement, with soma
noting that the Image wopld make
smokers think about how their habit
may cauga others to wvold them. It was
also noted that the boage effectively
shows how ionooent bystandars ara
affected by smookere.

A
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Az disougged in sactlon UG of this
docioment, sema comments submitted fo
the docket described the results of
rasearch conducted by the submitters to
examine the putenﬁaf’effenlivenﬂss uf
FDA’s proposed images. This imape was
discussed in some of thess comraents.
Specifically, in one submitter's stody,
participants rated this imags highly an
itz pasa of comprshension. It also
inducaed rolatirely greater worry and
fealings of discouragernent from
wanting to smake than a text-only
control. The submitter glzo conchaded
that the image was the most effective of
the images propoged for wee with this
warning staternent. However, the image
wirgk rated as one of the less effective
tmages proposed by FDA for use with
this warning statement in another
submitter’s study of the patential
effectiveness of the imagas.

FOA alzo received sevegal comments
that opposed wse of the imege “man
srooke ab woman. ' Some conumnets
inrficated that the image is not realistic,
stating that smokars de nat blow smoke
af thelr friends. One comrment indicated
that the image failed to portray an
obvionz hea%ﬂl conserquencs of
secondhand smoke, and roultiple
conmments indicatad that the imaga
conveyed a bad messapgs by showing the
nopsmoker covering her nose and
moath, stafing that these actions do ool
protact you from secandhand smoke. It
was also nated in the comments theat the
image failed to show desirabls effects on
some measures in FIA's ressarch study.

(Respongs) Wa are not selacilng this
imape ]?Dr wge i a reqoired warning and
instend have selected the image
“qyronnen crying” for the reasons piven in
goction IILD of this docoment.

Wekineh stroke at man. In FDA's
rggearch study, the image “woman
srnoke at man™ had sipnificant effecls on
the emoticnal reaction scale in adults,
young adults, and youth, The imape alzo
had significant effects on the cognitive
pegrtion scale in young adults and
youth, and on the diffienlt to lank at
eagnrs 1o adults and youth,

Howaver, the selected image, "woman
Dr{'i.ng," had significant effects on the
galience measures in all stndy

opulations, and it had numerically

arger affects than this image on the
ermothonal reaction scale and the
difficalt to look at measure in all study
populations.

mang adults, the image “woman

grioke at man™ proynpted higher cormect
tecall of the warning statevnent at 1
ok follow-up than the text-anly
conteal However, among poung adults,
the foage prompiad lower correct recall
af the warning statement at baseline
than the text-only conteol. The proposed

required wiarning featnring this image
also prompiad relatively lower recall of
the irage at baselios and at 1 week
follow-up than the se=lected image,
“woanan crying.”

Thea hnage “woman smoke at man'
had a significant impact on Fowog
adult's intentions to quit ooking io the
nexi month compared to the fext-only
control,

FItA recebead o muwmber of comments
on this ireege, which the Agency has
summarized and responded to in the
following pavagraphs.

(Comvaent 1131 FOA received several
coimments that supported the ase of the
image "woman smoke at e,
including commente from individuals, a
public health advocacy group, a medical
organization, and State and local public
health, apenciss. Several of these
comroents indicated that this imapge is
tha best choice for use with this wirning
statement, with sorne noting that the
image will make smokere think about
how their actions negativaly affact
social sitoations.

Ag discusgad in saction IILC of this
diorroment, soms cormments submitted to
the doiket described the results of
reegich conducted by the submitters to
wxioning the potantial affectiveness of
FDA's proposed images. This image was
discuggzed o gome of thase comments.
Specifically, this image was rated highly
on itz esss of comprehension compared
i g beeet-oaly control in one subnitter's
study bl failed to show an effect on
ather shudy measurves [worry,
digcragement fror staoldng). The
irnaga was rated as one of the least
effective of the images proposed by FDA
for vse with this warning statement in
another sobinitterts study of the
patential effactivencss of the images.

FDA also recaived several comments
that opposed use of the image "woman
srooke at roan.™ Some comments
tdicated that the image would not be
affective, supgasting that it is not
impactinl and probably would not stop
people from smoking, One comment
indbcated that the image fails to portray
an obwious health consequence of
socpndheand sraoke, and another was
critical of the actons of the nonsmoler
in the boage, nodng that covering your
nierse and mowth does not protect Fou
fevin secandhand smoke. Tt was also
ghated in the comments that the image
fallad to show desivable effects on some
rowapvres o FOAs research study.

[Rasponsa) We ara not selecting this
Uimage for wse in a required warning and
instaad, hava seloctad the image
oo crying™ for the reasons given in
section OLDY of this document.

Meere heredls p & smoke. Tn FOA's
regegreh study, the image “man hands

up & smoke” had significant effects on
the emotional reaction scala i all slody
populations (adults, yoomg adults, and
jouth] and on the cogadtive reaction
seale in yo adults and youth,

Howeeiror, the zelacted image, “woman
crylng," had significant effects on all the
salience measures in all study
populations, and it had somerically
larper effects than this image on all
these measures, :

The pm&naed raguired warning
featuring the hoaps “man hands up &
proks” also provnpted relatively lower
corract vacall of the image at baseline
and at 1 week follow-up than the
selected image, “woman crying "

FIiA received several comments on
thiz image, which the Agency has
sumrnarized and responded to o the
following paragraphs.

(Commnent 114) FDA recalved some
corrents that supportad the nse of the
imape “‘Toan hands up & smoke,”
including comments from individuals
and a State public health apency. Thesa
coraments generally indicated that this
image would be the best choics for wse
with thiz swarring afaternent.

Az discugsed in zection IL.C of this
doouyment, poroe commneants submitted to
the docket described the mesults of
reaadnch condurtad by the submitters to
examing the potentisl effactivensss of
FDA's proposed images. This bmage was
diseugaed insome of these cormments,
Specifically, this imape was taled highly
o ks egsa of cornprehension compared
to @ taxt-only control in ooo subimitter’s
sbucdy, but it failed to show an effect on
ot siudy measnras (Worky,
disconragesment from smoking). The
rompe was rated as the least effective of
the images proposed by FOA for use
il this werning stetement in another
submitter's study of the potanilal
effectiveness of the Tmages.

FDA glso recelvad sevaral cononents
that opposed use of the mags “nuan
hands up & sruoks. " Some comments
indicated that the imege 1s unrealistic in
that ¥t Looks liks the man 1s 1o fog or a
hones fire as opposed to being alfected
by garondhand smoka. Ome commment
pdicated that the irnage doos ool
porteay a health consequemca of
socondhand smoke; 1t was also stated in
the copuoents the imeage 1z ineffactive
and wnintantinnally bomorons. One
conmment afated that the image fadled to
show large effects on salisnes measures
or b ghirw desivable effects on other
rneasires in FOA% vesearch stady and
inndicated it ghould mot be selected.

(Responsy) We are not selacting this
irnags for mee in o requived warning and
inztead have selectad the image
Uwapman crying’ for the reasons glven in
gection LI of this docgwoment.



Federal Repister/Vel. 76, No. 120/ Wednesday, June 22, 2011/Rules and Regulations

Ja66Y9

9. *WARNING: Quittng Sioking Mow
Greatly Raduces Serinug Risks to Your
Health'"

As discussed in secthon ITD of this
dacument, FOA solacted the iomape
“raan I Quil kshiet for use with the
staternent, “WARNING: Quitting
somoking now greatly reduces serioos
risks to your health " FDA proposed two
other images for use with this stafement;
“cigarettes in tollet bowl,™ which
appears on pages §9 and 74 af the
dacument "Proposed Regoired Warniog
Inages;™ and '“woman blowing obble,™
which appears on pagos 71 and 72 of the
document “Proposed Regoived Warning

5"

Clenrettes [n toifef bowl, In FA's
resesrch sludy, the image “cigarettes in
toilet howl” had sipnificant effects an
the emotional reaction scale in adults
and poung adults and significant effect
on the cognitive reaction scale in all
study popolations (adults, young adults,
angd pouth),

Among youth, the fmage ‘oigarettas i
toflet howl™ promgpted highere coomsct
recall of the warning staytesnent 3t 1
week follow-np than the tewt-only
control. However, the praposad,. tegoired
warning featocing fhis Trege poopted
ralativaly lower racall of the foage st
hasaline and at 1 weak follyw-up than
the selectad image, “man, I Qi t-2hit,"™

The image "ciparettes in toilet bowl”
had a significant impact on heliefs ahont
the health risks of smoking for synokers
in young adwlfs,

FDA vecefved a nuwrnher of comments
an this irosge, which the Agency has
sumrarized and razponded to in the
following parageaphs,

[Comment 1158) FDA racelmed some
comments that supported the uses of the
image “cigarettes in tollot bowl,™
incloding comaments frorm ndividuals, a
community organization, and a local
public health agency. Some comroents
noted that this image 1s the best cholce
for use with this warnlog statement, and
it was alsa noted in the commeants that
the image is effective because it creates
an associabion belween clgarettes and
other undesirable things that balong io
a toilet bowl,

Az dizcussed in section NLC of this
document, some comments submitted to
the docket described the results of
resedrch conducted by the smihmitters to
examine the potential effectiveness of
FDA's proposed images. This image was
discussed in gome of these comments.
Specifically, thiz image failed to show
any significant effects in one submitter's
study on measures of eaze of
comprehension, worry, and fzeling
discouraged from smeking compared to
1 text-only control. In addition, the

image was rabed as less effective than
the sedacted Dmags, “man [ Quit t-shirt,”
in amother sotroitter’s study of the
potential effactivansss of the Doages.

FDA alan recelved sevaral commnents
that opposed use of the bnage
""cigaretbes in toilet bowl.'" Thesa
comments noted that the image is not
clear or does not convey 4 health
congeguence of smoking. It was also
noted that the fmage Je not easily
undarstood, or alteonetisely, that it is
baral. hultiple comments eaprogsed
concern about what 1z shown in the
image, stating that it recoymmends a had
or urthealthy action (i.e., flushing
cigarettes down a toilet, which the
coroments stated could clog the toilet
and polluts the enviconment). Some
comnents also staved that the statament
was difficult to read in the “cigareties fn
toilet bowl'"” image. It was also stated in
the conuments that the image did not
show large effocts on the emaobional and
copnitive reaction seales in FDA's
research gtudy aard fafled to show
dusivable effacts on other medeues,

{Rasponsa) We are nof gelecting this
image for usa in a reguived warning gnd
ingtead hawe selected the nage “oan I
it t-shirt” for the reasons given in
goction 111D of this document,

Waman blowing bubhle, In FA's
rezearch study, the image “woman
blowing bobhle' had 4 significant effect
o the cognitive reaction scale in youth,

The imags “wouwnan blowing bobhles™
had a negative npact an youth balisfe
about the health elsks of smoling for
smokears and for nensmokers (7.0, yonth
who vievwad fhis Imags weae leas Tkely
to believo that simokers will snffer
negatlve hoalth consegnences or that
nonsyookers axpogad to secondbend
snoks will suffer negative heolth
consequences than pouth who wewad
the taxt-only control). Furtheemoes, the
adult saxnple that wiewed & hypothetical
advertsement containing the praposaed
raquired warniog reporbed that they
were less likaly to quit smoking o the
next 30 days comparsd to adults who
wiewed the text-only control.

(Cormment 116) FDA received sorme
comments thaf supported the vse of the
image '"'woman blowlng bubble '
including comments from mdividiels, 2
public hoalth advecacy gooup, and 4
State public health ageocy. Multipla
comments noted that the image
appropriately shows how quitting
smoking allows for e batter hung
capacity or noted that it effactivaly
convays the idea that thers ave
beneliclal effocts of quitting.

As discussed in section INLC of this
documant, some comments subroitted to
the docket describad the results of
research conducted by the submitters fo

examine the potential effectivensss of
FIiA*s proposed images. This Inage was
discussed in some of these comments,
Specifically, thiz image led to lower
Yavels of worey and lower reports of
fanling diseowmged, feom smoking
relative to a taxt-only control in oone
submiitter's study. In addition, the inage
was rated as the least effcctive of the
images proposed by FDA for use with
thiz warning staternent in another
submitter's study of the patential
affectiveness of the images.

FDA also received several cormments
that opposed wse of the image “waman
bBlowing hubbls " Multipls comments
stated that the image 1s confusing and is
oot appropriately compelling and would
not be effective in encouraging smokers
ko quit. Some comments indicated that
the image does not effectively convey
tho wassaps contgived b e waening
statenent, and some notad that the
image 15 banal or, alternativaly, oo

agiive. Multiple comments also stated

e image is bard to understand, and
that smokers may nof comprehend the
aeeociation between the image and the
warniog gttermemnt. I swas also stated
that the inages would inappropeiataly
appoeal to youth withoot discouging
thorn fromn srvoking, god that the nage
is tnappropriate becage it e sexnally
suggastive. It was alan noted jn the
comments that the Tmage ahowed
nogallve raslts o0 $00ma megEpes in
FDA&’s vagaarch stody, snd failed ta
show desirable sffects oo other
TEasras.

(Resporsa) Wea are nof selecting this
image for nse o a required weening and
have nstead salected the bmaps “moamn T
Cuit tshirt™ for the reasons given In
sectan LD of this document.

10. bmage for Advertisements With a
Syoall Sgrfars Areq

As disougged in section LD of this
docnmant, FDA selected the image
which appears on page 75 of the
document entitled “Proposed Required
Wi Tinages'” for use with the
textual warming statements solely in
adierizements with a small surface area
[dafined a3 less than 12 square inches).
Wa alga proposed one other image for
e with thiz staternent, which appears
on pages 74 of the docwment cntitled
"Propogad Required Warning Images."!

Tha proposed image on page 74
depicts & burning cigarette enclosed by
a red eincla with a red bar across the
image. Wa did not recedve any
comments o either of the proposed
imggeag,

As explained in section NLD of this
docwment, wa have selected the im
of a hlack exclarnation mark enclos
within & red squilateral trangle for use -
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in advertisements with a small surface
atea becange we hyve concluded that
the cornnon purpose of this image, to
denote a warning of & threat to haalth
v of 2 hazaed which could rasult in
pereanal injury, imakes it the most
appropriate for wae tn the reguived
warning contaxt.

I¥. Commente Regarding Textual
Warning Statements

A. Changes to Texfual Warning
Statemenfs

As we explained in the proposed rude,
section 202(b) of the Tobaros Conirol
Art, amending section 4 of FCLAA [15
1F.5.C. 1333, pives us the authoring
adjust the format, type size, color
graphics, and text mpanjr of the reguired
warning statements if such a change
"wonld promote greater public
understanding of the risks asgociatad
with the use of tabaceo products.” In
addition, under section 4(d) of FOLAA,
FDA may adjust the type size, text, and
format of the warning staterents 15 the
Agency determines approptiats *"ao that
both the graphics and the ascompaniying
lahel statements are clear, conapicoous,
legible and appear within the specifiad
area.” Such adjustments, including
adjustments to the text and forroat of
some of the warning statmments, weia
included with some of the propogsed
warnings (75 FR 69524 at 64534). Wa
did not receive commeits about these
adjustments. Two of the warning
statements we have selectad for this
final rule are presented in all uppercasea
latters, as they were in the propogal. Io
addition, one of the propozed reguired
warnings, “baby in incubatoe,'" was
presented without the signal word
WARNING." The research literatura on
graphic health warninps indicates that
signal words, such as “Warning," hewve
been found to enhanes the noticesbility
of safety warnings and convey the
depree of risk [see Ref. 40 at p. 33). In
the final rule, we are thus noi eomoving
the ward “WABRNING" from this
required warning, such that the taxt in
this vequired warning is the same ag the
taxt presented in section 201 of the
Tehacco Control Act ["WARNIMG:
Smoking during pregnancy ean havm
your bahy™).

Moreower, sectian 906[d) of the FO&C
Act (21 U542 3874(d]) authorizes FDA.
to Izsue repulations restricting the sale
oir datribution of cigarettes and other
tohacco products. As iz discussed in
rara detail in secion ¥.B.6 of this
document, a reference to a cessation
rezource has been included in the final
paquived warnings.

Although we did not receive any
commants about the adjustments we

made to the text of somea of the wamning
gstatementa in the 36 proposed requived
warntngs, we received nuwmaerons
corrnants raquesting other changes to
the texiiel statements for the new
raguired warnings, including requests to
sirengthen the text, to add additional
information ta the tesit or to otherwise
modify the text of the wanbogs
staterments, We also received raquasts to
substitate altariative
staternpnte for some or all of the texhual
staternents and to expand the warning
statements by adding additional
stateiments regarding smoking-relaied
risks. The comments, and 0wz teeponsss,
are summarizéd in the following
paragraphs. We also received numeraus
comments shout owre proposal to inchaide
1 efarance to o cessation resource in the
raquived warnings: these comrments and
OLF IBSPONSES ATE sumnlarized in
section V5.6 of this document.

(Comment 117) Several comronents
suggested that some of the taxtual
warning stataments shoold be changed
b fraekude barnuse asserted 1o e
shromger and move direct. For example,
rngltiple commmeants suggested that the
statemeant, ""WARNING: Tobacce smoke
can harm your children,'” should ba
reworded to be more azsective, for
example, to state “Tobaco pooks
harms your children.™ Cne commaent
referanced the conclusion from the 2010
Swrgeon Ganewal's veport that there is no
risk-froe lovol of exposure to
socondhand svaoke as suppott for this
madification [Ref. 37). Similarly,
multiple commenls recommendad that
FDA change the wrarning statement,
"WARNING: Smaking during pragnancy
ear haern pour baby," to be more
gtroogely worded. For instance,
cotnments suggested this statement
could instead be worded as
WARNING: Smoking during pregnancy
harms your baby" or "WARNING:
Smoking when propoant barms your
baby'" or "TWARNING: Smoking harms

e by ar " WARNING: Simoki
ﬁrms tha fatus and babies.'” Multiple
comments also suggested the warning
statement "WARMING: Smoking can kil
you” should not be wordad ina
conditional manner, One commeant
suppested that the text conld nstead
state “Soooking kills,™

Sirnilgely, FDA received a number of
ety suggesting other
madificatinns that ndividuals, public
health advocacy groups, health care
professionals, conmunity trganizations,
and other groups belisved would
augment the nine statements, For
example, one comment from a public
health ddvonaey pronp suggested that
thes statement “Cigarattas ave alddictive'
be mudified to gtate “Clgarsties are

HIGHLY addictive," while another
coyament suggested the statament read
"Cigarettes are addicHse and shorten

our life."” Similarly, & comment fears a

ealth care professional suppestad the
wening should state "Cigarattes ave
addictive and deadly.™ Anather
commant from a nonprofit foundation
suggestad that the statement '"Cigarettes
canse strokes and heart disease"ghe
randified to state “Cigarsttes canga
sirokes, heart diseage, snd
amputations, "

pgponge] Section 202(h)] of the
Tohacrn Conteol Act givas FOA the
futhority to changs the taxtoal warning
statemants if such a change would
promate greater public understanding of
the health risks associated with
smoking. Howover, at this point, we
decline t¢ make the recommendesd
changes, We ate adopting the nine
teactua] staternents mandatad by
Congrass in section 4(a)(1] of FCLAA.
Tha nine new textual warning
statements abjectively communicate
somae of the rmajor health risks
assaciated with smoking in an effectie
mannor. The new textual staterments
veprasent 3 significant iroprovament
nver the corvent set of warnings in that
they are specific, uoarnbiguous, and
succinctly describe docinented
outcomes of cigarette uge and exposure.
e conclude that these nine new
statements will effectively convey the
major health rigks of pmoking, which
will halp discoorage nonsmokoes from
inifiating cigaratte vse, and encourage
curpant sraokers to consider cessation,
particularly when combined with
Ere?ihic irnages depicting the nepative
th consequences of smoking.

However, we intend to monitor the
effects of thase requived wasings ance
they gee put into use. We will conduct
rezearch and keap abreast of scientific
devreloproents cegarding the efficacy of
various required warnings and the types
and elernents of various warnings that
improve efficacy. Such research will
help inform us regarding whether to
propose changes o the teortoal warndng
eteteanents, such as by nsiog strongar or
more divect language, in a future
rularmnaking.

(Comment 118) Many comments
recommended that FDA include
additional textual information to give
further contaxt for the health wamings.
For example, comments requestad that
FiDA add information such as research
statistics, factual bestimonials, or other
explanatory text to further enhance the
effectivenass of the now requirsd
warnings. Several of the comments
supgested specific text for particular
warning stafements; for example, one
comment suggested the warning
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statement related to addiction be
accarnpanied hy the following
axplanatory taxt: “Stadiss have shown
that tobacco can be hardar o guit than
hexoin or cocaine. ™ Ciher comiments
suppested that the statemant
"WARNING: Cigarettes canse cancer™ ha
madified to add explanatory text ahout
spacific cancers caneed by cigarettes,
incloding cances of the mouth, throat,
eznphagus, lungs, Mdnay, bladder,
pancreas, stomach, cervix, and hone
moarrow,. Anothser comment suggested
that the staternent “‘Cigarattas cansa
stookes and heart disease'' be
accompanied by explanatory text stating
"Cigaretts smoking doubles your
chaness of strokes and can canse heart
attacks and that the stateroent
"Cigarettes causo fatal hung disease™ e
accompanied by explanalovy et stating
that “"Every cigarette you smoke
inereazes your chances of dying from
L diseass." In addition, 51& conmaent
suggastad that the statement “Tobaceo
sronke canses fatal Inog dizease in
nonsmokers” bo accompanisd by
explanatory text stating '"You've nat the
only one smeoking cigarettes. Tho smoka
is mot just inhaled by smokers, it
becoines second-hand smoke, which
containe more than 50 cancer agents.”
Another corrment sigpestad adding
information to the requived warnings
that state altevnatives o smoking, soch
as exercise and healthy eating.

(Respomse} We decline io yoaka such
changes at this time. As stated
previonsly, the nine new textual
wwrning staternents mandated by
Congress n saction 4(3)1) of FCLAA
objectivoly communicate sore of the
major health risks associated with
smoking in an effective manner. In
addition, research has shown that
warning statements that are short and to
the point and that are presented in
Larger fonte sizes aoa likely to be more
affective (Ref 20 at p. 33), i the
additional requested inforrmation were
added to the required warniogs, fhe
resulting warning statements would be
longer, and the font size of the warning
staternents would likely decrease in
order fior the information to fit within
the specified arvea. This conld undercot
the effactivanass of the warmings (res,
e.g., Ref a7} If rasearch later indicates
that adding such Informatlon to the nemr
required warnings will promote a
preater understanding of the risks
associated with smoking, we will
consider making these ¢ B usi
o gutharity wodda: saction 202(b) of the
Taobarco Confrol Act.

(Comument 118) One comimeant
suggested that the warnlog statemants
that redereance "“tobacoo smoke" shonld
bz modified to instead veferarce

“cigarette smoke' to apply more
directly to the target audience.

[Fesponse) We disagree that this
chanpge is warranted. The stateynents in
gection #(a){i) of FCLAA, including
those that reference “tobaceo smoke,”
ara soiantifically acorate, and wo de
nat beliews that conswmers will fl b
undsestand that fue waeniog statarments
referencing “‘tobacco smoke" apply to
the products an which they appoear [£a.,
ci%a:ettes], which are tabarcco products.

Comment 120 FA received a
number of comments suggesting that
soe of the nogative health effects that
are the zubject of individual warning
statemeants he replaced with othe:
wanlings, For examnple, ons cormmeant
from a medical organization suggasted
that the statement "WARNING: Tobaceo
smake causes fatal lunp dizease in
nonsmokers™ should instead focus on
haact attacks, stating that the magnitude
of fatal heart diseass canged, by
secondhand smoke exposure i grastse
than the magnitude of fatal long dzease
caused by secondhand smoke exposura.
Cne mm&:m}slnt from an individual
suggaeted that FOA nse other warnings
abont the health harms of smoking
lnsiuard of the waming about addiction,

Another comment suggested that
there should bo fewer warnings
tegarding the health visks of secondhand
gmoke to babies and children and move
warnings directed at young teens and
pre-teens, One comment stated that the
wirnings abont smoking during
pregnancy and shout tha hanmg of
tobacoo smoka to childeen are only
relevant to those who are pregnant or
who have children and suggested that
these warnings are thus less impactful
than the other warning statements,

Howesver, other comments stated that
the warnings about the risks of smoking
dhuring fpmgnanc:.rr and ahout the health
risks of secondhand smoke to children
addrazs frmportant health isgnes, will
help make simokers aware that they are
harming innocent people armmd them,
smd will help smokers appreciate the
gerrsdty and magnitnde of some of the
legrer-knowm risks of smoking, One
commaent from an individual noted that
sacondhand smale kills an estimated
45,000 nonzmokers who live with
srookers from heart disease each year, as
wall a8 inceeasing the dsk of SIDS, acute
raspiratc?: infeclions, ear problems, and
geere azthrna in childron, and causing
rezpivatory symptorms and slowing lung
growth in children.

(Regponss) We decline to amend the
waring staternents as sugpested by the
corments. A8 stated previously, the
nine textual slatemenls provided by
Congress in section 4(a)[1) of FCLAA
appropristely commnicate important

health risks of smoking, Farthermore,
we dizapees with the suggestion that
thare should be fewer warnings ghout
the health risks of grnokbog dvring
pregnancy and of secondhend smoke to
children. These warniogs comnprise twyo
of the nine warning statements, and wa
apree with the comments indicating thai
these warnings comrounicate
information about important health
lssues and will help simokers
understand soms of the gigaificant
health harms cavsed by ciperattes, In
addition, while thesc warnings may he
especially impactful with parants and
eapectant parents, using a variety of
measapes, including messages that may
particulady Impact certain andiences,
will strempthen the overall impact of the
required warnd (Raf. 40 at pp. 7).

inilarly, w:ﬁsag;ma with tﬂe
su%gesﬁan that the warning aboat
addiction should be replaced by a
warning about other health hazards. As
digcugsed in the preamble to the
proposed wala (75 FR 69524 at AO520
thrrragh BO524), the magnitude of public
health harm cavsaed by cigacettas ia
inextricably linksd to the addictive
nature of these products (Ref 16 at p. 14
and Ref. 3 at p. xd), and many peopla,
pmﬁmmng adolescents, have a poar
undecstaoding of how diffirult it is 1o
quit smoking due to the addictive naturs
of cigarettas [Raf 3 at p. 1), Thus, we
conclude this s an important god
appropriate health wacning.

Commient 121) One commant
suggested that praphic health warnings
an igarstte packages and
advartisements shonld have one broad
warning that states: “Clgarslte smoking
may calse cancer, death, and othar
serious life-thveatantap health hazards,”
Another corament sugpested one hiogd
warning that states: “Smolking Can Kill
You,™

(Receponse) We disagres. e are not
aware of any scisntific evidence that
one broad weening statamnent would be
mors affactive In cormminicating the
multitnde of health risks to goakegs and
nonstockers o all aga categorbes than
the nine specific textual warnings
specified in soction 4(e) of FCLAA.

As noted in the proposed als,
evidence shows that warnbogs abont
specific health rlsks, such as cancer,
heart disease, and stroka, are morg
effective than ganeral warnings (75 PR
F9524 at 69532 theouph Ba534),
Utilizing a singla broad staparosnt like
the ones proposed in the coorments
wonld also Fall to commmnicate
irnportant information aboat the
detrimental effects associated with
gecondhand syooke—and mezsages
about secondhand smoke heiva o
effective in moving smokers fo consider
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the health risks associating with
smoking (75 FR 62524 at §9534). For
example, the new set of warninps
tneludes the following staterment:
“WARNING: Tobaccn simoke causes
fatsl ooy disease in noogmokers.'” This
tnportant warning would be lost i we
choza te use just one of the suggested
broad warning statements, In addition,
one of the new required warnings
clearly nofifies smokess that ifnﬁlﬂ}r fuit
smoking, they can greatly reduce serious
riska to their health. Again, that
Imgportant massage would be lost if we
wore to e just one of the s1ggested
broad stataments.

[Comment 122] Ooa cononent stated
that the ninth warning statement
provided by Conpress in the Tobaceo
Control Act, '"WARNING: Cuitting
smoking now preatly raduces prckous
rigks 1o wour health," should appear on
all packapges aftar ona of the other sight
wirnlng stabornents.

(Responza] We dlsagree that such a
change iz warranted. As discuased in
section V. 1.6 of thiz document, we have
included a reference to a cossation
resource in Lhe megquined warmings,
which wa concluds is more appropriste
than inclaodiog the ninth warndog
staternent In all the required warnings.

(Comment 123} Many comments
supgested that FDA add additional
warning statements to state that
cigarette smoking may increase the risk
of other diseases soch as bladdar cancer,
irnpatenice, blindness, or COPD, One
comment sfated that madical studies
heva shown that women who smoke a
pack of clgarettes a day Jouble the risk
of arofacial cleft birth defects in their
children, and suggested that 4 warning
be added to include this risk and

ictures of children with this bivth
gefﬂc‘c [citime, e.g., Pat, 52), Coe
crmirent also suggested that the
raquived warnlogs indicate that simoking
maY inceease the risk of breast cancer.
Anpther connment suggested including
messages about short-term effecks of
smoking, such as nutrional
deficiencies.

[Eerpunse) We decline to add
additional warning staternents, as
sugpested in thess comments, At this
point, we have determined the nine
textual statements mandated by
Crnpgrase in section #{a)(1)] of FCLAA
appropriately communicate major
health risks of sTooking, As stabed
previously, we intend to menitor the
effects of these required warnings once
they are put into use. We will conduet
research and keep abreast of scientific
developments reparding the efficacy of
various required warninps and Lhe types
and elenients of various warnings that
improve efficacy. We intond to use the

results of our monitoring and such
research to determine whethesr changes
ghowld be mads to the ning textig)
statements in g fotoce colemelking. We
recognize that cigacettes canse negatlve
hsalth ennsequenceas in bath smokers
and nonsmokers heyond those
addressed in the nine warning
statements provided by Conprezd, and
will take thiz into scerunt in making
futiee detecrainationg aa to whether the
teortgl stetaments shoold be revised by
suilenmaki

[Coment 124) A faw comments also
suggested that when FDA initiates a
new rulemaking bo establish its next set
of praphic warnings, the Agency should
u:unsiga' adding health warnings that
refer to other smoking-relatad disaasas
that are not gpecifically mentioned in
this first set of requived warnings.

(Respornse] We intend to paciodically
cewaw the raquived warnings to assess
thair effectiveness and determine
whether the warnings are suffering from
wear out. During this review, we intend
to exarnine the soientific litaratue and
posaibly comduct mur own research to
detenynineg if additional textual warnings
abrout tho schantiflcally decumented
negalive health consequences of
smoking are appropriate,

(Cornment 125] Ume comment
suggested that FDA utilize difforent
warnings with faatured rnessages
targeted to specific audisnces based on
their diffierant attitudes snd beliefs. As
an epcarnple, this comment pointed to
the Canadian heglth waning divected at
yong malss, which stragzes that
tobacco can make the smoker impaotent
(Ref. 55).

[Rgslpmma] Wea concluda that the ning
textual ptaternents vaquived by Congrass
in pection 4{a)[1] of FCLAA ara
appropriate. In additon, we have
selectald color graphics to aooorpany
the new warniog statements that uze a
waniety of different fonts, typography,
and lapouts; depict a varisry of human
subjecte, and age o vaiaty of styles,
including photopraphic and graphic
ilhgtegtions, The requived warnings will
ronch g wide variety of gudisncas
inchoding youth, youwng ediolt, and aduli
snokers and nongiaokers. For
inforomtion on FDA's salection of
finages, sea gection 10 of this doruwmeant

AS previously stated, we infend to
monitor the gffects of thess ragudrad
wrnings once they gre put info nse. 1f
o rnonitoring finds that the messages
ara mot reaching an appropeiataly teoad
papulation and that targeted raessages
wonld be more effective, we will
comnsider reeising the texhaal statennants
b a futurs rolernaking,

(Cooornent 126) Ona Conment
sugwastad that FDA requive g standard

pack size and shaps, which would help
1o gosura the readebility of weeniogs.
[Responsa] We do oot baliove it is
necessary to adopt a standard pack size
and shape. Wea have taken steps to
ensure that the required warnings will
be conspiuous and legible on cigarette
packapes and in advertisements.

B. Afirihution fo the Surgeon General

Section 4{a){1] of FCLAA contains the
nine new textual warning statements
that, when conihined with a graphir
imagn, comprise the rcguimd warning.
Congress did not include an attribuntion
to the Surgeon General b the oemw
texbnal warning stafements, as 1t has
done in past laws on clgarette health
warnings. Accordingly, when we issued
our proposed rule and released the 36
proposed required warnings, the textual
warninp statements did net include a
reference b the Surgeon General, A
wirher of comvments, inelediog those
frown formear Sorpgaons Genaral and
Comrnlssioned Public Health Sarvice
Officers, questioned why the new health
warnings no longer contain any
attribution to the “Surgeon General." A
sumnrnary of the sormments and our
ma? onga ragardiog this Tens iz
tneluded o the following pacagraphs.

[Comonent 127) The comments noted
that, since Surgeon Ganaral Luther
Terey’s 1964 1eport highlighting the
adwverse health effects of tobacco use, the
Office of the Surgeon General has been
inextricably linked to smoking
pravention and that the reduction
gmoking rates sinee the nitial repot
and the advent of the first Surgeon
Ceneral's warning is due to the public
confidence associated with the Surgeon
General's recommendations. n
addition, they claimead that the new
warnings would be less affective
withoul the Surgeon General attribation.
Twi other comiments also suggested that
FDA lpclude “the federal government
loge™ on the health wammings to
cormmunicate fthat the Department of
Haalth and Human Services (HHES)
andosses the health messags. Another
corunent from a public health advocacy
group suggestad that the warning
statements add a veforence to FOA and/
or the L8, Government to leghimlze the
warnings. In canfrast, ong cormment
stated that it did not support continued
use of the Surgeon General attribution,
but 1f FIrA decides to includs the
attributlon, it should be placed on tha
side of the parkage whera It doss ot
datract fearmn the new health warnings.

(Response] We agres with commiments
highlghting the benefits of the Surgeon
Goneral’s work in fhe area of smoking
prevanton, but wa decline to add the
"Surgeon Genaral” attribution fo the
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raquirad warmings a1 this tdme. Congress
did not nclude sn attefbution b the
Surgeon General as it has done n the
past. In additon, there is lnconsistancy
among the limited scientific literature as
to whether the attribution of health
warnings to government sources
enbances their credibility (ses, o.z.,
Bafs. 42, 26, 57, and 54), Atfribution to
A POVETTNENT Lasorcs DAy Dnrresgs
believability of tha informatiarn;
howewer, if the govarmment 1z genarally
disliked or maistrusted, a government
sorce attribubon may result in
rejection of the health warning (Ref, 11).

Omp 1997 study found that Eh
attribuation to 4 gosernment source,
inclnding the 11.5. Surgeon General, did
incieasa the cradibility and viawears
intenticns to comply with the warnings
for cigarettes [Ref. 57]. Similarly, ina
study conducted priar to Lsrael's
deeision to require new cigaretie
wrarninge on packages, researchors
found that conammens praferned
warnings with atibation toa
government source or medical ressarch
rather than warnings without attribution
(Kef 59,

However, in a developmental study
assessing appropriate attributes for new
clgaratts swarnings in Australia,
vegaarchers found that the mention of
“govermnent'” in an stieibution
rewninded smokers that the goveroment
collects tax Tevenues from cigavettes and
led smokers to challenge the sincerity of
the povernment in issuing cigarette
health warnings (Ref. 43}, Similarly,
rassarchars for the European
Comralssion in the Eoropean oo
loaked at respondents” reactlons to thres
potential attributions for cigarette
warnings: (1] Government/regulatory
bodies; 2] health anthoritiesfcancer
charities; and (3} tobaceo industry [Ref.
42, Thery fownd smokers did not
ragpoid wall bo gegpnlatory bodiss as a
potental souece for cipatte waniog
messagas, bellaving that governmeant
bodies did not care about their sioking
behavior or were motivated by self-
interest [{d.).

Morsover, even though the 1997 study
did find benefits aszociated with
gowernraent gorce atfcibation,
regearchers also noted the potential
trade-offs assnclated with governoment
atleibulion (Ref 57). They noted the
surface area restrictions assoriated with
warnings and that the amount of
information that one can give without
losing readers is limited (fd). They also
noted that the addition of attribution
informatinn may require the use of
gmaller font size, which may impact
lepibility and noticeability of the
warning (#d.). T fact, as we noted in the
preamble to the propesed rule, the

lenpth and font size of the existing
wraendngs contribte to their
inaffectveness, and lorgee font sizes
oohates fhe notlceability of cearatis
warnings [75 FR 69524 al 69530 and
G95534; Ref 40 at 30=31). Thevefore,
given the inconsistency in the availahle
regearch and the potential tradeoffs
assoriated with including a government
goweca atfribufion in the vequivaed
warnitngs, we conclode that thare is
logufficient ovldence to support
addition of an attribution at this Hme.

We will continue to work in
parinership with other components
within HHS to educate consumers abont
the riske of zmeking, FOA and others
alan will comtinue to conduet regearch
ragarding the afficacy of peguirad
warnlngs. If such vezearch indicates that
adding the Surgeon Gemexal attribation
ta the cigarette required warnings will
improve their efficacy, we will consider
adding & porernment atiribition a8 part
of 4 fubire rolemaking to update the
WDl g,

C. Foreten Lonpuage Tronslafions

As we explained in the preamble to
the propozed rule, consistent with
section 4(0) of FOLAA, propossd
51141, 10(h)2) aronld wandate thet the
textual cormponent of the required
warning appear in the English languags
in cigarette adwertisements with two
exceptions. First, per proposed
£ 1141.10(b)[2)i], if 4an advertisement
appedrs in a non-English language
problication, the teortua) porthon. of the
requivad warning wounld need o appea:
in the pradominant language of the
publicatinn. Sacond, per proposed
4 1141, 10(b)N1), 1f an adverlisament 1s
In an English langnags publication but
the advertisement 1kself s prescoted in
a langoage other than Engllsh, the
textual portion of the regquired warning
would need to be presented in the sans
foreign languags privcipally used in the
advertisenent. To accornmodate the
potential nead for Spanish language
translations of the texioal warndng
statennents, we included Spanish
translalions with the proposcd rule. Wa
received several comnments vegarding
foreign language translations n
advertisemments and one cornment
requesting the vse of foreign languags
translations on packages. We have
suramarizad and rasponded fo thess
cornments in the followlng paragraphs.

[Comment 128) One comment
indicated that the submitter was pleased
to see Spanish translations of the
warnings, but asked that FOA continus
te work with as many languages as
possibla.

[Fesponse) We understand the
importance of ensuring that the textoal

oriien of the required warnings is
Eranslat&d amurgtely z0 that the messzaps
is appropriataly comomunicated o
fovelpn lanpuage speakery. As mdicatad
in the NEEM, wi Included Spanish
language translations In recognition of
the fact that Spanish is the foreian
languape most commanly nzed for
ciparette advertisemments in the United
States {75 FR 69524 at 69537 through
69538}, We also will work with any
adwvertlzar who plans to advertise
cigavettes in any non-Eoglish language
publication, or who plans to utilize a
non-English advertisement in an
English-language publication in
aceorance w1|i %1141 10fb)2](ii).
Spacifically, wpon request, wa will
assist adventisers 1o, penecating 4 troe
and accorate tranzlation of the textual
statemnents for the nins new regquired
warnings for use in advertizemnents that {
are subject to § 1141.10(b)(2).

[Comraent 129) One comment
exprazzed concerns that foreipn
langnaps tmnalationg sormetines can be
“ton litaral'" and gould Ingppeopriatsly
limpact the meaning of the warning
staternant.

[Response] We are sensitive to this
concern, and the final rule requires that
any translation of the required warning
zlatements results in a true and accurate
froredpn Ianpuags seesion of the warning
statenemts. As atated b the previons
response, we will assist any advertisor
wha plans to advertise clgarattes with a
foreign language translatiun aof the

requirgd warni

Comraent 130 DD.E comment stated
that all cigarette advertisements in
predominantly Spanish spealing areas,
guch as Puerto Rico, and in Spanigh
langnage publicaticns should fneluda
warnings in Spanlsh. Another commont
recommended that the vequired
warnings in adwertisements be in the |{(
languapes of the publication or
adyertiseiment.

(Reypongs) We agree in certain
clrenrngfances, A9 #tated in the
proposead rale and requived in
§1141.10{h)(2], any advertiseament that
appears 1o a Spanish Langoaps
publication must present fhe eretnal
portlen of the raguired warniog in
Epanish [zee §1141.10(b][21[i]). In
addition, for advertizernents in English
language publications, if tho
advertisement itsalf is presented in
Epanish, the required warning in the
advertisemant also must be in Spanish
(see § 1141, 10(h)f2)11}). However, if an
English languages publicatinn thar
includes English
advertisements ks sold in prodominantly
Epanish speaking arsas, the textoal
coamponent of the required warnlogs
will still ba required to appear in
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Englich, az specified by section 4 of
FCLAA.

We conclude that these requirements
will appropriately ensure that the tarpet
audience of any advertizernent is able to
read and understand both the
prometional content of the
advertisement and the important
warning information,

(Comroent 131} One commant
requisstad that the raquived warnings on
all cigaretie packages exported to Puecto
Hiro and Latio Avmnerica be in Spanish.

{Response] We decline to adopt this
request. Section Hb){2) of FCLAA and
£1141.10(b){2) require translation of
required warnings for certain
advertisements anly. Neither FCLAA
nor the Tobacco Coniral fAct requires
foreipn lanpuage warnings oo ciparette
packages zald or distributed within the
United States, including within the
Coemmonwealth of Puerto Rico.
Furthermore, with limited exceptions,
FCLAA does not apply to packapes of
cigarettes for export from the United
States.

V. Dascription of tha Final Eula

A, Overview of the Final Aule

This final rula adds new part 1141 0
Tille 21 of tha Code of Fadatgl
Degulations, requirbng mew wainings on
cigaratte packages wnd o cigarette
arbirsrtigenwants, Thasa netwr cequivad
warnings comslet of the nine texboal
warning stebexnants set forth in gaction
201 of the Tobaceo Control Act
accompanied by colox g;t:ﬁhic i pges
depicting the negative health
congsquancas of smoking. We have
gelacted ning irnages, such that asch
peuited warnbng congats of sne of the
riine taxtual wirning satemants gnd an
acconmpanying color graphic,

Az required by section 201 of the
Tobacco Control Act, the rule requires
tha mew warmings to appear
protainently on cigarette packages and
in advertsements, ccoupying at least 50
pewcent of the area of the fromt and rear
panels of cigarette packages and the top

20 percent of the area of advertisements.

Wi also have exercised our authority
under sections 201 and 202 of the
Tobacco Contral Act, which allow FDA
to adjnst the type size, text, and fonmat
of lhe textual warning staternents. For
axamnple, under section 4{d) of FCLAA
[az amended by section 201 of the
Tobacco Contral Act), FDA may adjust
the type size, text, and format as we
deterinins appropriate so that both the
textual warning statements and the
arcorpanying graphics are clear,
consplenous, legible, and appear within
the specified avea. Such adjustments,
incloding adjustments to the type size

and the addition of loformation
regarding a cessatlon resoloes, are
lneloded for the monired warnbngs n
this fimal rola. In addition, we are
roguiring a oforonca to 1-B00-L3TT—
NOW as part of the megquired warnings
in accordance with section 906{d) of the
FD&C Act as appropriata for the
probectlon of tha public health.

B. Description of Final Regulations and
Respongses to Commernis

1. Sectlon 1141.1—Scope

In the praposed rule, proposed
§1141.1 set forth the scope of the
proposed regulations. In particular,
proposed %1141.1(b) limited the
applicahility of the proposed _
requiremnents by clarifying that they
would not apply to manufacturers ar
distributors of cigarettes that de nat
manuifacture, package, or intpart
ciparettes for sale or distributon in the
United States. Proposed §1141(c)
described sitnations whete a ciparette
retailer would not be in violation of the
proposed rule for displaying or selling
ciparette packages that do not comply
with the rule, 20 long as certain
canditions were mei [(F5 FR 69524 at
69535], We received several comments
regardinp the scope of the regulation,
which we have summarized and
responded to in the following
paragraphs.

[Comment 132) One commont
requested that all impoxted cigareftas
and tobacco products have requirad
warnings to come into U8, porls and be
gold in the United States and its
territories, including Puerto Rico.

(Response] Wa agees that importad
cigaretta packeges most besr 2 vaguired
warmning in accordancs with section 4 of
FOLAA ead pact 1141, Seotion 1141,10
provides that it iz wndawful for any
pargan to inport for gale or disteimition
within the Ulaifed States any clgastios
tha package of which fails to bear ane
of the veuived warnings on hoth the
fromt end vear paaels. Saction 1141.3
dafines Uhnitad States to includs
specified T8, territorias, inclading
Puertn Fico, In addition, as explyined in
goction V.B.2 of this docioment, we are
peswizing the defindtion of ingpoiter to
clarify that the term bmporter neludes
ey peggon who foparts ane clparetts,
repardless of whees it wag
manmofachyrad, With respect to whether
afher tohacea products should have
raquired warnings, we have determined
that issue ie outside the scope of this
e ennking,

(Comment 133] Ome comrment
supparted the imposition of the
required warnings on all cigarette
packages manufactured in the United

States, Including all exported cigaratte
packapos. Tho commeant said that 1E
wiould be unconscinnably for FDA o
protact vesidents n the Unlted Statas
and not tha rest of the world when they
ava sranking U5 -made products.
According to this comment, clgarettes
that ave belog sxportad are sssentlally
bought 1o the Unlted States and theso
prodocts ars onder the FDA's
jurizdiction.

[Responsa) Wa disagraea that it iz
appropriate fo imposs a requivement
that cigarettes that are manufartared n
the United Stales for export bear a
requirad warnlng. Section 4fa) of
FOLAA applios Lo clgaratbes packagns

- that arm “for saln ar distribotion withdn

the United Statms." Socticn 12 of
FCLAA provides:

Packapaa of cigarettes manufactured,
foported, or pau:%mgﬁd {1 for expoxt from the
Unitas States or (2] for delivery to a wezeal
o aivcrafi, 45 supphies, for consamption
hevond the jerisdicgon of the internal
ravenua laws of the Untied Stales 2hall ba
exempl o Lhe reguirements of this Act, il
such exemptions shall oot spply to cigarettes
marfactured, mported, o packaged for sale
or dlslribution W menbers or wnlls of Lhe
Armed Foreas of the Unitad States loceted
cuteide of the United States,

[15 U.5.C. 1340) In addition, many
other countries impose their own
waming requirements on cigarettse
packages sold in thoess conntries.

(Corpment 134) One comnment
requesied that FOA exercizse
enforcement discretion for retailers and
distributors selling cigarettes fhat do not
bear a specified waming label because
retailers do not control the labeling of
the products supplied by manufacturers.
The comynent claimed that if a produoct
is provided by a licensed supplier, and
not altered by the distributar, the
distributar should likewise be religwed
of liahility.

(Response) FCLAA provides a very
lirnited exemption for retailers and we
do not agree that it is appropriate to
broaden the exemption to distributors,
for dowe agree that it is appropriate to
adopt a broad enforcement discretion
policy for retailers and distributors. By
choosing to distribute and sell
cigarettes, distributors are under an
nbligation to make sure that the
products they receive from
manufacturers, bmportess, and other
distributors and subsequently distribute
ar sell comply with the law, including
checking to see whether the packsges
include a required warning on the front
and rear panel. Retailers, however, are
nat it violation if they display ox sell a
cigarette package that includes a health
warning, even if it 1s not one of the nine
vequived warnings, as long as other



Federal Repister f Vol. 76, No. 120/ Wednesday, June 22, 2011/Fules and Regulations

J6675

statatory vequiternety gea met (so6 15
TS0, 1333[a)(4]), The preaobla to tha
proposad vile made clear that
manufachvars, importers, and
distributors have the primary
responsibility for ensuring that the
required warnings on cigarette packapes
comply with all the provisfons of paet
1141,

(Conmment 145) Qe coymmant
expressad concern regardiog the
gxamption of vatallers from an .
obligation to ensure packages depict
required warnings. This comment
claimed that the exemption hampors
enforcement, because an inspector
neads o be able to seize oncomyp liaot

wckaping at teteil,
P Pagponse] W decline fo revisa tho

languape of proposed § 1141.1[c). As we
axpained in the preamhble to the
proposed rale, the limited retailer
exernptian is in accordance with section
4(a){4) of FCLAA. The exempfion fox
tetailers is limited to sitnations where
the cigacetts packega contalng a health
warnbng, is supplisd to the retailer by a
licensa- or pormit-holding tobaceo
product manufactarer, importer, or
distributor, and is not altered by the
retailer in a way that is material to the
requirements of section 4(a) of FCLAA,
W riote, howerar, that §1141,1(c)
describes sitoations wheare a wetaller is
not considered In vielation of part 1141;
this mxernption does not apply to
manufacturers, imparters, or
diztritutars that provide retailers with
noncompliant eigarette packages. Thus,
although a retailer wrould not be held
liabla for selling or offeriog for sale a
cigarattes packape that is nat in full
compllance with the requiresnents of
perl 1141, so long as the retailer fits
within the exeraption set forth in

& 1141.1[c), the manufacturer, Impoetae,
or distributor that provided the
nancornpliant packeges wonld be liabls
for winlating FULAA and these
rednlations. Furthermors, the
muizhranding provisions in §1141,14
apply to the cigarettes themselves,
Thevefore, if we discover mishranded
cigarette packages in a retall
establishmnent, but the retailer fits
within the exemption set forth in
&1141.1{c], wa could sl indtlate a
gedzure action voder section 304 of the
FD&C Act [21 5.0 334).

{Comment 136] One comment
raguosted that FDA revise its 2010
Reagulations Restricting the Sale and
Disteibution of Cigarettes and Smokeless
Tobacco to Protect Children and
Adolascents (75 FRL 13225, March 19,
2010) (“reissued 1996 mle™] to ensure
that the Apency does not exceed the
sope of the Tobacco Control Act by
imposing liability on vetailers and

disteibutors for labeling or adwertising in
specific situations. This conurnent
contended that the Tobacco Contral Act
provides specific situations in which
retailers should not be held lisbla for
labeling or adeertising and those
sitnetiong are not vecognized in the
reissued 1996 vula.

(Responsa) Sectlon 201 of the Tobacco
Control Act, arnending section 4 of
FCLAA to require graphic warmnings,
does contain a specific exemption for
refailers in certain circurimstances, asd
proposed §1141.10c) and (d] recognd zed
thig exernption. Section 102 of the
Tobaeco Conteal Ack rogoleed FDA to
reiszun theo 1998 Regulations Restricting
the Sale and Distribution of Ciparettes
andl Smokeless Tobacco to Protect
Children and Adolescents (61 FR 44395,
Aupust 25, 1995) with cortain specified
axeeptions. Wa hava complisd with this
rerjuirenent (75 FR 13225). However,
secton 102 of the Tobarco Contral Act
did not specify that the reissued 13956
rule contain an exemption for retailers
or distributors. Consequently, this
praphic warning rulemaking did not
propose gny revisions 1o the reissued
1996 pale [currently codified at 21 CFR
pet T140).

[Comument 137} Multipla comiments
advecated for the placement of graphic
warnings on all tobacco products,
including smokeless tobacco products.

[Response) We decline b require
warnings oo other tobacco products n
this rulermakiog. In section 4(d) of
FOLA A, Coopress divectad FDA to issue
regulatinis to raquire color graphic
images bo accompany the warnings
statements required by section 4{a](1}) of
FCLAA, This section of FCLA A requirtes
that the statements be included on
ciparctte advortisermnents and cigaratio
packages. While we magy be abls to
require warnings on othee obacco
products nnder other suthority, such
acHon is outside the scope of this
rulemaking.

2. Section 1141.3—Definitions

Proposed §1141.3 included
definitions for the following terms:
» Cigaratte
Cornmerce
Distributor
Front panel and rear pancl
Imparter
Mamafacturer
Package
Person
Required warning
« Refailer
« United States
1We received only a fow comments
regarding delinitione descrbed in the
proposed rule, In light of thees
COMDents, we are pesriging the
definition of *importer.”

As explainad in the presmble to the
propogad vole, proposed §1141.2
defined “importer,” for purposes of part
1141, as any person who introduces inta
comrerce any cigarette that: {1) Was not
manufactured in the United States and
(2} is intended for sale or distribuotion to
consurmers in the United States,
Proposed § 1141.3 defined “vatailar™ as
ang person who gells cigaratios to
individuels for personal consimption,
ot who operates a facility where
vending machines or self-zervice
displays of ciparettes are permitted (75
FR 69524 at 59535).

[(Comment 133) One corniment agkerd
that FOA expand the definition of
finpoirter to inchade persons who
totrodocs intn corrmercs cigarettes
manufacturad in the Unlted States,
exporked from the United States, and
subzequently imported. According to
thizs comment, legislation in 2000
substantially curtailed this praciice, but
it iz sl possible,

(Response] We agoes that oy person
who ubeoduces ot commaertce
cigavaftes that wera Imported into the
United States, regardless of where thoze
cigarettes were manufactured, should be
considered an importer, We are reviging
the definition of imporéer to clarity this
point

{Comment 139) With respect to the
definition of retailer, one cormrment
requested that FDA revise the definition
to clarify that Internet sellers ae
included in thiz definition. The
comment noted that it apge&rs the
retailer definition is broad snough to
cover Internet sellers, but clarification
would avoid any argnments b the
COntrary. :

{Regponsel We hava deternninad th
revisions to the definition of cetailear ave
not neesded, The definition ie clear that
any person, including an Tntemet sellar,
whao sells cigarettes 1o ndividuals for
personal consumption 2 a retailee. The
comment provided no examples of
possible argurnents for why an Inpernet
geller wonld not meet the definition of
retailer and provided no altamats
lappuaps for the definition. It roay be
poszible that an Internet saller would
not be conzidered a retallar bacausa it is
not zelling cigarettas to individuals for

ervonil consuroptiog, T that case,

owever, the Internat seller would
likely meet the definition of distriboter
and, if 20, would be responsible for
complying with all respongibilities of
distribiators nnder part 1141 and section
4 of FCLAA.

3. Section 1141.10—Fequired Warnings

The Tobarcco Control Act directs FDA
to require that color graphdc irnages
depicting the negative health



J6676

Federal Resister /Yol 76, No. 120/ Wednesday, June 22, 2011 fRules and Regulations

congaquences of sTaoking accompacy
each of the textual warning statenwnts
that imust be randomly displajed on
cigaratte packapes (.., in each 12-
month pecied, all of the diffarent
warnings st appear n as equal a
nummber of thones as 1s possible on each
brand of tha product and be randomly
distributad in all areas of the United
States in which the product ks marketad)
and rotated quarterly in cigaratta
advertisements under FCLAA.
Accordingly, in proposed §1141.10, we
propozed that cigarattes packages and
advertsements contain such a
oombingtion graphic-textaal wamingl,"

Proposed §1141.10 provided that the
warnlngs raquired by this zection he
ohtained from two documents sntided
“Cigarette Required Warnings—Enplish
and Spanizh' and '"Clgarette Ragquired
Warnings—ther Frreign Language
Advertigrmeants " ¢ ‘Clearette Required
Wayrnings—English and Spanish'' was
praposed to contain the requirad
warnings that nmat be meluded on all
clparette packages, and in cigarstte
advertisemnents in which the taxt of the
required warning riet be set forth In
the BEnglish langnags or the Spanish
lanpuage, “Ciparatte Required
Winings—Other Foreipn Lanﬁua:ge
Advartizomonts'” was propoged o
contain the electronic files that weare to
be vnzed to generate tha requived
warnings for adwertisemeants in which
the text of the recuirad warning st be
set forth In a foreign language [other
than Spanizh).

The matarial that was propozed to he
contained o the two documents entitled
“Clparatte Required Warninps—English
and Spanish" and “Ciggratte Required
Warnings—Other Forsign Language
Advertizsements” ig now contained in a
single docurnant entitlod “Clgarette
Reruired Warnings."” We have provided
this fnfarmation in a single docurnent
because sach of the electranie files for
uge 1o advertisements contained in
"“Clgareite Required Warnings™ allows
users to select an English or Spandsh
textual waining atalement o to IeTeye
the textual warning stafement and Insert
a true and gocorate foreign langn
[other than Spanish] translation of the
wWarning statamant into the fAle. It iz thus
unnecassary to provide separate
documents with electronic filas for
English and Spanish langoags
advertizements and for sdvertizements
in which the text of the reguired
warning roust bo sst forth in a foreign
Langoage (other than Spanish). Scetion
1141.10 has baen updated ta referencs
this siogle docunent, “Cigarstls
Ranuired Warnings,” rather than the
two propased docwments (' Cigaretta
Faqulred Warnings—English and

Spanish™ and "“Cigarette Required
Warnings—Other Forsipn Langnaps
Advertisemments' .,

Section 1141.10(a) seis forth the
requirement gfmec:iﬂc: to cigaratts
packages, axplaining that the new
required warning must comprise at least
the top 50 percant of the front and rear
panels of the package, except for cartons
wheva the warnings shall comprisa 50
percent of the left side of the front and
rear panels. This regulation inplements
sectinm 4(a](2) of FCLA A and is in line
with the provisions of the Framework
Convantion on Tebacco Contral [(FCTC)
(Bef &é0). Soctlon 1141, 10fa)[(3)
spocifically provides that the ”reqﬂire«d
warning shall appear directly on the
package and shall: ba clearly visible
underneath the callophane or other
clear wrapping™ Section 1141.10{b] sets
forth the veguiraments for
advertigements, including the
requirament that the warnings comprise
at loast 20 percent of the area of the
advertisements. Section 1141.10(c]
provides that the reguirad warniogs
shall be indelibly prioted an or
permanently affixed to the package or
advertigwmnent. For the final rule, we
have delatad the language from
§ 1141.10{a)(2) and {b)(3] that specified
that the electronic images mnst be
adapted as neceszary 0 mest the
requirements of gection 4 of FCLAA and
part 1141, As explained in the NFRM
(75 FR 69524 at 69536 through 59538,
this languegs was used to indicate that
ragulated antities should modify the
aiza of the required warnings to ensurs
they are the required size and oocupy
the required arca of the cigareitte
package or advertisement. Howevar,
£ 1141.10[a)4) and [h)(5) zat forth the
size and placerment requivements for
rojuired warnings on packages and
advartisoments, so this & in
proposed § 1141.1002)(2] and (b)(3) was
not necessary. (o addition,

& 1141, 100a)1) and (h){1] make claar
that the regquired waniogs on clgarctte
packages god in cigarette
adwertisaments maast be “in accordance
with section 4 of the Faderal Cigarette
Lebeling and Advertising Act."

Wa alio have made minimal changes
to § 1141 .mfh}(?]. 1ﬁ}u‘nh wserd ﬂmilar
1 . Specifically, proposg
§a?f:‘ﬁeﬂ[bﬁ4} indicgrm%,t at the
required warnings for foraign language
advertisements (ather thau Spanish)
rinast be adapted as necessary to meet
the requiremaents of secion 4 of FOLAA
and part 1141, For clarify, we have
modlflad this language to indicale that
Lthe textnal warning staterment that is
inzerted into the eloctoonie hnages mast
comply with the requirsmeants of secticn
a(b)(2] of FCLA A, As explained in the

MPRM {75 FR 69524 at 69538}, proposad
§ 1241.10[h){4]-would have required
ragulated antities ta obtain eolor
praphics for foreign lanpuage required
watings, other than Spanish lanpuage
watings, from the electronic fles
containad n *'Cigarette Bequired
Warningz—{ther Foreign Language
Advertizements,” and regulated entities
wiould have to insert a true and aceorats
fovalpn language translation of the
taxtual warning required by FCLAA into
the slactronic file to generate the
raquired warning [as explained
previously, these electronic files are
now cantained in the document entitled
“Cigarutte Required Warnings™), While
the alsctronic file obtained from
“Cigaratte Bequired Warnings'' contabng
soina of the elements required by
FCLAA {eg., avectangular border to
gnrlonsa the required warnings and the
color graphic to accompany the lahel
statmmsnt), the textual warninp
statewnont that regulated enbities insert
into the electronic file in accordance
with § 1141 10(h){4) yomst eomply with
the requirenents of section Hb)(2] of
FCLAA This section providas, among
other things, format specifications
ralated bo the textual warning
statements n cigarette advertizing,
including required type sizes and colox
spacifications [i.e., the text of the label
statement shall be black if the
barkgronnd is white and white i the
backgronnd is black), and requires that
tha staternents appear in conspicuons
anrd lagible type.

In addition, we wish to cladfy oor
intent regarding whether tha sama
warning #tatement riust appear on bath
the front and rear panels of an
individual cigarette package. Wa balieve
that section 4(a](1) of FCLAA is
ambiguows as to whether it mandates.
the use of the sarne requived warning on
both the Fant and rear panels of o
individual cigarette package or allows
two different requived wernings to ba
used, one on the front panel and the
other on the e panal, We halisi that
the latter interpretation is reasonabla. 1t
iz consistent with Congress” intent thak
all of the roquired warnings, sach of
which conveyz somewhat difforeant
bealth information, see raquirad to be
dizplayed in the marketplace i the
same tme [gee section 4{c)[1] and (=)(3]
of FCLAA). While it iz possibla that twa
copies of the same statement on a singla
package might increass the likelthood of
the warning being noticed and
remembered, we also note that diffsrent
statements on a single package could
lead to preater CONSIITEE SXpuires os
well as delay the wear out of the
vequired warnings. Propossd
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§ 114110041}, along with the
description of thiz provision in the
prearnble to tha propaged rule [75 FR
69524 at §9536), however, bmplied that
the same required warning ron st sppear
on both the front and the back of the
package. Therefore, we are revising
§1141.10(a)(1) to state, "It shall he
unlyarfn] for any person to manufacture,
packags, sell, offer o sell, distribute, or
Ipoet * * * goy cigaaettas the package
of which fails to bear * * * one of the
requirted warnlogs oo the Eont eod the
rear panels.”

We received coroments mogacding the
format of required warnings on packages
and advertisements, the applicahility of
tha raguitements to cigarette cartons,
atud the mesd for the warnings to remain
clearly vlathle and pernanently affixed
to packages. A swanmary of these
coroments and our responses 1s
provided in the following pavagraphs.

[Comment 140) Many comimnents,
including thoge from health institotions,
nonprofit crganizations, academics, and
consumers, agreed that the significant
enhancorments to the cigaretts health
warnings requived by § 114110 will
make them considerably more
noticeable and memarable than
warnings that currently appear on
cipavefts packages and in cigarette
advertizaments. However, many
comments also moted that the FCTC
Article 11 Coidalines s parties in
cover as much of tha pefacipal dsplay
areas as possible and thal edence
smgpests that warnings larger than 50
percent of the principal display areas
iy be even more effective [riting Ref.
41). Tha comments notad that
rasparchers also e forod that
smokers correlate the size of the
warning label to the irnportance of the
message—the larger the message, tha
greater magnitude of the risk (cifing Raf
61). Accordingly, these comments
raguestad that FIUA consider increasing
tha size of the graphic wamings such
that they occupy mmore than 50 perceit
of the front and vear panels of cipareite
peckages.

[Rosponsa) We decline to revise the
50 percent area yarquivernent gt thip time,
We have cocrantly deteemined that this
raruivament ks sufficiant to achiswe our
goals, and this requiremeant {9 congistenk
with the speciflcatinm set forth by
Congrass o saction 4[a)(2] of FCLAA.

{Commuont 141 A Faw commeants
axpressed the balief that thers was no
adequate justification for the st of
space mandatad for the new ragoized
warilngs [fe., 50 percant of the fiont
and back panals of packages and the top
20 percent of the area of
advarisaments). Ome commuernt noted
that Congross snacted the 50 parcant

raqud rement withont comrnittes
testimony or other fact-finding as to
whether a smaller-sized warning wiould
be affective. The commaonts asserted that
the enrrent size and placement of the
warnings on ciparette packages and
advartising have contributed to
“complats awareness levels of the
dangers of cigareiag,™

[Responsa) We disagras. A we staied
in the preambls ta the proposed rule,
aur assessment of the literatores agd our
experience as a public health agency
guppaort: the requirement that the new
warningg camﬁris& the top 50 percent of
the area of each of the front and rear
panols of cigarette packages and the top
20 pevcant of the arey of cigarelts
advertizements in the Unifad States (75
FE 59524 at 69533). For example,
resegrchers have found that largar
graphic warninps are likely to have the
greefast irnpact and that “larger (label)
siza means higher visibility and better
ability to compats with other package

elements’” (Fof. 40 at p. 30), Sinokers ane

more bikely to vecall larger warnings,
and have been found to corralate the
siza of the waminp with the seviousnoss
of the rizk [Ref. 61). One Canadian study
found that smakers judged warnings
that coversd A0 percent of the package
to be most affectve (Ref, 11). In a Now
Zealand study gawgiog responges o
different sized praphic hoalth warnings
{oné sized 50 percent of the ront of the
pack, and another zized 30 percent of
the fromk of the pack), participants
steongly praferved the lareer sized
warning (Ref. 40 at p. 31), Pacticipants
felt that the larger sized wirning was
more prominent, move likely to stand
out from product branding, and that
sorae of the messages on the front of tho
pack cernained vizible when the pack
was opexn [Jaf atp. 300 The 50 percent
raquirement alio is consistent with the
ECTC {fe., tha raquirad warnings
should cooupy 50 pevcant or taore of the
principal display areas of paclkages],
which was among the substantial
avidance considered by Congress when
anacting the Tobaoeo Control Act (FCTC
art. 11.1(h)). "Congress also informed its
warning rafuireirants by looking at the
use of a neacly identicel warning
requireraent in Canada ™
Commanweaffh Brands v Dnfted Stofas,
678 F. Supp. 2d 512, 551 (W.D. Ky.
2014), appeal pending sub nom |
Discount Tebaceo City & Lotiery, Inc. v,
rnited Stefes, Mog, 105234 & 10-5235
(6th Cir.).

In additlon, as desceibed sore folly in
gection ILC of thls doruoent, the
exdsting warnings have not besn
effective in comnmnicating the health
rizke of smoking, resulting 1n significaat
portions of the populatlon that

mrisunderstand or undevesHoats the
health risks of smoking. The new siza
and placement requirements ars neaded
ko increase the salience of cigavette
health warnings, which are now
congiderad “invisible, in order to
edurate the public shout the health risks
of smeldog, which n foen, can
positively inpact smoking intentions
and behaviors (Ref. 3 at p. 241).

[Comment 143] So0ma commeants
suppested that the regulation ncludae a
font size requirement.

(Response] We note that the proposal
included g requirement related to font
siza and this iz vetained in the final mle.
The final rule mandates that the
required warnings be accorabaly
reproduced from the dociument
incorporated by reference entitlad
“Clgarette Required Warnings,™ The
raquired font style and font size already
will be included in the options within
the dovnloadable files that allow the
user tn select English and Spanish
lanpguaga waming stataments,

or advertisemnents in foreign
lanpuages other than Spanish,
companiss must comply with the font
slze vaquiraments in section Hb)(2) of
FCLAA and any forimat requirements
included in the docwroemt ncerporated
by reference (see sactinn VB 4 of this
documnent]. n all sitwafions, the tawhsl
statemaents most be consplcuons and
legible as required by section 4 af
FLLAA

(Corrmwnt 143) One comment from an
indostey gron took izsar with FDA's
authority io requive the new graphic
wamnings an cigavaits carfang, cFajmiug
that Congress' intent was to raguirs the
new praphic warnings oo individuoal
cigarette packs only, not cartons. The
guboritiar recormmended that FDA
express |y axampt carfons from this

nierment,
m%ﬁagpnnae] We disagree with this
cornment, FOLAA dofines the tenm

“package'’” to mean a “pack, box, carfon,
or container of any kind in which
cigaretter ara offered for sale, sald, or
otherwiss disteibuted to consumers.™
(section 204) of FCLAA (15 U.5.0C.
1332(4]) [smphasis added]). Similarly,
saction 000[135) of the FORC Act defines
the tarm “package” to mean a “pack,
box, earfon, or container of any kind or,
if no other contatner, any wrapping
[includiog cellophane), in which a
tobacco product is offered for sale, sold,
ot othecwize distdbuted to consumers,™
[21 U1.5.C. 387(13] (emphasis added]).
Given thess definitions, it is clear that
when Congresa decided to requive
graphic warnings that occupy 50
percent of the front and back panels of
ciparatia "packapes,'” it intended for this
ramquiraniant to apply to both individual
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packs and cartona. Therefors,
E17141.10(a)[4) continues to mandste
that the required warnings Imwst
comsttute 50 percent of the left eide of
tha frant and rear panels of cigarette
cartans.

[(Comment 144] One comiment
recommended that FDA require the nine
row bextoal waening statoments,
incloded in section 4(a) of FCLAA, to be
displayed in the pame manner as the
dizplay of the existiog warnings,
because that format bas contributed to
the public being fully nformed about
the Eealt‘h 1isks of synoking.

[Response] We disagree, Ficst, 45
axplainad n section LG of this
docament, the public is not adequataly
infrrmoed about the health risks of
smoking and frequently underesticnates
thosa riskes. Second, Congress mandatad
that tha format of the new health
wenings change from the small
warndng on the side panel of the pack,
covaring only 4 percent of Lhe pack, to
health warnings that “comprize the top
§0 porcent of the frant and rear panels
of the package” and “at least 20 parcant
of the avea of the advertisement.” (15
.5.C.1533(a)2) and (b)(27). This ic
consisteant with the FCTC (FCTC art,
11.1[b]). Therefore, we dacling tn
change the format of the required.
waenlngs from that incladed in the
proposed rule.

(Comment 145) One comment
suggested that the reguivod warnings on
cigaretle advertsemeants cover at least
50 peroent of the adveartisement's
principal surface and match the
advertisement's primary language.

(Eesponse] As stated in the preambla
to the proposed rule and ag reguired by
soction & of FCLAA, § 1141.10qfh][5]
mandates that the required warnings
nafmprisa of least the top 20 percent of
thi avea of the advertisernont, Seqtion 4
of FCLA A alsa requires that the wacning
slatament appear in conspicuoms and
lagible type. At this ime, we conclude
these regquirements are sufficient to
s that the required warnings are
appropeiataly clear, congpicucus, snd
legibla by consumers.

Morsover, as stated in the preamble to
the proposed rule and as indicatad in
section [V.C of this documaent, while the
textual poction of he required warning
in a cigarette adwertisemeant must
generally be in English, if an
advertisement {2 presentad in a language
other than English, the taxtual portion
af the required warning most ba
presented in the languape principally
tsed in the advertizament [see
g 1141.10(k){ 2)(i5)), Thetsfors, we have
determined that modifications to the
codified text are not necassary.

[Comment 146) Propozsad
§1141,1002](5) provided that the
“reruired warning shall be positioned
ginch, that the text of the required
wpning and the other information on
that panel of the package have the zame
orienlation.” One corpment expressed
concern that this provision could be
problematic if # poamufaciurer places the
brand pame ad other information
vertically on the front and/or back of the
cigarette package The conument
hiliared that this provision would
raquive the warning, or the text of the
warning, to appear gideweys on the
clgarette packags.

Response] The intent of this
provision is o emsure that the textual
statexnent in the requived warning and
olnar indoomation on the front and reae
panels of the package have the sane
ovientation. As explained in the NERM,
this will in turn ensue that the
warmnings are noticed sod read by
consumers that aes reading the other
information found on the package (75
FE 60524 at 59537). Therafore, in the
wnsuel cireomstance whers a
mganfacturer chooses to plage itk braond
name or other information such that
viewers do nat read along the horizontal
axis (fe., from left toright] fo read this
information, the menafacnrer must
place the ragquired warning in the same
oriartation.

[Cornoent 147} Two comments
#irggestod that the FI1A require health
warnlopgs on 100 percent of ondy the
front or the rear pane) of the clgarstte

ackage.

[Response] We disagrea. First, section
4[a)(2) of FCLAA specifically requires
that tha cigavetts health warnings
“comnprise the top 50 percent of the
front and vear panels of the packags.”
Sacond, Article 11 of the FUTC gtates
that the healfh wamings “should be
50% o pove of the principal dizplay
areas but shall be no less than 305 of
the principal display areas" (Rel, 60].
FDA'R new warnings implement
Croogress’ directive and are consistent
with tha FCTC.

[Copument 148] A few comments
suppaated that FOA require health
warning statemenks on cigaretbe papers
and/far filters.

(Rasponsa) We decline bo requine
wamnings on clgarette papers and/or
filters. In soction 4(d] of FCLAA,
Congress directed FDA to issue
ropulations to require colar graphic
images bo accompany the warnings
gtateonents roguired by section #fa)(1) of
FCLAA. FCLAA requires that the
gtatements bo included on
advertisements and cigarette packagee,
not individual cigarette papers or filtars,
While swe muay be able to requice

warnings oo papers or filters under
other authority, that is outside the scope
of this rulemaking.

[Commuent 1491 One cornonent
sugposted that FDA amend the
regulation ta prohibit diatribatars from
chscuring any portion of the warning
label wit% TEVEE STANpS. :

[Roapones) As wiitten, the propozed
rule wonld prohibit distributors fravn
ohgouring any portian of the required
warning with revenue stampa, Cigaratta
packages must comply with the
requirement in § 1141, 10(a}(3) that the
new required warrings ba clearly
visible. Marsover, bn orde for the
requiced warnings to appear
eongpicuonsly and legibly as mandated
iy gaction 4 of FCLAA, the watnbnge
mrost not be obscured, Thus, if the
placement of revenue stamnps by a
distributor causes the reguirad warnings
to not be clearly wizible ar lagible, the
distributor wrnld be in violation of
these regilations. Therefore, we do not
apea that arcy rovislons to 5114110 ara
NECHasary.

(Comument 150) One comment
supgested that FOA require the use of
onserts affizced to cigatette packages in
addition to the new vequired warnings,
stating that they wouild enbance the
effectiveness of the new health
warnings. Siodlarly, another comiment
stated that, in addition to the new
raqulrad warnings, FDA should requira
that clgarette pa B Contalin insarts
with animated warnings containing
supplemantary ar distinet warning
messagas to enhance the avarall
warting Impression and [urther eagage
indivlduals.

{Response) A requirermnent to add
onsarts or inserts iz bepond the scopa of
thiz rulemaking and, therafore, we
decline to require them here,

[(Comnient 151) One comnoent stated
that there is no empirical hasis for
cemcluding that the nine wamiog
stateiments required under section 4 of
FCLAA should be writton in large faxt
on the front and back panels of packages
in order to convey the health risk
information.

{Response) We disapres with this
comment and concluds that thera 1s a
sufficient ernpirical bazis for concluding
that the warning statements shoald be
in large text that iz conzpicnons and
lagible. Research has shown that
incecasing the salience of warmings
increases the likelithood of consumers
reading warnings and that the sallance
of a visual warning can be anhancad by
uslng large, bald print (Bef. §2]. In
addition, after Australia changed their
health wamings to six rotated textual
warnlngs with a cessation resomrce and
additional explanatory bext bn 1245,
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rasearchers found that the increased taxt
3120 was the most saliont feature [Kef.
63). Furthexriors, the JOM Report,
which provides a sumrmary of the
available research on the sfficacy of
graphic warnings, found that Lavger,
graphic health warnings [inchediog largs
taxt and a large graphic) would promots
preatar public knowledge of the health
risks and wonld help reduce
consunption of tehaoce ?mdm:ts [Ref.
3]. The placement of the lyges text and
praphic image on the front and back
panels of cigarette packages i
congigtent with the FOTC, 1.e., that
health warnings should ocoupy 50
percant o more of the principal display
areas of packapes (FCTC art. 11.1(b)).

{(Comment 152) One comment
claimed that the format of the new
required wamings is incongiatent with
FIA's warning labwal ragims. For
excample, the convaent stated that eien
for wery severe risks, the drog
regulation: do not require warning
informatiog to appear in large text ar to
occupy a large portion of the packaging,
The commaent also noted that, io dmg
advertising, the FOA requires impoctant
rigk information to be included in a
saetion of the advertizement antiflad
*"Briaf Sumimary.”’

(Respanas) We have acknowledped
that the wearndng requirements for
cigarsttes ave, and should be, different
than the warnings for other FDA-
regulated products. As we axplained in
the preamble bo the proposed rala, “{1)
The warming information for clgarsttes
is diffevent in its applicability than the
warning information for other products,
(2] the disclosure wequiremnents for other
products hava a differsnt purpose than
the ciparette wamlongs, and (3] the
mechanisms for exposurd to warndng
information are different for tobacco
produoces than for other products FDA
repalates'” (75 FR 59524 at 69599).
contrast to medicel products regnlated
by FOA, thera is no population that
cigarettes ara medically apg{:rctl‘priate for,
and there iz no safs method of weing
ciparettes; the requived warnings for
thess products thus have an inhavantly
diffarent purpose than medizal praduct
warning informalion. The different
warning schemes that apply to tobacco
products versus medical products are
necessary to most effectivaly
communicate the haalth viska for
tobacco products and for other FDA-
ragulated products.

Comraent 153) (e commuenk
claimed that FOLA dld not prawids an
adequate justification foo racpiring the
same health warhing messages n
nultiple media, ncloding print
afvertisernents, point-nf-sale displags,
cartong, and the front and back, ::.?

individual vigarette packs. This
consmant claimed that the publication
of health warning mezagges in multiple
media will not foster giwarencss of the
information (bacause it is alvaady
known} or belief in it [bacauss it is
already believed).

(Rezponse) We disagree. As eeplained
b section 11D of this document, despite
eisting warning requirements on
packages and io adsrertizements,
consumess lack knowledge of the health
risks and undereztimats the health risks
of smoking. It is cxitical that the
negative health consequencas of
ciggeatie smoking, which 1s the leading
cansea of preventable death and disease
in the United States, be clearly,
accurataly, end effectively conveyed in
il advertsmmerts and, on aff cigaretta
packages sold ar distributed, in the
nited States. .

This is consistent with the
vequirements of FCLAA. As explained
mora fully in response to Comment 142,
FCLAA's raguirements apply to
cigarette pac g (including cartons),
and ta advertsaments generally,

Further, with its pazsags of the
Tobacco Contrel Act, Congross notad
the pervagiveness of tobacco adwartisghng
andf;mw it imipacts use, especially
promations directed to attract yonths to
tobaren producty, and found that
comprahensive advertising restrictions
will have a positive affect on the
smoking rates of young peopls (section
2(15) and 2{25) of the Tobacco Contynl
Act), Therefore, the requiremnent that the
warninge appear in all advertisemants,
rigardless of the medinm used for the
advertisomant, iz also consistant with
Congress” intent.

[Cornment 154) One comment noted
that the Federal povernymant wacnings
on aleohalic beverapes are vagndatad on
packages only, presentsd in sinall font,
and not required on tha promboet faces
of containers or packaging, According to
the comment, this suggests that
Congress believes a confipoation like
the one for aleoholle haverages also
would be sufficient for cigaratts
warnings, particulacly givan the gwre
widespread use of alcoholic hovarayes
in thiz country.

(Response] %Jﬁ dizagros. Congross
clearly ntended for the warrdngs for
ciparettes and alcoholic baverages to be
different, as evidenced by the diffavent
statntory schemes that govarn the
wirning requirernents for cigavattes and
aleohel products. For clgaratteg,
Congress clearly et out the location of
the health warnings for clgaatts
packapes and advarHsaments, the area of
the package or advartisement that st
be covered hy the warnings and the
requirements for text and hackgronnd

eolox of the warnings. In addition,
Congress provided specific font size
requirements for the cigarette warnings
(while also affording FDA, the authurity
to initiate a rulamaking proceading to
adjust the format, typo sizes, and certain
other aspects of the health warnings
vmder sections 4(b)(4) and (d) of FCLAA
and gardion 202[b) of the Tabacca
Control Act. In contrast, Congrass'
health warning reguitements for
alcoholic haverages, publizhed at 27
L5.C, 215, do not sat forth area,
location, and color requlraments with az
onach specificity.

(Comrnent 155) One conment from en
lodividual consnmer expressed
concerne that manufacturers may alter
their packaging to subirert § 1141.10(g),
which mandates that the ragquired
warnings on packages and
advertisements wust ba rvemosable o
permanent,

(Response] The regulation, as dvafted,
shoald address the comment’s concarn.
Secticn 1141,10(c) of the final rule, '
which is unchangsd from what
appeared n the propoged role, states
that the "requirad warninps shall be
indelibly printed on or permanantly
affixed to the package or
advertigement.” Therefore, repardloss of
the tﬁ}inf packaping used by
manufartorers, all cigarelte packages
must contain reqoived warnings that ar=
irremovable or parmanantly affised to
the cigarette packages.

4. Section 1141.12—TIncorporation by
Feference of Requlvad Warningg

Praposed § 114132 proposed that two
documents, ‘'Cigaratiy Raquired
Warnings——FEnglish and Spanizh'' and
“Cigarette Hequirad Warningg—Other
Foreign Langnags Advartisemants," be
incorporated by refaronce in accordance
with 5 T1.5.C. 552(a) and 1 CFR part 51.
Deraft versinns of both docgoaants wers
made availabls in the docket with the
MR

We did nat receive comrasnts

arding the use of the incorporated by

reference mechanizim provided, in 5
1L5.C. 552[a) and 1 CFR part 51 and the
proposed codified language, or
refarding the twe dreaft docioments
proposed for incorporation by refaence,
However, as explained in saction V.B.3
of this document, the matertal that was
gm_pnsad to be contained o the bwo

oeurnents entitled 'Cigavatte Ragquired
Warnings—English and Spanish' and
"Ciparette Requirad Warnings—Cther
Foreign Languagse Adsvectisemeants' iz
now contained in a singls document
entitled '"Cigarette Requived Warnings,"
A a result, we have mards
nonsubstantive changes to the language
used in §1141.12 to lndicate that we e
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incorporating “Ciparette Required
Warnings'* by reference {rather than
"Ciparette Required Warning:—Enplish
and Spanish” and "Cigarette Bequired
Warnings—Other Foreipn Language
Advertizements*], Im addition, we also
have updated the incorporation by
reference document to include the final
electronic ftiles ® for the required
warnings and to add additional formate
und instructions for regulated entities to
use to place the required warnings on
various zizes of ciparette packages
(including cartons] and in different sizes
and shapes of advertisements, as is
discussed in more detail in gection ¥1 of
this document.

"Cigarette Required Warnings,"
including the electronic files for all of
the required warnings and the
instructions for their uze, is available
from a variety of spurces. For examples,
thiz mategial iz available on a Web zite
located at hitp:/fwww. fda. gov/
cigerettewerningfifes. [n agsiﬁun,
regulated entities can request a copy of
*"Cigarette Required Warnings" by
submitting a request to FDIA at the
following e-mail address—
cigarettewarringfiles@ifdo. iz, porv—or
by contacting the Center for Tobacco
Products, Food and Drug
Addministration, Office of Health
Communication and Education, ATTN:
Cigarette Warning File Roquests, 8200
Corporate Blvd., Eockyille, kD 20850,
1-877—4CTP-1373.

5. Section 1141 14—Mishranding of
Cigarettas

Froposed § 1141, 14(a) provided thes e
ciparatte shall be deeroed to ba
mmisbranded wolagas ity lebeling end
adeertizing bear one of tha raguired
warningy. Undes section 003(a][1) and
(a7} A) of the FD&C Aet {21 T1.8.C.
Fa7cla] and (a)(7IAY, & fobacen
product, mecludiog a cigarette, is

5 A dececrlbod o zectlon WA of thiz docuoroent,
the final eleclronic files for the Téguired wamitge
arahull ke Burapsulalsd PoslSeript {.aps) Hles,
which s  Farmaan thal, is commeny vsed by
prafesgionel printers. Beceusa members of the
puatelic may tot have softeacs et can aaslly view
theas filoz, veo ura placing in the dockst Rek 64,
swhich iz compoead of . pdfveralons of each of the
formals for each of the Bnglish aud Spanich
Langnage requirad warninga, s well os the
insioucllons contained in "Cigaretts Raguioad
Wearnings.” We nols, howerer, that gse pdE fles
do not bave the aance fonelionall by as tha .eje Oloe.
Cndike pf files, eps liles laves sepacale layers foe
test and images end e wee of thoes layers con be
manipolaled by peers. In addition, pdf fles e ot
included for foreign langunge advertizement
warnings [olhee than Spendiel] becanss aglaled
onlities aré rerpansille (e penacling 4 boos 2od
acourala kranelaton of e Leciual waening
s balensmnd 1o e regoived Langousgs for such
warnings, ond (hue tho finol verzions of zuch
rathings are oot contalted (h “Cigarelt Eegulradl
YWaminge.”

deamad yizbrandad if its labaling or
adirertizing 1s false or oisleading in any
particular. Under section Z01{n) of the
FDEC Act (21 U.5.C, 321(n}), in
determining whether something is
misleading, it: "Shall be taken into
aceount ¥ ¥ ¥ not only representations
miade or sopgeeted. © F ° bt also the
extent i which the lsbeling or
advertizlog falls to veveal factz = * =
ynatarial with respect to consequences
which may result from the use of the
article b which the labeling or
advertising relates ¥ * * under euch
eonditions of wie a5 are COSTMACY o
usnal.” As explained jo the NPEM (75
FE 9524 at 69534), the requived
warnings are clearly material with
raspact o consequences that way result
froin the use of cigarettes,

Proposed § 1141.14b] provided that 4
cigaretts advertisement or package will
be deemed o include a brief staternent
of relesrant wiamings for the purpogas of
paction Q0A(a)(#) of the FD&C Act if it
beas oo of the required warnings. It
alsn proposad that a clgavette
disteibuted or offered for sale in any
State shall be deemed to be mishranded
under section 903(a)(8] of the FDE&D Act
unless the manufactorer, packss, or
distribtor buchedes in all
adwertisernents and packages knsued or
caiged to by issued by the
mannfaciucer, packer, or disteibutor
with Tespect to the cigarette one of the
required warnings. We received lwo
comunents on the issue, which we have
surnmarizad and responded to in the
following paragraphs,

(Comonent 156) One conment from a
fobaceo product manifacturer stated
that FDrA should replace the word
"labeling’” with the word *'packages" in
§1141.14(a). The comment indicated
that FDA shoald avold neing the wond
“labeling' ecanse that term bas &
broader meandng tmder the FD&C Act
than it dosz wder FCLAA, and
therefore its use o dhe regulation conld
create nnnecessary ambiguity, The
cotnment also stated that FCLAA only
reqau.ires warnings on ciparette packages
and advertisernents.

{Response] We agree that the
requiremeants for inchwion of health
warnings set forth in FCLAA apply to
pach packega (fe, pack, box, carton, or
contalner of any kind in which
cigarettes are offeved for sale, sold, or
ofharwise distriboted to consumers] and
pach advertisement of cigarettes, The
package warnings required by FCLAA
ara one part of a prodoct’s “labeling,™ as
the teem “labaling™ encwmpasses the
package label. We have revised
§1141.14(a) to replace the word
“laboling” with flw word “packages” for
clarity. We note, however, that section

903 of the FD&C Act, *Wisbranded
Tobaceo Products,” provides other ways
that tobaceo products can be
mishranded that extend to tobaceo
Fmducﬁ labeling as well az package

abwels ard adwertising. Therefore, in
addition to complying with the
vequirements of FCLA A and Lhis rule,
vagulated entities must comply with the
requirernents of sechon 903 of the FD&C
Art to avoid mishranding their tobacco
products,

([Crmment 157) One comment foon. a
public health advocacy growp atated that
clarifyring changes ghoald b made to
the langosps io § 1141.14 to ensure the
ragulation accomplishes its intended
purpose. Speciflcally, the cornment
stated that cigarettes can be deemed
misbranded under the FO&C Act unless
they mest a number of criteria, and that
not all of the eriteria velate to health
wanring raquiremants, Thus, a regulated
safity could comnply with the warning
raguireimants, but its cigarette product
could still be deemed misbranded under
the FO&C Act if it failed to meet other
criteria in section 903 of the FOEC Act.
The comment supgested the langoage n
saction §1141.14 shoold clacify this
poiat.

(Response] We agrea that cigarettes
can be desmsd mishranded undar the
FD&C Act for a oumber of reasoms. We
also e that, although complianes
with the requirements of part 1141 is
necessary to coroply with certain
provizions of section 903 of the PDEC
Act, this doss oot goarentes that a
ciparatts product satisfias all the
prowsions of seclion 903 of the FD&C
Act. Howewer, we do not agree that
changes to the codified text at $1141.14
are necessary, as the text doez not
indirate that cigarattes will et ba
elpeomed, poigtranded for gy resson i
they inclode reguivad warmings, bt
rather thet cigavattes will be deemed
rnishranded if they fail to include
reguirgd warnings.

. Section 1141.16—TDisclosunes
Bagarding Cessation

Section 1141.15 of the NERM
proposed that one or more of the
required wamings include zpecified
information abgut an appropriate
smoking cessation resource, As
explained in the NPEM, the goal iz to
provide a place whers smekers and
ather merabers of the public ran abtain
smoking cessation information Fom
staff trained specifically to help smokera
quit by delivering current, unbiased,
and evidence-bazed information, advice,
and support. The NPEM identified a
nutrnher of possible alternatives for &
cessation resource, including use of an
existing or new guitline ar Web zite.
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Althovgh we did not inclode a specific
pessaton, resouree on the proposed
Images published with the NPEM, we
proposad that the finel rols wonld
melnde ooe or roore requived warnings
containing a cessatlon resource. We
proposed that the resource noust meet
gpecific criteria desipned to ensure that
the cessation informabion, advice, and
support provided are unhiased and

i a-based.

Ag caplained more fully in the
following paragraphs, we have decided,
baged oo our suthority in section 906(d)
of the FD&C Act, ta require that all nine
required warnings refer to a cegzation
resource, and we have included this
resouree in the nine graphic warnings in
""Cigarette Required Warnings," which
is incorporated by reference (AR
document) as described in section ¥.B.4
of thig docurnent. Thiz final rile
specifias the criteria that will be
required of any responaible entity
providing services through the chosen
ceszation resource. The resource we
hawve salected is the existing National
Nelwnork of Tobacco Cessation Qmitlines
{Metwork), which uses the telephone
portal 1-800—UTT-NOW, This
telephone portal, provided by the
Mational Cancer Institute [NCI), towtes
calls to the appropriate State quitline,
bazed on the area code of the caller, The
Melwork includez a desipnated quitline
run by or on behalf of each of the 50
states ag well ag the Digtrict of
Columbia, Puerto Rico, and Guam
(hereinafter referred to as “State
quitlines" o *“State-run guitlines').? We
conclude that this resoures will provide
the broadest aceess for smokers
throughont the United States to
unbiazed, evidenee-based cessation
information, advice, and support. The
Centers for Dizeaze Control and
Frevention [CDC) already provides
significant snpport and oversight to
these Skate-run quitlines. Beginning
with the effective date of thiz rule,
CDC's conperative apreements with
State health departments will spacify
that the State quitlines must mest the
criteria described in & 1141.16(b) to
qualify for cezsation [unding under the
cooperalive apreement. HHS will
raonitor the quitlines far coinpliznes
with the criteria, and if it deterimines
that a State quitline doss not meet the
criteria, it will take appropriate steps to
bring the State quitline into compliance,
What is appropriate will depend on the
circumstances of the particudar
zituation. For example, it might involee

talle 1o 1-800-0UIT-H0OW Eow 1.5, errilaries
Fhal do noLiurrently Dase 3 quillioe (&g, e 005,
Visglu [alends or Awerican Samoa] ere rauwled to e
gyuillive Bhatis roo by NCL

CIHG weork g with the Stake quitline to
angurs staff sea adequetely trained. If
warranted, if could also include more
gorious measures such as CDC working
with NCI to ve-route calls to another
resource. Becanse the record indicates
that quitlines that sre members of the
Metwork generally comply with the
eriteria already, we anficipats that any
roegsures to bring quitlines into
compliance will bo cara.

a. Retionale and auihority for
requiring inclusion af a cessotion
rezource. The WPRM explained that
reducing the nunther of Americans who
smoke by increasing the likelihood that
srookers will quit emoking would

rovida gubatantial public health
Eauaﬁts b veducing tee Lfe-theaatoning
consequences assoclated with contined
cigarette use. The NPEM also cited
studies finding that health warnings are
more effective if they are comhinlgﬁs with
cessation-related intonnation.
Congaguently, FDA proposed raquicing
infrornation abont an approprizke
smoklog cessation rasmirce undar
section 90&(d) of the FD&C Act as
appropriate for the protection of the

uhtic health (75 FR 69524 at 69540

uph 69541). We received a mumber

of cormments tegarding oo tationals god
auihocity to wegquivs 4 cassation resowres
oo the graphic health warmnbogs, which
wa summarlzged and responded te in the
following paragraphs.

[Coroment 158] A large majority of
comraents that addressed the issue
strongly supported inclusion of &
ceagation resonrce onoall the raguived
warnings, These include commants
froun pablic health advocacy geoups,
madical organizations, academics, State
and local public health agencies, and
representatives af quitlines. The
comments pmvideqcll a vaviety of reasons
supporting inclusion of 4 cessation
resouroa on the reqoired warnings.
hlany comments assarctad that a majorty
of smokears want to quit, and referring
smokers to a smoking cessation rescurce
will help thesn to quit. Some cormments
cited statistics reparding the munber of
smokers whe actually attempt Eo quik—
about 40 percent of apokers tof to oot
in g calendse yesr—and the wvary Low
percantaps of siokears who ave
surcessfol—85 parcant of those wha tey
bo quit on their own relapse (cihng. e,
Ref, 65 and Ref 68). Ome conument from
a State public health agency asserted
that smokers contemplating quitting are
mativated by smoking cegsation
messages to call a State fobacco quitline.

Many comments argued that
including a cessation resource is
consistent with the goidelines for
implementing Avticle 11 of the FCTC,
Onee comment also stated that including

f cagFation resonroe would be conststent
with Artlcle 14 end Asticle 12 of the
FCTC. In additlon, muomerous comments
cited evidence frorn ather countries,
particularly Australia, New Zealand, the
MNetherlands, Brazil, Smgagure. and the
Uniled Kingdom, whete adding a
simoking cessation guifling womber to
chyrarathe warnings signifcantly
increasad calls to the quitline [citing,
&g, Refs. 67, 88, 68, 70,71, 72, and 73).
As one comment noted, these results
show, consistent with behavior change
theory, that providing & quitline mymber
may be a critical componant of the
rati.uirad i thal Sailitafes
bebaviaral artion. According to one
conrnent from an acadmmic institution,
an evaluation of the impact of including
a supportive cessation message
accompanied by quitling mumbers and
Web-based ceszation Information in
g Ergpedan sonntriss (Denogprk
Franca, lealand, The Metheclands,
Worway, Poland, and Sweden) fouod a
slgoificant incraase in quitline call
volume in all countries except Norway,
Ome cornment from a submitter
representing quitlines stated that it is
feasible for the cigarette industey to
tncliude 8 cogpalion MBEnrce o avE
package of cigamttas, noting that
approximately 20 natlons currently
require a quitline number on theic
tobacco packages and advertisements,

Iiany comments cited statistics that
gmokers who uge evidence-bagsad
serrives of telephone quitlines hacve a
e 10 theas tiows higher vafe of sucress
o roitting than sookeas making
unassisted guit attempts {cfﬂ'n% e.%..
Ref. é6). One comment from a loca
public health agency asserted that
media campaigns and cducational
efforls, while effectiva, still do not reach
all srnokere. Aconnding to thik commant,
after extangive guireach, ahoul 25
percent of stookers 1o that city had
never hedrd of the quitline being
promoted and 25 percent of simokers
reported that it is not easy for a person
interested in quitting smoking to obtain
information about ways to quit,

Sewaral conmments noted that the
purpogs of graphic warniogs is to
Inform smokers about the csks of
sinoklng and motlvate smokers to want
bo quit, but this message will be more
effective if there is information in the
graphic warnings on how smaokers can
obtain help quitting. Some cormments
argued that health wambogs awoald not
jugt inform grmokers ahout the dangers of
tobacen use, but also provlde assuraoce
that gquitting is possible and assistance
is available. One comment cited
regearch that shocking, fear-arousing
irnages can he more effective when
combined with encouragement or
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ernpowering messages [ofiing, o.g., Raf.
74). Ancther comment from an
aradentic institution claimed that when
eople perceive that there is a stralegy
ur S:.em to take positive action ko
Tedure the threat in 2 fear message, fear
appeals suecassfully changed health-
T d attltudes and behavicrs (citirg,
eg., Refs. 75, 76, 77, and 78), Howevar,
if people do not beliesve they hars an
effective means of avoidiog a theaat,
they may suppress thoughts aboat the
rigk, and, a8 4 vesult, oot process the
threat infomnation (citing, e.g., Refs. 79,
B, wod A1), As one comment from an
acgdamic institution explained, wnder
fear appraizal theory, 4 tear
commaunicabion messages will cense
aversive aniety, which londividuals will
try to ameliorata threogh bohaviers that
reduce the perceived thraat. This
cominent assertad that the posibve
affacts of a fear message depend upon
the existence of an available coping
option that is perceived to be potentially
effectve at regu(:in,g the thoeat. o
addition, comments cited research that
smokers may be more likely to athempt
Lo quil wwhean they kaow a quitline is
gvailable [Raf 62).

e coanmeant frorn a submitter
reprasenting a State quitline claimed
that health care providers are yaors
likaly to address tabaoee wse in their
patients when they know of an affaclive
program to which they can rafer their
patients, snd that adding a cessation
resourcs o tha reguired wamings will
dramatically increase awarensss of this
razouica. Several comments: from
gubmitters representing State guitlinas
naled that they receive raferrale from
rlinicians via fax refecral servicas.

One comment from en acadernic
researcher subimitted results from a
study that tested ona of the pru]li:used
required warnings icluded in the
proposed rule with and without a
cegsaton resource. This stoudy found
that when youth and adult participants
werz asked to rank crdan six rnages
tested for usa with one of the warning
statements, baged oo which image
would be most ettactive for discouraging
gmoking, the lmage with the cessation
Teydnroe was ranked as the most
affective by more study parlicipants
than any other image.

(Respaonse) Wo agree with comments
that there iz stromg support for including
a smoking ceszation reeaures on the
reqguired warnings. As requived by
zachon S06[d) of the FDMC Act, we find
that additien of 3 cessation vesource is
appropriate for the protection of tha
public health becauss of the benefits,
and lack of risks, to the population as
a whole. This is dus, in part, to tha
Increased likelihnod that exipting

sinokers will become awsars of the
cessation resource and, consaquently,
the increased kalihand that exdsting
smmekors win want e goit will be
sueressfil Ivis also due to the
likelifiood that the veference to a
grooking cassation resource will
enhance the effectiveness of tha
warnings required under FCLAS at
conveying information ahout the risks to
health from smoking,

As stated in the cornmants, the
majority of simokers want to quit and
about 40 percent of smokers attempt o
guit egch year. In addition, the warnings
requived nnder FCLAA and this
ragulation convey informalion aad
promate greater underatanding about
the significant health risks associatad
with smoking, which will Hkely lead
additicial srwkers o decide that they
want 10 quit smoldog to address these
rigks, Also, as dizcussed in the
comments, the vast majority of those
atiompts are unsuccessful, By including
a cessation Tesource on reguired
wamings, the mary sinokers who want
to quit will recefire nformation about a
resonres that, hus bean demonstrated to
e affactive In helping smokers to quit
(go0 sacton V.E.6.c of this dorament],
Media carnpaigns are helpfol in
vaaching some smokers who want 10
guit, and can be used in conjunction
with the inclusion of a cessation
resource on the required warnings. It is
impottant o snsure that this
inforpation reaches a broad number of
sronkers. lnclusion of a cessation
razource on the required warnings is
likely ta have a broader reach than
nuedia campaigng alone. The evidence
fromn one comment is that, oven after an
extensive medin carapalgn,
approximataly one quarter of smokers
gurwayed wera nat aware of the
evistence of the quitline or that help
was available ta obtain information
ahout ways to quit. The cessation
information will be thers sach time a
congumer looks at a package of
ciparettes ot a cigaratic advertizeraent; a
pack-a-day smoker potentially would be
axposed to the cessation information
ranre than 7,000 tines per year. This
avldence highlights that ciparetis
packages are nzeful commnnication
toals for ensoring that moekes are
aware of ceseation resources.

Based on expertance in other
erntries, we anticipate that including a
refemanca to a cessation resource as part
of the raquired warnings will increase
tha utiligation of that resource, hiang
farmign countries have included
cessatinn resources on cigarette package
warnings. As describad in the
covaments, thess conniries have
generally exporienced a large incroase

the number of calls to the quitlines
following their appearanca on cigarstte
packages. For exanipls, in the
Metherlands, the mumber of calloes to
the quitline inrreazed moce than
threaefold after a smoking cessaticn
raegsage (Ask for help with smoking
cassation™) and the national quitline
number were included on cigaretts
packapes (Ref. 72]. Similarfy, in
ﬁust?f]im the svinber of calls to the

uitline nearly dovhled, compared with
Em previous 2 years, followlng the
fntroduction of new color graphic
warnings with a prominent quitline
numher. The increase in call voluwme
pecsisted in the following year, although
it war about 40 percent lower than in
the year in which the graphic warnings
were first introduced. Although there
was a sories of mass media campaign
activities that accompanied the new
praphic warmlngs, one study concluded
it was vary unlikely that the mass media
campaign dlone explained the obserad
increase in calls becauge the
introduction of the graphic warnings
had an independent effact (Ref. @7). In
Mew Foaland, after the introduction of
phctorial warnings with a supportive
ocessation message and quitline
information, the averape number of fewr
rnonthly calls increased and the
percentage of fiest-time callers who
reported obtaining the quitine aumber
from tobecen product packaging
dovihled (Raf 8%). In Brazil, there was a
prograssive increase in calls to a
quitline in the & months following the
requirenient for praphie warninge and
the inclusion of & quitline munber on
cigarette gackzage&. Interviews with
people who called the onitling showed
that ower 92 percent kosw about the
quitline aumber becanse it appeared on
cipavetta packs (Ref. 73). We also notes
that Canada has recently proposed
including a quitline uum\l:::ﬂr on the
graphic warnings that will appear on its
paclages,

Although we g wot awace of any
studioe regarding the mclusion of
segEaiion information on graphic
wirnings in cigaratte adwertisements, it
seamns likely that adding a reference Lo
a cessation resource to cipanstte
advertisements would have a simila
effect as inchuding the wefecance on
ci%ﬂr&tt& packages,

nelusion of a cessation resource on
the recoiced, werniogs 1s also consistent
with the advice of the FCTC. Although
the Unifed States has not yet ratified the
FCTC and therefore is not bound by the
treaty, the United States is 4 sighatocy
and the Guidelines for implementation
of the Treaty pravide further sapport for
the inclusion of a cossation resourca.
The Guidelines for implementstion of



Federal Register/ Vol. 76, No. 120/ Wednesday, June 22, 2011/ Rules and Regulations

J6643

Article 11 of the FOTE (Packaging and
labaling of tobacco products) explain
that the provision ofadvice on cessation
and spacific sources for cessation help
an tobacco packeping, such as a Web
site address or a foll-fres telaphone
number, can be iraportant m]:l)'lelpi:ng
tobacen users to change their bahavlar,
and is expected to increase demand for
cessation-related services,

In addition to providing information
1o lncraags the [Tkelihood that smokers
will becorne aware of the cessation
resource and uss it to successinlly quit,
including a cessatlon resowres will glso
help to make the raquired warnings
more effective at conveying infarmaiion
about the health risks of smoking. As
noted in the MPEM, studies have found
that health wamings are moore affactive
when they are combined, with cessation-
related information (75 FR 69524 at
£9541). Risk communication resaarch
indicates that messages that avouse foar
ghout the health risks of smeking shounld
ha combined with information on
conerete staps that can be taken to
raduce those risks (Ref 81 (Megsapes
that arouse fear “appesr to b sffective
when they depict a significant arad
relevant threat * * * and when they
putline effective responses that appear
eagy 1o avcomplish * ¥ =] see also
Ref. 55 (explaining the importance of
givhop smokers who are motivated to
auit smoking upon seefng a graphic
health wamning an Linvmadiste way o act
on this opulse and access cassation
assistance]). In addition, the results
from one study conducted by an
acadawic regearcher and submitted to
the docket alzo gopgest that adding a
cassatlon vesourea o the vaguined
wamings ls baneficial Whes onth and
adult participants were asked to renk
order six images (including one Image
with and without a cessation resource)
tested for uge with one of the warning
statarnents, bazed on which imape
would be most effective for discouraging
smnking, the fmepe with the cersation
rasource was ranked as the most
effzctive by move study participants
than any other image.

(Comment 159) Several tobacco
industey comrments claimed that it was
difficult to eormment on the issue of a
cessation vezource, becawse the
proposed rale did ot identify the
asource FOA proposaed to vebatenes or
supgest alternative rosourees from
arnong which FDA wonld chaoosa.
Tobaceo industry comments also
claimed (hat the NFRK did not indicate
how FDA praposed to reference the
Tesnre o ntegrate it into the
praposad waening ingges, For these
reasonsg, some fobeceo fndustiy
eomirants confended that the MPRM

did not provids adequate natice for
requiving nchagion of a cessation
rasoviroe, and that FDA should nat
raqitire a cepsation tesoutce without
providing o additional epportunity to
copunent o 2pecific proposed ceszation
Tasorias.

{Response) Wa disageae. The
Administrative Procedure Act raguires
that a notice of proposed ralamaling
inchude “either the terms o substance
of the proposed rule or a description of
the subjects and issuos insolved™ [5
U.5.C. 553(b](3)). Consistant with this
requirement, the NPEM provridad
adegquate nofice that FDLA was
considering the inclusion of &, cegssaiion
resource in the requirad warniogs and
the factors it would considar in
choosing a specific smoking cessation
resource. Proposed § 1141.16
iﬁ:ciﬁcally stated that one or mors of

required warnings “shall include g
refersnce to a stoking cessation
assistance resource” (75 FR 68524 at
69564), The preamble to the proposed
rule explained the poal "would ba to
provide a place whers smokecs and
ather members of the publlc can obtain
smoking cessation information fram
stalf trained specifically to help sookers
quit by delivering unhiased and
eridence-based information, advice, and
support’ (75 FR 69524 at 59540). The
preamble alse explained the vangs of
alternatives available, including use of
an exisbing or new quitline or Wab site
(75 FR 65524 at A49540; see Smafl
Refiner Lead Phase-Down Task Foroe v,
EPA, 705 F.2d 506, 549 [DC Cir. 1984)
(" Apency notice must describe the range
of alternatives being considered with
reasonable specificity. ") In addition,
propased § 1141,16(b) identified
specific eriteria that any referencad
wessation resource would need to mest
as woll az bwo additional critecia that
the resource would need to meet if the
resource was a boll-free telephone
mamber {proposed §1141.16(d]) and twa
additional, but different, criteria that tha
resource would need to meet if it was
4 Web site (propozed § 1141.16(c]). The
WPEI further explained that the
reference to a smoking cessation
regource was proposed to “be includod
a8 part of one or more of the required
warnings and therefore would nat
appear outgide of the areas specified for
the required warning” [75 FR Bo524 at
69541]. Thus, the "notice was
sufficiently descriptive of the subjects
and izsues involved 5o that intevesied
parties [could] offer informed criticism
and comrments” [Afr Tronsporf Ass™ of
Americe v, Chal Aeranaotics 54, 732
F.2d 219, 224 (DO Cir, 1980) (juoting
Mational Small Shipments Traffic

Conference, Inc. v. CAR, 618 F.2d 819,
834 (OC Cir, 1980]) [intarnal quotations
unﬂttegﬂ.

Our vhoice of a specific smoking
caggation resource, 1-800—L Y0 TT—ROW
and the State quitlines to which it links,
is a logical autgeoth of the proposed
rule. We racalved many corrmeants that
discussed whethex FDA should uza e
toll-free telephone number and/or a
Web site. We also received a comment
advocating that the Apency include
information about contacting a
physician for halp quitting (sea
Comnant 170]. Narmesrous commmeits
identified an esdsting resource
(primarily 1-g00-0TIT-NOW] as the
preferred cessation resource for the
required warnings. As disoussed in
saction V. 1.6.b of this document, many
comraents sddressed the specific
criteria proposad for the cessation
resoures and several comuments
provided reasons why 1-B00—QUTT—
NOW meets the criterla identified 1o the
WPRM. [n addition to comments
racefired about whether to include a
reecurce gid, if so, what esource, as
discussed in section VB 6.4 of this
documant, the proposed s was
sufficiently detailed for comiments to
raise issues regamling inoplementation
details, such as the words suvvounding
the cessation resource.

We are penerally adopting the criteria
identified in the NPEM, including the
critaria specific 1o a toll-free number,
Our changes to the criteia ave minor
clarifications that weare informed by
conuments. Thus, the requirerneant that
the praphic warnings include a
veference to a cessation rescurce is a
lowical oatgrowth of the propozed rule
aod further notive and epportunity for
conunent is not necessary (Adr
Transport Ass'n of Amariea, 732 F.2d at
224 [“An Agency adopting final rulos
that differ from its proposed iles iz
raquired to renotice when the changes
sre 20 maajor that the original notice did
not adequately frame the subjects for
discussion. * 2 Tha agency need not
vanolice changes that followy {ugj eally
from or that reasonably develap the
rules it proposed ariginally'"} (guofing
Conrecticat Light end Power Co. v.
NRC, 673 F.2d 525, 533 (DO Cir. 1982))).
An agency {2 permitted to add specific
details to & tule n response to
commants evan if the proposed rule
descrlbed the ragpivemant in 4 tore
general mnannar [Chemioed
Manufocturers Ass'nv. EPA, B70 F.2d
177, 202 (5th Cir. 1959) [finding that
EPA provided adequate notice for final
rule ap]iulemdices, vne of which
astablizshed [hmits for the discharge of
certain metals, even thouph the
appandicss weare not incloded in the
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praposed vula, begauses thera was
adequate notics that tho agoncy was
considaring establishing Himitations
“and this was all the APA demands");
Trans-Pacific Freight Conferance of
Jopan/Korea v. Federal Maritime
Conmmn'n, 550 F.2d 1235, 124844 [DC
Cir, 198000 Foding that, the fioal role
mugrely eonmergbes mores spacifically the
type of information which the
Commisslon saught, but parties were on
naotice that a requirement of more
detailed reports was under
considaration)).

b. Criteria for cessabion resanree, The
MPREM included three paragraphs in
propoged §1141,16 detaling criteria
that wonld apply, oo an ongolng basis,
to any cessatlon resource chosen o the
final yule. The purpose of these
proposed criteria was to ensure that the
cegsation information, advice, and
support provided by the cessation
regonree ate unbiased and evidence
baped (75 FR 60524 gt 88540]. Proposard
§ 1141.16[b} descwibad 10 ceiferia that
would be applied to any cessation
rasource chosen. Proposed §1141.16{c)
described two additional criteria that
would apply if the cessation resource
chosen were a Web site, and proposed
51742, 16(d) described twvo additional
cribaria that would apply if the cessation
rasource chosen wers a toll-fras
telaphone mumber. Tn addition, the
preamble to the proposed rule provided
exarnples and additional explanation to
help clarify the proposed criteria (75 FR
69524 at G9540).

Az disengsed more folly o sectinn
Y.B.6.z of this dooument, we hare
decided that the appropriate cessation
resouree is a toll-free telephone mumber
[1-800= UTT=MOW). Therefore, our
final rule does not inclode the eriteria
proposed for a cossation resouree that is
a Web site. We have incorporated the
bwro criteris propozed for a cassation
resue that isa toll-frea talaphone
nombear inta §1141.16(b] as paragraphs
11 and 12, deletad the proposed criteria
fon a Wab site, and added a paragraph
clarlfying an 1ssue raised in the
COmrnenks.

In the Following paragraphs, we
sunrnarize and respond to comments
vagarding our general criteria for a
cassation resource, as well as criteria
ralating to a cessation resource that is a
talephone quitline. Howaver, becanse
wa ara not choosing a Waeb site as the
cassation resource, wa do not respond to
specific suggesilons regarding the
crilecia in proposed §1141.16(c) and
other comments abouat criteria for a
cassatlon rescirce that is a Web site.

[Comnment 160) One comment
suggested that the mule doss not need to
specify criterla for the cessation

rasource. Instead, this comment
proposed that FDA rely on the mpst
recent version of the Public Health
Service Guideline oo Treating Tobacoo
Use and Depandencs (2004 PHS
Guideline) [Ref, &6], The tationale for
this supgestion was that this guideline iz
regularly updated to reflect new
affective treatments for tobacco
dependence and, therefore, the criteria
would not become out-of-date. In
addition, the comment aszertad that the
2008 PHS Guideline ig the gold stendard
for tobacoo cazsation in the Thnited
States, hecause it is produced by leading
cessatinn expects, updated on a regular
basis, and published by AHS,

(Response) We agree with the
covnment that the 2008 FHS Guideline
is a valuahle resource for evidence-
based smoking cessation traatments,
Howewer, the purpoga of FDA™ criteria,
is not to refevance pardculay treatmoent
strategles. Father, these criteria are
demigned to ensure that the resource's
information, advice, and support are
unhiased and Evidence-basa:ll:.‘ By sslling
forth a requiremenl that the cessatinn
resource provide svidencs-based
treatment sheatspies, the resoocs will ha
able to sooploy neswer strategies as yadre
regsarch 15 done on the most effectie
approaches to staoking cessation
treatments.

(Comrent l?a] Eummﬁnts
representing tobaceo product
mgﬁlfamhlirlgm cIa‘i.um?fl that the critacis
get Focth o proposed §1141 16 are
mngpecific or that this socton nses
vague rminclogy. One conment
arguad that the terminology is subject to
conflichng interpretations.

[Response] We disagree. The criteria
in the proposed rule, and generally
adopted in this final ruls, e extansive
and detsiled, o addition, the notice and
coproent process gaie the pablic an
opporiuniiy to raise guestions about oor
uss and interpretation of specific texms.
‘The proposed rule provided adequats
detail for a number of comments to
request revisions and clarifications, We
have responded to the significant issues
rzized in the comments, As explained
more fully in responss to Comments 163
and 164, in the final nile, we tevized the
criteria to clarify that quitlines may
tailor their services to mesl the neads of
individual callers and added mere
explanation and examples to the
preamnble to further clarify issues mised
Eg comments. The criteria we are

opting will ensure that smokers using
the referenced cessation resource
receive unbiazed and evidence-based
services suited to their individual
needs.

(Comroent 162] Several conimernts
that supported the choice of 1—-800—

CQUIT-NOW as the cessation resouree
expressed concern that State quitlines
wronld be subjact to two sets of
potentally incongistant ragquivaments
bacansa the COC already maintains
standards for theso guitlines. These
cormmants proposed that FDA specify
that quitlines anthorized by COC for
cormection to the 1-§00—0 ) UTT-—OW
network are gualified to ba the ressation
resouroe included on the reguired
trpend s,

(Pasponsa) We baliove that it is
important to establlsh critarla for the
cessation resource as part of this rule to
ensure that the standards reflected in
these criteria will be fallowed for as
long as the e is in effect. We do not
beliowe there will be any conflict
hatwgen thess oitarig and CDC's
revpuivernents fop State guitlines that are
associated with our chosan resource (1—
BO0—QUIT-MOW). We have worked
closely with CDC regarding the choice
of the cessation resource and the criteria
that will be required. Moreoyer, CDC
will inchude the ceitecia in thiz role in
its State prantes fording regnirarnents,
atd will work with leading quitline
axpords Lo review, and where nacessary,
update existing scripting such as to
accurately reflect cureent FDA-approved
cessation medications.

[Comment 163) Many comments [rom
public health advocacy growps and
representativas of quitlines exprassed
concern ghout the criterlon 1o proposed
§1141.1860)(7] regarding providing
information, advice, and support that is
evidence-based, unbiased, and relevant
to tobaceo cessation. In particular,
comments were concerned about the
santencs in the presmble to the
prooposad rale that siates that o cessetion
regolrse cannot include derogatory
statements regarding cigarette
manufacturers, importers, distribartors,
or retailers, or advecate public policy
changes [75 FE 69524 at 69540). These
caynmenls asserted Lhat the teem,
“darogatory statsments’ 1y vapoe and
coald lead to challenges from ndustey,
Tha commants assarted that the tobarca
ndustey has ynads similar challenges in
the context of interpreting the Master
Settlement Agreement of 1998,

[Response} We disagree that the term
“derogatory statements" is vague,
wloreover, neither the proposed nor the
final weegion of § 1141, 16{h] or (i)
bnoludes that teom, Insfead,

5 1141.16b](7) statos » cospation
peacmrce tweat ' [plrovids infoometion,
adwica, and support that is evidence-
hased  unbigead (including with vesperct
o products, services, persong, sod othar
editbes], and velavant tn mhaoce
cessation.” The focus of the cessation
resonroe shoild be abont changing 2
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synoker's behavior by providing factoal
information and evidence-baged advice
and support about tobacco cessation.
Chur putpoze in adding to the preamble
the exarople gbout deropatory
statements wak 1o souphagiza that oo
chosen Cassation MEsoros ioust not
provide biasad information about, for
exaraple, tobacco companies. The
preamble ta the proposed mle
cantrasted deropatory statements as well
a8 piaterments advocating public policy
changss with fachual infonmation
ralavant to tohacoo cessation, We
conclude that this distinetion should ha
retained in the final vule. Nonastheless,
a8 discussed in the response to
Comment 164, the final rule clarifies the
distinetion betwesen providing factual
irformation, advics, and support and
providing hisged opinions or advice.

[Comment 164) Oma conomest
raprasanting quitlinos axprossed
concern that rany of the cossation
resource criteria described in proposed
%1141.16(b) and the preamble to the
proposed rule may interfere with the
ahility of coungelors at a wlephons
quitling to tailor nformation toa
spaciflc caller. Specifically, this
comment requastad that FDA dalate
many of the criteria or clarify that they
refer to the capacity of the quitline
overall, and not to each interaction with
a valler. Also, this comment reguested
that FDA, sither delete the ferm
"“unbiased” in proposed §1141,16(B){7],
or define that tecm to loclude the
concept of tailoring a call to the needs
of an individual caller. [n addition, this
comment asked that FDA remove the
word “unbiazed”’ From propossd
§ 1141 1&(d1[ 1) regaeding atafl brainiog
foor u talephone guitling,

(Responsa) We agree that this issoe
nerds to bo clarifiod. TE was oot our
1nlant that the criteria described n
proposed §1141.16 would limit the
ability of the cessation resource fo tailor
an interaction to the needs of the
individual smoker seelding help. In fact,
az digouesed below, wa heligve that oos
of the many banefits of choosiog a
talephone gquitline as the cessation
rogouee is the ability of the esoce to
tailor counseling sessions to individual
callers. Although we do not agree that
it is appropriate to delate any of the
pensral criteria or the word “nobiaged'
from § 1141 16[HI(7), we haie vevigad
the role to renrpanize the citecla
described in proposed § 1141.16(0) and
(d). The final rule includes a paragraph
{b] describing the types of services that
a ceszation resource nst provide
generally. The crileris in § 1141.16(b)(1)
throngh (hI(7) ware previowaly
desrribed in proposed § 1141.16(b)(1)
throngh fh]lf??. however, wa revissd the

introductary language to clarify that a
quitline may tailor individoal calls as
appropriate te wmeet the smoking
cessation nesds of individual calless.
Thus, for example, if a caller says that
bhe or she has attempted to gquit many
thnas and knows what to expect, the
guithine does not need to provide factnal
information about what smokers can
expect when rying to gquit. Instead, the
guitline noight focus the counseling on
practical adwice about how to deal with
conmman issues faced by users trying to
quit or evidence-based information
about affective relapse prevantion
strategles. In addition, we changed
“uzers” to smokers™ in §1141.16(b][3)
for consiztent terminology with the rest
of the paragraph.

The linal rule also conigins a
pacapraph (o) in $1141.16 that addrosses
penersl requirements for the cessation
resomice, rather than the types of
information to be provided to
eonswmers seeking information or
ageistance, Saction 1141.16{c) is
prirmarily composed of the eriteria in
propased § 1141, 16{b](3) theough [b)(10)
gnd (i2). Except for the requiretmnents
regarding staff training and the
mwintensnce of appropriate conteals,
this paragraph lists probibitions for the
casgation rasmare, For example, the
cessation Tesoarna muat not provids or
otherwise encowrages the uss of any drog
ar other medicel peoduct that FDA has
nat apgmwad for tobaceo cessation. As
described more fully in the response Lo
Comrient 166, we hugro clgrified that the
copEon rerore may tailoe
nformation aboat cagsation prodacts 0
et the particulacized neads of an
individual caller and may provide
pacticulse FDA-approvad cessation
products to callecs, besed an availabllicy
of thoze prodocts to the resource. With
respect (o the corment sxpressiog
corcern ghout the wee of the term
“umbiased’ in the staff tainiog criterion
procloding the ability to tailor
b ferrensgicn, the resisions to paragraph,
() address concerns abont the ability of
cegzation resorce staff io tallor
foforatiom to the neads of a1,
individual caller. The criterion i
pacagraph (o] about staff training, when
tead in conjonction with paagraph (h),
doos not precliude tailoring of
informafion docing ndividoal calls.
Thewafors, if s wmecassacy o delats the
term “anbisged” frorn, § 1141 16{c)(8) to
address thiz concern. We conchade that
tha revized critaia in paragraphs (b) and
(] of § 1141 16 will ersgra that the
cassation regmrce hag the Hedbility o
provide counseling ahont amoking
cepsation that is appropriats to the
poads of an, fadividual caller while sfil]

ensuring thal lhe resource doss not
provide apinicns, advice, or support
that are biased or not supported by
appropriate evidence.

Comroenl 165) One comment
represanting quitlinez suppested that
FDuA gither delate the ceiferion
describad fo proposed § 1141 16(){10)
that prohibits the cessation resource
from encouraging “the use of any non-
evidence-based smoking cessation
practices," or replace the word
*practices” with *'reatment.” This
cornrnent explained that practicss sach
as coping steatepiog fon dealing with
cravlogs have not bean as viworously
tested as medications and may nof ba
considered evidence-based. This
cornment asserted that the criterion in
proposed § 1141,16(0)(3), requiriog a
cesgation rasource to provide practcal
advice aberat how o A}Jeul with comomon
issnes faced by wgers feying to quoif,
adequately addwasses this lssve.

[Response) Wo undarstand tho
concemms expressed by this conument
and agree that a cessation resource
should be permited to discuss coping
stratepieg ér dealing with cravings [ag.,
chewing gum]) that may not have heen
cigoronsly tested in e solentific mgoner.
However, becausa the distinction
between treatment and practices is
unclear, we conclude that a broad term
gnch a: “practices” is appropriate in
arder to ensure that evigencerbased
vasearch ig being wsed o provide callers
with effactive sarvices Uslng the
broadar texm “practices’ also avolds the
possibility that definitional questions
about whether something is a treatment
will interfere with the ability ofthe
cessation resource to previde offoctive
caagation services Lo sronkers. Deleting
propogad § 1141 16(HID] corpletaly,
or replacing the woed 'practices™ with
“treatinent,™ may result in cessatlon
TESOUTCES BNCOUTAEing non-evidence-
bazed practices even though evidence-
bazed practives are available. Section
1141.16(b)(3} perrnits the cossation
reaoroe to proide practical adiice,
and the practices described in the
cormtent wonld ba congideesd
"practical advice' rather than “noo-
evidence-based practices.” In addition,
ag dizcugsed in &e comment, a
cesgation resource is permitted to tailor
aauh, cowngeling session to the needs of
the individual caller,

(Conmenent 166) FDA received several
comments relating to the cessatinn
regorse providing or disoussing
particular spoking cessalion dme
products. One cormment representing a
rognndietoer of sronking cessation drug
products suggested that the Agency
permit the resouros to provide one or
muore FoA-approved over-the-counter
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cesgation products, bal not nclode
language in the rule that prohibits the
cessation resnuree from advertiving or
promobing a pacticular produoct. ™ This
comynont claimed thet theve is evidenne
that racognizable beands of pooking
cassation products ean be foup ortant
Lools o promote cessathon [Raf 54),
Comments vapresanting felaphong
guitlines and & public health advocacy
proup vequastad that FOA clarify that
slinply mentloning g particnlge
cessathon product doss not congtitabe
advartising or promoting s pactioolsr
product, so long ag the resonrce rmakes
clear it does not recomroend the v of
on cossation product or hegnd over
anofhe.

[R.es‘funs'e] The final rule has been
revited to clarify that a cessation
resource may tailer a discussion of
cessation medications for an individual
taller, As noted in the preamble to the
proposzed rule, under the criteria the
cessation resource may provide one ot
roore FOA-appraved cwer-the-counter
cessation products, provided that it does
40 in a manmer that does not adwertise
oT promote a partirular product (75 FR
£9524 af 59540). We agree that, in the
context of individnal counseling, ane
medication may be suggested over
another, based on an individual
smoker's health needs and prior
experience with cessation medications.
Far sxample, a quitline counselor raay
tale into account warnings, precantions,
and contraindications identified in the
labeling of a specific drug product in
relation to an individual caller. Also, a
quitling counselar may suggest a
particular medication {:ased on the
caller's prior experience with ceszation
medications (g.g., not Tecommend a
medication that previously caused
sipnificant side effects or did oot work;
recommend a medication that waorked
well in the past} [n addition, a cessation
resource may provide one or more FDA-
approved over-the-counter cessation
products, based on availability of the
product(z) to the resource. A cessation
Tesource may also mention the
availability of free medication, provided
it dees 5o in 2 manner that dees naot
adwvertise or promote a particular
product. However, the resource most
not advocate or promete a cessation
praduct, such as by recommending the
use of particular cessation products or
brands over athers to callers generally.
All products that have been approved
with smoking cessation claims have
been found by FOA to be safe and
effective for the approved indication.
Even if there might be benefits
associated with brand recognition for a
smoking cessation drug produoct, we do

nat balisve thet it iz appropriate for the
ceesation recource that we includes in a
raguived warning to promote any
particular product,

[Comment 167} Several comments
proposed that additional criteria be
added to the criteria proposed in the
MPEM, One comment suggested adding
an additional ariterion that the cessatinn
régource must provide evidence-based
advice regarding the protection of
children and other nonsmaokers from
gocondhand smoke. This comment
reasoned that two of the warning
staternents address the danpers of
gecondhand smoke and the cessation
resource should be prepared to counszel
smokers who seek aszistance after
soring these raessages. Another
comment recommended adding a
criterion to prohibit the cessation
resource from pramating a tobacco
industry cessation program. This
comment claimed that research has
demonstrated that tobacce industry
spongored cessation resources either
have na effect on smoking prevalence or
actually caunse increased smoking [Refs.
85 and 86). One comment from a
gubmitter representing quitlines
recommended the addition of a new
criterion that waould require the
cesgation resource to provide proactive,
multi-call counseling services. The
somment claimed that there is evidence
these typos of services are effective.

[Response) We recognize that theve
could be additional criteria for a
cessation resource that wonld require
the respurce to provide broader sevvices.
Hrwrever, we have designed the criterla
in this final rule to focus on the
mininoum services that nst ba
provided by an effective cessatlon
resource and the minimun standards
the rezource yust meet. We are mindful
that exdsting cessation rescuces have
waried budgets and do not want ko
require additional standards that, whila
possihly beneficlal, wonld disqualify
sovne effective treabment programs that
do not have the resources o provido
these services. We note, howewvar, that
the criteria described in §1141.16 {b)
and (¢} do not preclude any cessation
resource from providing addifional
unbizsed, evidence-based cessatlnn
information, advice, and support. With
respect to prohibiting the promobion of
a tobacco induslry cessaton program on
the basis that they ave nof affectiva, wea
conclude that the addition of a separate
criterion is unnecessary. The cessation
resource that will appear in the required
warnings—1-eoo-CyUIT-WNOW—is ron
by government antities, and the ceitata
are designed Lo ensurs that the resource
provides cassatlon information, advice,

and support that are unbiased and
evidance-hased.

{Coment 163} One comment
recoromended that an additional vole of
a cassation resoures should be to divect
smwokers [who regquest i) to local
specialist face-to-face troatment sowvices
and to provide accessible information
on IMedicaid, Medicare, and other large
insurers’ coverage for tobacco
dependence tregtiment.

Respongs] Oy prirnary ohjective in
renuiring that vefecqmced cessation
reameas eonply with the criteria is to
ensure that the cessatlon resoixes
chosen provides evidenca-based
counzeling to help smokers quit. Oy
criteria are designed to ensure that the
cegsution rescurce will continne to meet
cerbain raboimm, standacds, While not
voquired by the oriteria in this
ragulation, a refarencaed rassption
resource is oot precluded from
providing additional relevant factual
information, such as information about
relmbursement for tobacco dependence
Taatmanls,

o Chaiea of cessotion resourcs, The
NPRM did mot specify a partivalar
cessatlon rasourcs, Rather, it notad that
there are a number of possible
alternatives, including use of an exiztiog
or new quitline or Web site, wher=
smokers and other members of the
gl‘lzhl‘ic can obtain current unbiased,

toal sroking eessation information
(75 FR G0524 af 69540), Bassd on the
information before the Agency,
including the mformation preaddead in
the comraents, we have chosen the
Metwork, which uses the toll-free
telaphone number 1-800—-POTTHOW
[1-B0-7B84-A6RA), a5 the ceszation
reasonreca to Tuclude on all nine required
warnings. The Network, i the shugle
point of access to reach State-baged
quitlines in all 50 states, the Disteict of
Columbia, Puerto Rico, and Guam.
Since 2005, COC and MCY have
partnered with States to create the
Network, NCI manages the 1-800—
QUIT-NOW talephong nuwmber, along
with appeopriate telecorninunications
and yomting infeastiuctune, to ensore
that calls are tranefered to the
appropeiate Sete or rritory quitline
based on the avea code of the caller,
Calls from 1.5, territories that do not
have a quitline e souted to an NCl-run
quitline. COC god fndividual States or
tarritories provide the funding for the
quitlines. COC provides funding
through cooperstive agresments as part
of the National Tobacea Control
Program,

As dispugsad more fully in the conlext
of coroments and responses in the
following parapraphs, we find that this
cassatan resoneca, which was strongly
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favored inomany cormmants, will
provide people o the United States
with access to unbiased, avidence-based
armoking cessathon information, adwice,
and support. We have determined that
incloding this cessation resource g3 part
of the reguired warnings will increase
the ]jkﬁ%uad that sookers will quit
smoking and theraby provide
gubstantial pablic health benefits by
reducing the life-threatening
consequences associated with continued
clgarette nse. Therefore, we conclude
that including a reference to 1-800—
QUIT-MNIOW as part of all the vequired
warnings iz a}gﬁéﬂpﬁms for the
proaciion of ublic health.

(Comment 16 B}pt:nnnnams [avoring
imclusion of a cessatlon resource
genexally preferved the use of a
talephone quitline. In partieular, most of
these comments advocated the use of 1—
SO0—CUIT-NOW, The comownts
pointed to a robust body of evidence
shoswing that proactive telaphone
counsaling iz effective in halping
spnokers to quit succassfully. Several
comunents cited statistics from
individual State quitlines about the
types of services provided and success
rates. In addition, seversl comments
aszerted that quitlines gseociated with
1-300-QUIT-NOW generally meet the
rritecia for a cessatlon resource
specified in the MNPRK.

Wany comments discussed the
advantages of choosing 1-800-01T-
NOW. I'n support of the choloe of a
telephone quitline owver a Web-based
cessation rasource, several comments
nated the hroad penetration of
telephone acress, including among law
inecoms and minority populations.
These comments noted that Internet
arcess has much lower penetration
among the American public,
parboularly in many groupe with high
rates of smoking (a.g., low bncome, low
leval of aducation). Many cormnents
that adirocatad the wse of 1-800-00TT-
WOW naoted that it has an existing
infrastructure that is available in all 50
states, the Distriet of Colwmbia, Puetto
Rico, and Guan, Omne comment stated
that all quillines sssociated with 1-800-
CUIT-NOW are at least saveral years
ald.

Sawaral commants argued that
incdusion of 1-600=00TT-NOW on
cigaratta packages conld address issues
relafing to poorer smoking cessation
putcanes amnong racial and ethaic
minarities, as well as populations with
low Income andfor low education, Ona
acadamic noted that smokers in these
groups try to quit as often as other
sinokers but are less likely to use
affactlve treatnients (citing Ref. 37). The
conunent claimed that adding 1-800-

QU T=NOW to the requited wacnings
holds unprecedented potemtial to close
the gaps and disparitios in fesatment
awarenegs and vse. Ono comment
roprasanting a State gquitline argued that
guitlines can help address racial or
othnir dizparities in access to effective
tobarco treatmient. For exampls,
African-Americans have baen
signjﬁu:ﬂutlgvarrepmsenmd arnong

witline callses in Colifornda, relative to

¢ proportion of Afrlcan-American

tehgoen vsers in that State. Several
comments stated that quitlines provide
services in languapges other than English,
particularly Spanish, and provide
materials to important population
groups (e.g., outh, pregnant woman,
racial:fathnic papulatons). One
coprnent repressnting a State quitline
assented that guitlines can help address
disparities ralated to socioeconomic
status. Tn California, ntilization of
quitline service is highest among low
socineconoimic statug tobacoo nsers.
This cormment alzo cleimed that the
attractiveness of quiflines to tobacco
ugars with low socioeconomic status is
ralated to the fact that services are
provided without a charge and ars
accessible by telephone, elitninating thea
need to arrange for ransportation or
child care, Aceording to this comment,
thess factors ceo be sipnificant barriers
fire trclividuals with modest rescurces,
Anothar quitline provider stated that
quitlines ave disproportionately nsad by
the chronically ill and thosze who e
socially and seonomically shressad. This
conmmaent clairned that, apnably, thesa
groups have the graatest neaed for
support hacauss they have a higher
prevelence of smoking and are
dispropordonately affected by tobaceo-
telated health concerns.

{Omne comment representing a public
health advocacy proup polntad out that
designation of a eingls quitline momber
would avoid the difficulty of
toamafactorers havlog to print different
digling information depending on where
the ciparaftz package will be sald.

(Response] We agree with cormments
that a telephone guitline is the most
effective means of ensuring that ell
Americans have avoess to unbiasod,
evidenre-hased sroking cessaflon
information, advics, and suppart. iWe
hawe decided o nss tha Mebtwork as the
oeksation resouree and its portal
wamber, 1-B00-QUTT-NOW, will be
incloded as part of alectronic files for
the requirad wammings that are available
fin the 1IBR document described in
goction VB4 of this document,

A Loy facter in our decision is that the
wridence regarding the affectiveness of
talephone goitlines is wall docurented,
Tha 20028 PHS Guldeline found that

gquitlines significantly increase
ahstinence rates compared to minimal
of no caunseling interventions, The
2008 PHE Guideline also found that use
of guitling conongaling in conjuncton
with cesszatinn medication significantly
innproves abstinence rates compared to
the wse of medication with minimal or
no counseling (Ref. 66 at pp. 91-92; se9
also Hef. 38). Conzequently, quitlines
are an important part of the HHS
Tobaceo Conteol Strategic Actlon Plan
(Ref. Ba),

In addition, thare iz avidence that
knywing about the arailahility of a
guitllne increases quit attempts and
successful cessation even among
smokers who do not call the quitling
(Ref. 8€ (finding “[tlelephons quitlinas
provide an important route of access o
support for simokers, and call-back
eovngeling snhancas their
vsafulness"]]. For example, one study of
the offect of a smokers' hotline 4z an
adjunct to self-help manuals foond "it is
unlikely that higher abstinence catas
among usors [of the hothine| accomntad
for the Lotal differences in cutcoma
betweaesn hotling and meanual cnly
countigs. It s possible that simply
lnowlag that talephone help was thers
if needed enhanced abstinence wean
among nonusers” [Bef. 82). A COC
report hypothesized that a poesibla
cxplanation is that kmowledge of
eesration pervdoes, engendered through

romotion, increases tobacco nsers’

wliaf in the normaley of quitting, which
may lead to increased guit attempts
amnnng people who have access ta the
services, even those who do aot wse
them* (Ref. 90),

Anothet factor that we considerved in
choosing a telephone quitlioe is that
talpphone arcess within the United
Etates 1s nearly universal. According {o
a 2010 Federal Connounications
Coynmission statistical report,
household telephone subaeribership in
the United Slales was 06 pancant in
Idarch 2010, This report shows thal,
aven among hooseholds with annual
inpomes as low as §25,000, telephone
penatration was ower 90 percent in
2004, including among African-
Americans and Hispanies (Ref. 91,
Currently, Internst use aod broadband
penetration iz moch lower than
Lelephons penatiation in the Uniled
Slates, particalacly amony low incomea
proups, certain racial and athaic
rininoities, and hovwsshoalds with Low
edmcatinn Lavely [Fef 92}

Beyond their widse accassibility,
quaitlines aie alsn mecessfol in halping
certain high rizk populations and other
immpostant demogiaphic geoups. One
commment asserted that low incoms and
uningured mookers, those with the
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loiwest lavels of formal education, and
those in racial{ethnic populations with
the highest smoking rates by Lo quit as
often as other smokers, but are fae less
likely ta use effective treatmeants, Far
exarnple, smokers in several vacial and
athoic geoups attempt to quit as offsn as
or raore often than nonminority smokars
bt vsa affective treatments loss oftean
and hava lower success rates [Baf. 68 at
p. 156). Shmilarly, low socioscononie
itatus smokers or those with Tieoited
ecducation sxcpress significant brkersst lo
quifting and appear to benefit from
testment. However, these smokars are
legs likaly Eo receive cessation
agsistanco [Id. at p. 151). One study
concindad that non-Hispanic black and
Hjspanic smokers who atternpted to quit
srnonking ware significantly Jess likely to
nge cassation aids, and that this has
implications for successful quithing
amony odnority sniokers (Ref. 87).
Sevecal comments, howerer, axphainad
that af least swme quithines receive a
dispropartlonate numbeors of calls from
ceeein mlnority or disadvantaged
populations (ses, 2., Ref 93], o light
of the ovarall low rates of calls to
ruitlines {approximately 1 pewsat of
snolars call quitlines, although this
percantage varies by Stais and how
- tnucth the State promaotes ite quitlioe],
aven a dispropertionately high volume
of calls from important demopeaphic
groups 1s not encugh to alier the overall
gjuit rates for these groups. Howeaver, as
sougsed in section V.B.6.a of this
docomeant, fhere is sivong asidence that
thars will be an increaze in call volume
o quitlines after the required wanings
appea: on clgarette packages and in
cigaretta advertizing. Thiz increase in
vize of quitlines Cu?ﬁd hawe an important
jxnpact on high risk and othee impartant
demographic gromps if they continua to
cimstitute a significant percantags of
callz o guitlines.

In addition, a telephone quitline
provides an excellant oppartunity to
tailor counseling smgsions and provide
additional materfals for spacific
populations. The 2008 PHE Guideline
also found that individoally tailoring
materials to address sraoker-specific
warlahles (&, SUppOLE & curces
available, Hme lapee sioce quitting,
concerns about quitting] has been
shown ta be effective and bave broad
reach [Ref. 66 at p. 92). Savaral
comments noted that sietually all State
quitlines associated with 1-800-0TT-
NOW provide specialized materials to
spaclal populations, incloding pregnant
<women, racial and ethoie populations,
and youth. Dwitlines cen also provide
information [g.g.. about the negative
health consequences of iooking or the

health benefits of quiring) b smokers
who are nof veady ta quit but who want
additinnel information,

With raspect to our choice of the
Meafwork and its telephone number, 1-
BO0—JUIT-NOW, for the quitline
cassation resouree, we have detarmined
that this resownce will fulfill the goal to
provide a place whers smokers and
other membes of the public can obtain
smoking cessation Information from
gtaffad trained specifically to help
srnokears quit by delivering current,
nnbiased, and evidence-baged
lnformation, advice, and supporct. The
quitlines that corapose the Matwark, the
telecommunications infrastroctare
supporting the Network, and the
telephone mumber, 1-B00-00TT-NOW,
are glraady well esmablished and provida
smoking cessation services ko peopla
threughont the United States,
Commients that advocated the uze of a
specific quitline referred to 1-B00-
QUTT-NOW sz the prefarred cessation
rez0uTos, By using an existing resource,
infrastinchice, and telephone number,
e can leverage the Network's
established structure and sxpertance
providing cessation services. This
choice also avoids the costs assocliated
with establizhing & aew oudtline.

In addition, we agren with coounents
that the individual State and territory
quitlines that ave associsted with 1—-
B0—UIT-WNOW generally mest the
criterla specified in §1141.16(b). Wa
understand, however, that these
guitlines have some difforances in
funding resoorces and consequently
provide differing levels of service. For
eocarmple, some State quitlines provids
langer bowrs of service than athers.
Bagad on tha statistics provided in some
caraments, it is pozzible that aot all of
the individual Stata and teccitory
quitlines aszociated with 1—-800-UIT-
MOW meet all of tha crlteria we are
adopHng in § 1121.16(b). To assure that
thess rriteria are met, COC will includs
thess meiteria beginning with ity 2013
Wational Tobacco Control Prograo
funding opportunity announoement aned
HHE will monitor %ﬁ puitlines for
camplianee with the criterla on an
onpoing basis snd will take appropriate
steps o address any noncompliandce,

norment 170 Oons medical
prgamzation suggested that the
roferenca to the smoking cessation
ragouos in the required warnings
showld elso include a messape
enconraging smokers to contact their
physician or health care provider, This
comment citod studies to support the
proposition that physician adsice ks
effactive o sucouraging smoking
cessation (citing, e g, Ref 94). This
cornmnant also noted that both

Avafralian and Buropean Union graphic
wirnings racognize the rola that
phjrslciansgi%r In assisting patients”
cessation B 4.

(Response) We agree that plypsicians,
particularly primeey care physicians,
and other heplth care providers are a
very helpful resource for encouraging
smolers to quif [Ref. 56 at p. 35,
Howerar, we decline to includs
Limgmage on the required warnings
ancouraging smokers to pee their doctor.

Many Americans do not hara an
ongeing relﬂtinnsh.‘igigﬂi a physician.
Recent evidence indicaves that the
United Stetes may ba suffering from a
shortage of primary care physicians,
maldng it loss likely that they would he
wwailable bo provide cessalion
infarmation to srnokers {ree Bef. 98 for
statistics on decreasing mvmbars of .5,
medical school gradustes selacting a
family medicios carear]. In addition,
unlike the selacted quitline, we would
not bave a practical yoeans to monitor
health carn provider complianee: with
tho crlteria the A.Seuc:}f iz eatablishing in
§1141.16(b). Studies indicats that rabes
of physician adherenca to similar
practice guidelines foo smoking
cessation advice vary widely [see Bef.
96), For these yeazone, it is preferabls to
incds a refarence to 1—300—CUIT-
WOW on the required warnings, We
note, however, that quitlines fraquently
rafer people to thefr primary cars
physicians {e.g., if 4 caller has further
questions about the vse of medications),

In addition, there iz limited space
available for mcluding information
ghinit & ceszation resource. The size of
the veruived warnings is relatively small
gnd the textnal warning staternert gud
colar graphic image included io sach
warning noast be clasr, consplenons,
and lepible as ragquirad by section 4 of
FCLAA, Tn light of the limited space
available, we have datermined that
including an additional message
ancowaging smokers to conlact thele
phpsician or health care provider Is not
appropriate at this time.

Comment 171] Sorneg cornrnants
urged FOA to include & Web site as a
cessation resource, Genecally thess
connments suggested that 4 Web site
would be a nseful cessation resource in
addition to a telephone gquitline. For
axample, one public health advocacy
gronp noted that there are advantsgoes to
utilizing both quitlines and Intecnat
rasnurces. According to this corament,
while quitlines provide badividualizod
talephone connseling, & Weh sits
provides support 24 houre par day. One
conunent from a public health advocacy
group claimed that about 1.0 million
smokers search online ke simoking
cossatlon assistance every yoar, and it 1s
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particulaely important for the required
warnings t0 nclude Web-based
rasounrcas bacguges thers are a large
rmniber of Inteenet #itas that estensibh
offer quitting assistaoee ot da not affer
evidence-based cessatlon help, Several
comments acknowledged that the 2008
PHS Guideline did not find enough
avidance to recommend computer-based
intarventiong, ok noted that the 2008
PHS CGuideline alzo concluded that
these interventione remain promising.
Some commeants also noted that Tuternet
nse iz low in many groups with high
tatea of tmoking (e.g., low income,
racial and ethnic minority groups).
Howrewer, seireral comments advacating
inclusion of a Wab site resource noted
that many cessation services, including
many quiflinns and heglth plans, s
utilizing the Fotarnst to provide
vombined telephone covnsaliog aad
Web-bazed cessatian treatmant. One
conmmneit supgested that as American
cultuce adopts different forms of
comrunicarion, it will be important to
assess the effoctvensgs of vsing new
technologies and approaches, This
comraent encouraged FDA o fund
research to learn which approaches will
ancourage the most people to quit
sooking.

One comment from the tobacce
industey clairoed that reference to a
smoking cessation Web site roay raiss
additional implementation isaaes and
requested an opportundty to cammant in
adirance of such a requiremant. This
comment did not identify any spacifle
ispues agsociated with reference to a
smnking cessation Web site,

(Rezponsa) Wa vecogrize that Web
gites are another boportant sowrce of
smoking cessation Inforewtion and
interventions. Although the 2008 PHS
Cuideline did not recommend the vee of
Web-bazed interventions, it concluded
that “[g)iven the potential reach and low
costs of such interventions * % * they
rewnain a highly promising delivery
gystern for [treating] tobaceo
dependence' (Ref. 66 at p. 94), We glzo
recopmize that [ntevnet use is highest
among younger populations, and thus
minight b a wsefud tool to interveno with
yowng gookers, given that maxioonm
cessation baneafitz ate pained by quitting
at a povmger age. Farthermors, Web sites
can provids infermation o simokers who
ave not ready to quit bt who ara
saeking addifional mnfarmation about
cessallon.

However, wa have decided not ta
include 2 Web site as the oessation
resource incorporated in the tequired
wanings. For the reaseng sxplained
tnore fully abowva, we find that a
talephane quitline is 4 batter cwerall
cossation resoues than a Web site,

Thare i steonger seientific support that
talephone quitlines ave effective, they
are ynore widaly available to a broader
cross sectlon of Americany, particularly
cups with higher rates of omoking and

Ower access o cessaton sewvices, s
there is a strong national quitline
tafrastructurs in place. In light of the
Dnited gpace available on the requirad
warnings and the need to ensure that
the graphie legeas aind textoal warning
statements am clear, congpieusug, and
legible, we do not think it iz ap{)ru riate
at this tirne to include both a talaphoneg
quitline and a Weh site addvess on all
raguired warnings. We intend to
evaluate this pozsibility in the future
when we e designing and testing
revised verslons of the reguired
warnings.

d. Implermentotion izswes, Proposed
4 1141.16(z) stated that a varquirad
warning must include a referencs to g
srooking cessation assistance resource as
specified in the [BR document. The
preambla to the proposed rule explained
that the smoking cessation information
would be ncluded as part of the
required warning and weonald ot appeas
vutside of the areas specified for the
raquired warning. In other words, the
cessation reasnine would be within the
top 50 percent of the front and rear
panels of clparatts packages and within
the 20 pevcont of the arag of
advertisements oconpiad by the
required warning (75 FR B9524 af
G9541], We recelved sevweral comments
ragarding how a eessation resourca
should appesr in the required warning
and other fmplersentation issues
relating to inclusion of § cegsation
resource n the raquited wearning, Thoso
cormmments and cur respongas aoe
surnmarized in the following
paragraphs.

(Comrpent 172) A connaent
veprezenting synall tobacco product
manuafacturars axpressed confusion
gbout whather FIA would add the
reference bo a cessation yesowrcs to the
required warnings or whether g
imannfacturer wonld have to salact the
CedEation resource and incorporate 1t
into the required warning. The comment
naoted a praference that FDA provide the
spacific langoage for the cessation
resowce. Howerar, one small tobacco
product manufacturer asked that FDlA
provide a variaty of options fur
cessation resources and inclode thoss
options in the cloctronic files for the
required warnings provided by the

ncy.

R&s%nnse) We have salacted 1-300—
CIOIT—OW as the rassafion resouroe
that must appoear on the ragquired
warnings, The reqoived warnmings in the
IBR document bncluds the refermnns: to

the ceggation resouree, 1-A00- 0T~
NOW. Wa digagres with the request that
we provide a varisty of options for
cessation resowces end nehude those
options in the elactronic files for the
required warnings. Such an approach
eowld be confusing to consumers,
berause the required warnings would
appear with 4 different cessation
rasolres on differant packages of
cigarettes and in diffevent
advertizements. Also, it would be
difficulf to monitar mang cessation
rescnrces to ensure that pach ons meats
the criteria established in §1141.16(h)
and (¢). By choosing one, existing toll-
fres talephone nuanber that is under the
control of MCT, provides access to
comsmmers thronghout the country, and
includes State quitlines that hywe
cooperative agreemants with COC, wa
have azsurances that our cossation
vazouree criteria will be followad.

(Comment 173) Several cormments
mentioned that 41 increase in the
valumo of calls b State quitlines may
increase funding needs, Thess
comments suggested that additional
regources should be provided o Stane
quitlines.

(Response) e expect that nchuston
of 1-R00—CUIT-NOW on the raquired
warnings will increase the volume of
calls to State quitlines. While some
quitlines may correnfly have some
additional capacity, there will lkaly be
need for additional resources. In the
figral year 2012 President’s Budgeat,
thers iz §25 million frowm the Prevontion
and Public Heallh Fund allocated for
COC ko spend on the National Network
of Tobacco Casration Quitlines.
Additionally, the Cantexg for Meadicam
and bledicaid Servicas 1s warlding with
the State Medicaid Directors to parimit
tohaceo quitlines as an allowahla
Madicaid administrative achvity.

(Coorngnt 174) One comment
ancolnaged FOA 1o require that the
cessatinn rmsmires be displayed 42 4
telephone munber (1-200-784-B659] in
addition fo 1=A00—JUITT—hICTW D sde
some wireless phones do oot hywe
letters on the keypad. Howewreoe, another
corament representlog a quitling
expressed the view that it ia important
to use the letters o 1—-BO0QUTT-NOW
rather than the talaphone wgnber
becaunse it is itzalf a cogent caszation
message.

[Response) We agroe thers wonld be
benefits to identifying the cessation
respurce using 1—-840CUTT-IMOW g
well as the telephaone mumber 1-A00—
7B4-B66Y. Howaver, as axplainad
previcusly, theve bs wery limited space
tor identifying tha cossation vesonren,
The use of 1-800—JUIT-MNOW j2 4 wag
to provide the number for paopla to call
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while in the same space providiog
information about what the aumber is
for. Using lags space for the cessation
regrroe halps ensure fhe required
wirning ramaing clear, conspicuous,
and lepible and appears within the
specified area. Moreaver, the uze of
letters is likely to be easier For paople to
remember. The Apency alvo beliaves
mnost telephones inuga still include
lettas on keppads and that toll-free
talaphone nnmbees are fraquently
identifiad asing (hese letters, As stated
previously, we will alsa conduet
razearch and keep abreast of zcientific
developraents regarding the efficacy of
rarious required warmbnge and the types
and elements of warious warnings that
improve sfficacy, ncluding elements
velated to identifying cessation
PEROLICES.

(Comoment 175) Several commsnts
addressed the words that would signal
the appearance of a cessation reacurca.
These comments describad exparisnce
[rom New Zealand that showed
increasss in hoth guitline number
rgeognition and the aunber of callers
reporting cigaratte packages as the
source for learning the ?uitli.ue nuhee
afrer the introduction of new praphic
warnings with a redesigned refarence fo
a cessation resouree (f.a,, Yoo CAN
quit smoking, Call Quifline G800 778
778, or talk to & quit smoking
provider”). The prior warning said “For
s lnfnrmation call” next to a
talaphone number. According to one
study, there was a 24 percent increqsa
in reported recognition of the gquitlins

Eer after this change [Ret 69). Also,
in the fipst BTl pear afree tho
inlroduction of the new graphic
waenings, the volume of calls to the
gnitling Increased significantly and 26
percent of callers reported ciparstta
packages as the souree of the nomber
{comapared to 7.5 percent the prior year}
(I, Wi]sun ‘l[lfl{ﬁ Cre academic
researcher pupgestad a short, divect zall
Lo actien™ phraye (o molivate cessation
heharioe Siomdlavdy, another comment
fiom an arademic institntion suggested
that the wamings provide the sinoke:
with avenues to taie in ol to cpuit and
sinmultaneowsly instill confidence 1o the
user that he or she can take action.

(Besponss) As stated previously, there
is limited space for the cessation
regcnece oo the raquived wamings,
Therefors, wa have determined that the
cassation resource will be identified
galely by the telephone nuumber 1-200-

CIUET-NOW, In Lﬁc limniied space
available, we have determined that this
telephone nuniber sod its contaxt
proitide sufficient information such that
viewers will voderstand that a call to
the telephmis mormber will provide

information, advice, and suppoct
regarding smoking eeasation,

Cronunent 176) One comment from an
academic insflbation sncouraged FOA to
tequire, in addition to a quitline
wumbar, dear encouragamant of action
abape for quitting. This comment
recogoized that space on the required
warnings is lmited and suggested that
package inserts and onserts are one way
of aecomplishing this without
com roraizing the visual impact of the

i el ngEs.

l[ sponse) A requirement to add
onserts or inserts iz boyond the scopea of
this rulemnaking and, therefome, we
decline to require them here.

V1. Commanis Regarding
Implumentation Issnes

A. Technical fssnes Reprrding
Compliance

Section 1141.12 rafers to “Cigavatfo
Required Wirnings," which is
incorporated by referance [IBR) n
accordance with § 11.5.C. 552{a) and
1 CFR part 51. The THR docioment
includes elactronic files of images that
nst be included an all cigarstte
packages, and i all cigarette
advertisernents,

In rezponss to the proposed rule,
snoe comments, inclnding conoments
froon cigavetto manufacturers and
tobacen ndustey trade associations,
raized issues ralating to the electronic
filas and the lmplementation of the
graphic warnings on cigarette packages
and in clpavette adverfisements, Those
cooonents, and FOA's responses, arg
dizcunsged in the following paragraphs.

[Comment 177} Corments feoo two
tobaceo produet ranufactorers staved
that they would need to maks certain
technical adjustments to the inpgle sized
graphic warnings published with the
praposed rule in arder to ensucs that the
waring fits packapging of varyiog sizes
and shapes. According Lo the comrnants,
if FA provided only the single warning
forrnat published with the po c{JDSGd
rule, the company wenld nead to adjust
the height-to-width ratio (£.6., aspect
ratio] of that warning in ardes o cover
60 percent of the front and rear panels
of various packape confipurations,
However, adjusting the aspect tatio,
such as by elongating o corpresaing
the warning, could diztort the graphic
image and/for textual warning statament
These comments recomunended that
FI1A ensure that manufacturecs are ahle
to adapt the graphic warnings to fit
cigarette parﬂg&s of varying sizes and
shapes and provide guidance abont how
to adapt the warnings.

{Responss) We agres that the size and
shape of cortain packages might require

companles to adapt the electronie filez
provided in the [BR doewment. To halp
prevent distertion of the imegs aod taxt
and to oinimize the need for
adaptation, we sre providing electronic
fileg in diffevent formats deslgned to fit
packaging of various slzes and shapes.
We ave adding language to the JBR
document that provides ingtructions ag
te when each of the formats mmivst be
nsed. The instructions are based on the
aspect ratio of the display area whers
the reguired wirning mast appear. This
larpuage 2l describes fhe
reuitemants comnpanies niust follow
whan adapting the electronic fles
provided in the IBR document. For
example, the requiraments 3tats that
each of the different elements of the
warning (f.e., the image, the taxtual
warning staterment and refersnce to the
pesgation resonrce] muost, to the extent
possible, maintain the relative scale and
proportions of the elements as displayed
I tha relevant electronic file, and the
pasitions of each of theze alements must
be maintained relative to each ather.

[Comment 178) Two comments from
ciparelte manufactrers vequested
clarification concerning how companies
ghonld incorporate the required
warnings on packages with hingad lids.
These commments stated that the content
of warnings printed on the hinged Lids
can shift up or dewn by about 1 nom at
the point whers the lid meats the front
of the pack due to nocmal varlations
produetion of the packaging. These
ommnents rweormended that FOA
design the wamings with all text lorated
either ahowe or below the hinged lid, or
a]luw for miner sariabions i how the

aphic warnings appear on cigavette
g due to this manafactoring
-.:-arjabilit:.r,

[Ruzponsa) We agras that the integrity
of the warning yanst be maintained on
packages to ensure that the warning is
clear and lepible. To clarify the
requirenients that cornpanies roast
follow when they adapt the elecfronic
files for hinped lid packawss, we have
added Janguaps 1o the IBR dacument
that penmits corvpanles tn separate two
linas of text within the textual warning
statament so that the line at the location
where the lid is to open cuts across the
background space hobwesn twa linas
rather than through a line of te. This

rovrizion will allow companies to adapl

e electiomnic files pe d in the IBR
docupnet to ansurs that the texmal
warning statement iz not severed when
tha package is apened and is clear,
conspicuous, and legible in accordance
with section 4 of FCLAA, According o
thiz lanpuage in the [BR document,
companies are specifically ihited
from severing any word in the texioal
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stateynent and are vaquicad 1o ensues
that the lntogrity of the warning will be
restored when the package is clozad. We
noke that product packages with hinged
lids are widely prevalent in countries
that already require praphic warnings
and, baged on that experience, we
conclude that this new provigsion should
provide companiss with the flexibility
that they need for displayhug the
warnings on packages with hinged Hds.

(Comament 174} Two conments, from
a cigaretbe manufacturer and a tobacco
campany trade association, raised a
cancern ghout incorporating the
required warnings on "saft pack' style
packaging, Thege copoments staked that
"soft pack™ style packaping ig
rmaanufactured through a process in
which the top of the package is folded
down after cigarettes are inserted and
hald mg&ﬂle;ghy a small overwrap
closure, or “stamp.’’ Historically, the
closure iz made of npa:ﬂue« aper and
applied with plus 10 hald the package in
place. Accaording te these comrents, the
closure hangs down approxivately
0.375 inches over the top center of the
front and bark panels of the package.
Tha closare wowld obstrnct any text ar
irnage appegeing wnder it. According to
these comments, i Is not echodcally
feasible to mnake a clear or fransparent
closure that will adhera tn the packags.
One comment recomtnended that FDA
amend the proposed rule to permit that
g‘raghic warnings for seft packs appear
at the hottom of the individual parﬁs. or
to specifically allow the closures at the
top centar of the pack. The other
corament recommended that FDA wee
enforcement discretion to pemit tho
closure on soft packs until a
technologically feasible solution is
dewaloped,

(Raspongs) We mecognize the
tachinalogical difficalty of incorporating
the required warnings on eoft pack"
style packaging. Glvan the pargroont
need to incorporate the warning without
abstructing any of the discrete elemeants
of the warning (§.2., the image and the
tewtual wining statement) or the
refavencs 1o 4 veseathon tesource, the
final role permits cormpankas to adapt
the warndngs on “'soft pack™ styls
packaging by moving the warning balois
the closure in accordance with the
requirements included in the TBR
decument. The IBR, ducument states that
this iz oaly pernitted when it iz nat
technologically feasible to incorporate
the verquirad warnings oo *'goft pack"
stylo packagiop withoof the need o
adapt the warning as sat oot in the
electronic files provided io the IBR
document. The requirements included
in the IBR. document allow companias
using “soft pack™ style packaging anly

to mave the npper houndary of tha
dizplay area of the waming so that it
rung along a line that is parallal to and
not more than 0.375 inches fiorn the fop
edpe of the packape. The companiss
cornpress the wertical size of the fmage
and then shift it down {zo that it stays
within the top 50 percent of the
packape]. Thiz langnage also raquives
conapanies who do this to ensure that,
to the extent the file nmst be adapted to
fit the dimensions of the waming area
below the closure, the proportions of the
required warning must be malntained,
In addition, the instructions 1n the IBR
document specify that the closure and
the portion of the packaging that
dppears between the top edge of the
gackage and the upper boundavy of tha

isplay area of the required warning
must be either solid hlack or solid
white, This will allow companies ta
conbinue to produce “soff pack™ stylo
packaging with closures at tha tap
conter of the pack without cheteucting
the required warning, However, if wa
determine that it waould be
technologically feasible to incorporata
the required warnings an “soft pack™
:ere packaging without the need to

apt the warning as set oot in the
glectronic files provided in the IHR
dorument, we plan to notify the
regulated companies and the public of
thiz conelution and pive regulated
companies a reasonable amount of time
to modify their packaging before any
regnlatory action is taken under this
tule. We decline to change the final
regnlation to permit graphic warnings
an “gofl pack” style packaping to appear
gt the boltom 50 percent of the
packaging We have determined that
requiring that the warnings appear in
the ugper portion of the package, as
gpecifisd by the Tobacco Control Act,
will result in warnings that are mare
prominent, more 2alient, and more
effective than warnings appearing at tha
bottom of the package.

(Comment 180) Twoa copoments, from
a clgavette manw facturer and a tobacen
company trade associgtion, noted that
cigaratte parkages ave fypically wrapped
in clear cellophane with 3 tear tape
locatod in the uppee 50 peecent of the
packaga. The tear tapa peemdls g0
individual to open the packags, and
usually is ramoved once the package is
opened for the first tme, One comiment
stated that the cellophans tear tape will
ohbstroct the raquited wracning when the
clparatts packape has nat yat been
openod for the fiest e, g
recommended that FDA axpressty
permit the vse of tear tapes and requoice
that warnings for “goft pack”™ style
packaging appesr at the bottomn of the

packaging. The other commment
recormended that FDA permit the use
of tear tapes and that the Agemey wse
enforcement dscraton to allow
companies to potentially obstewet the
required warning hefore the package is
opened for the first ime.

(Responze) We have determined that
coropenies can use cellophane tear
tapes, and the final tegolation does not
prohibit such nse oo chggrette
packaging. Wo fuether have detseoined
that it i technologically feasible to wme
clear tear tape in a manner that does not
ubstruet the required warning before the
cigaretta dpaﬂkage is opened for the first
tivoe, and nots that clear tear tape is
widely uzed on peoduct packaping in
other countries that require praphic
warnings, We ara not aware that this has
created any substantial tochnical
difficulty in the production of cigavatts
packapez, nor are we aware that claar
teer tapa has led to any significant
ohstruction of the graphic warninpgs. ifa
company has a wnirgue probilem with
regard ta its packaging, it should raise
this issue with us, and the diffiemlry cam,
be addreszed on an individual basis. We
decline to change the final regnlation Lo
allowr the required warnings to appear
on the hoticm 50 percent of the
packaplog. We have determined that
requiring that the wearnings appeat in
the u]gper portion of the package, ag
specitied by the Tobacea Control Act,
will rezult in warnings that are mors
prominent, more galient, and mors
effactive than waening: appearing at the
bottom of the packags,

[Corament 181] Commients from two
companies raised conces ghout theio
ability to incorporate tha roguoived
warnings in advertisements of waryiog
sizes and shapes. These comnments
notad that the proposed FOA mle
raquires that companie: maintain the
aspact ratio of the warnings as set forth
in the slectrondr: filas. The comments
stated that it would nat be possibls to
maintain the clarity of tho warning in
cortain adverisements if comnpanios are
raquired Lo use the 4:3 aspect ratin saf
ot in the advertisement format
publishad with the proposed rule. Ome
company racornmatded that FDA
provide warnings with different aspect
ratios {1:1, 1.5:1, 1:2, 2:1, and 2.5;1) to
address this concern. The other
company recoinmended that FDA efther
eliminate the requivement that
companies maintain the aspact wtiog get
out in the electranic files or allow
companies to adjust the layout of the
warnings 50 long as the manofachurar
includes both the image and the tesgl
warning statement.

(Response)] We have ravlsad the
proposed [BR document and the
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electronlc files provided 1o the final IRR
document include wanings designed
with a variety of different aspect vatios.
Specifically, the files are designed with
aspect ratios of 1:1, 1.5:1, 1:2, 2:1, and
2.5:1, As provided in §1141.10, the
required warnings roust be accozately
veprodoced in advertisaments.
Therafore, compandss should chonse an
aspect ratio that is appropriate for the
dirnensions of their advertisennent such
that the required warning can be
mpmduc;ﬂ accurately once it is sized
{i.e., expanded or compressed) (o
oceupy the regquived area of the
advertisement, Thase files will peemit
companio: to ncorporate the ragquired
warnings into their advertisements
without significant distertion or loss of
clarity,

(Comment 132) One comment from a
tobaceo produrct manufacturer
recommanded that FDA, provide 5.5
inch wids and 27 inch wide formats for

_adveriiserments. The comroent stated
that expanding a vequired warning more
than 150 percent or compressing it
down to less than 30 percent of the
original imape will result in a loss of
irnage clarity, The comment stated that
providing vequired wamings fo the 5.5
inch and 27 Ingh glzes will allow it to
ineocporats the warndngs into the range
of adverlisements 1t usas withoul any
loss of clarity.

[Response] The electronic files
provided in the IABR document include
formats for advectserments in 5.5 inch
wide and 27 inch wide sizes,

(Copoment 153) Cne cogrosng from »
tobacen prodoct manufachorer ooted
that FCLAA requires advertlsing
warnings o have a ractangnlar border
that is the width of the first down stroke
of the capital “W* of the word
"W ARNING” in the textual warning
staternents, The coromenk vt on to
gtabe thit FDA™S wadons proposead
required werniogs heie differant-zized
"W n the word “TWARNING ™ and
requestad that FDA poarmit
manufaciurers to apply a uniform
border width across the nine required
warnings for consistency.

[Respomse] The electronic files
provided in the IBR document have a
uniform border built into the formats for
required warnings to be used in
advertisements. We have exercised our
authority under section 201 of the
Taobacca Control Act to adjust the
statutory requirsynent that the border of
the warning be the width of the first
doen siroke of the letber “W™ in the
word “WARNING' in the texiual
warning statement. A uniform border
raguirement for all advertizements will
ansure that the warnings are clear,
conspicuous, and legible, and appear

within the specified areas, especially
given the variety of font styles included
in the nine selected warnings.

(Comment 184} Several comments
requested that FI1A provide fonts for the
tepcbual watning statemeats in sach, of
the raquired warnings.

(Response] For English and Spanish
languags warnings, the font slze and
font style is built into the electronic files
provided in the IBR document, Far
advertisements in foreipn lanpuages
other than Spanizh, companies must
comply with the font size requiraments
i seetion ¢(b)2) of FCLAS, and any
frwrnat, rouiraments nchided io the ITHR
document. In all sitvatlons, 1t 1s tha
advertiser’s responsibility to ensure that
the textual staternents appear in
conspicuous and legible type and that
the required wamming complies with the
format specifications set forth in section
4 of FTCLAA.

(Comment 185) One cornment
requested that FDA provide instructions
on how companies should carabine and
display the images develaped for use in
small advertisements less than 12
sguare inches with the required textual
waming statements.

{Response] We recognize that the
small size of these advertisements
presents additional challenges. We are
providing an electronic file of the
graphic that must be used for warnings
appearing in advertizements that are
less than 12 square inches. Companiss
may combine the praphic and the
textual warning statement or otherwize
adjust the layout of the warning so long
as each warning includes the specified
praphic and an appropriate textual
warning statement. It is the advertiser's
respomsibility to ensure that the bexiual
warning statement appears in
conspicuous and legible type and that
the combined warmning complies with
the format specifications set out in
section 4 of FCLAA,

(Comment 186) Several comuments
recommended that FI1A require that
companies reproduce the colar %raphiﬂs
in the industry standard four-color
(CHIYE) printing process.

(Response) The electronie filez
provided in the IBR decument wers
built with ChY¥ printing standards.
The directions in the IBR docuument
specify the use of CMYFE printing
standards,

[Commnient 187] One comment
requested that FDA make available
printers proofs’! for sach of the
required warnings in order to ensure

oplimal clarity.
(Response] We have determined that
the electronic files provided in the IBR

dorument will be adequate to enaure
neceszary clarity. Thus, we do not

believe it is necessary to provide
“printers proofs” for the warnings.

[(Commaent 188) One comnant
requested that FDA adopt reguirad
wrarmings with conaistent dimensione o
allogy for agcaeate incorporation nto
manvfartirers’ packages and
arlvertisainents.

(Response) We decline to adopt this
recommendation. As discussed

reviqusly, our selection of the nins
Enal required warnings was hased in
part on oot desire for a divecse et of
wrardngs in g wariery of different styvlas
(&g, photographic and illustrative,
differant fonts and font sixes] and
diversity of hurngn images (e.g., raca,
pender, age] in order fo reach the
broadest rangs of target audiances. We
have determined that this variety will
snbance the affectivensss of the
warnings and halp to delay potontial
war out of the warnings. Bacauss of the
divearsity of styles and images, some
warnings have sliphtly diffacent
dimensions than others.

[(Commnent 189) One comimant
racommended that FOA provido layered
hiph resolution fif o eps filos, with
et supplisd az a separate Layer.
Another comment weorumsnded that
FDA provide buages as jpeg flles.

(Response) Thea alactronic Oles
included in the IBR docomant are built
as aps filas, with soparate layers for text
and images. Companies will be able to
convert the files into jpeg files if
needad.

B. Toxtuol Stofament Color Formais

In the docunent antitled “Froposed
Reguired Warning Imagez'' Included in
the docket for the NPRM, FDA prowided
twro formats for sach proposed vequired
wardng; one swith the werming
statarment in whita text on a black
background and one with the warning
staterment in black text on a whits
backgrownd, wider section Ha)(2) and
{h1(2) of FCLAA, Seweral cornements
affered sogpeatinns epacding the vse of
th color combination, which we hava
smmarized and egponded to in the
following parapraphs.

(Cornment 100) A, few comoents
suggeztad that FDA spacify that tha
mt’gj‘ir&d warnings on cigarette packegeas
and advertizarnents contain required
warnings in efther the white text on
black hackpeound format or the black
text oo white backpronnd Bormat,
whichever the Apency chooses to mosi
effoctively communicate the warnings.

(Respansa) We disagies. Section
4(a](2) of FCLAA states that for cigaretts
packages, the “text shall be black on a
white background, or white on 3 black
background." Similarly, for
advertizements, section 4(b3(2] of
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FCLAA statee that the text of the
staternent in the required warning “shall
ba black if the backgronnd fs white and
white if the background is black.™ Wa
interpret thess atatuiory ragniramants to
mean that companiss can ose sither of
thase bwo mm&ckg'mmld color
combinatinns on the packags or io the
adverisament.

(Comment 191) Ome comment
recommended that the word “CANCER"
always appear in red as part of the
health warnings on cigarette packages
and advertisamernts.

{Eeaponsze] We disapree. As zlated
proviously, scction 4{a)(2} and (b)[2] of
FCLAA prescribe the colors for the
tesual statements on packages and
adrertizements (2., wrhike text on black,
backpround or black text on whits
backpround). FOA has the authority o
change the format of the textual
stalements if surch a change wonld
Eiamam greater nnderstanding of the

zalth risks associated with cigaretis
smiking. If we detenmine at a Later date,
that requiring the word ' CANCER" 1o
appearin red font will promots & greatsr
understanding of smokings risks, we
may propose new iterations of the
re?uired warnings in future
rulemakings.

C. Random Display and Rofation of
Wornings

The proposed rule did not speeifically
address the statutary requirements for
the warnings on cigarette packapes to he
randomly displayed in each 12-month
period and for quarterly rotation of
warnings in advertiserients, under
section 4 of FCLAA, However, FDIA
received several comments on thiz
izaue, These comments, and FDA's
respanses, are included in the following
paragraphs.

[Comrnent 192 One comiment
exprezzed concern that cigaratia
manufactorer: mey only ves some of the
nine mew requited swaroings oo their
cigarette packagas and regquested that
Foa mguira copopanies to wee all the
required warnings o eqnal wurnbers,

(Rezponse] Wa agreo that all cigarette
manufacturars must use all of the nine
rajuired warnings on their cigarette
packages. Saction 4(c)(1) and [e)(3NE] of
FCLAA axprassly regulees that the nine
raqoired warnings muost be randomly
displayed in as squal a number of times
as posslble on each brand of cigarette
prodort and be randomly distriboted in
gl ereas of the Tnited States so fhat all
af the required warnings appear io the
roprkstplace at the sames Hire.

(Comment 193] Ume comment
recommended that retailers be
exempied from any requirement fo

rotate tha required warnings for each
brand they sell in stores.

[Response] We decline to address this
issue here, as it is beyond the scope of
the current rulemaking.

(Comment 194) Saveral comroments
tecommendsd that FDA rotate the
wraphic warnings to prevant
ovareposied. The comments also nofed
that diffarent warnings will have
different finpacts on the various
segments of the population, further
emphasizing the need to rotate the
WArnings.

(Responss] Tt is wnclear whether thess
oonmngnts wars referring to the
guarbarly rotation of the required
wariings In advertisements or the need
to refresh the wamings on a regular
basis. We agree that rotation of the
warnings is impartant to delay wear out
and to ensure £at all population
gagrnents sve expoead to the differsat
warnioges in g squal a monhear of Hmes
as 1z possible. In accordance with
section 4(c)(2] of FOLAA, the required
warnings must be rotated quarterly in

igarette advertisements. See seclion ILE
of thiz document for additional
tnformation repmeding FDA's stforts 1o
dalay or prevent wear out.

[Comnonent 1956) One comonant
racemnmandad that FDA mnnitor the
rotation of vequired warnings in
cigarette advertisernents to ensure
compliance by a1l manufachicers,
disteibutors, bnporters, and retatlars.

(Responze) We agtea with this
comunent. We will monitor votation and
ensure compliance, which will includa
the review and apporial of waming
plans subrmitted to the Agency n
accordance with section 4(c) of FCLAA

(Comuwnet 194) One congment
suggasted that rmanmafacboes be givean
troad discretion in corplying with the
requirernents that thay include the
recpuited wrarnings on all cigarette
packages sach that inoeach 12-month
perind all of the diffarent wambngs
appeat In as equal a noraber of times as
is possible on each heand of the product
(e 15 U.S.C. 1333(c]). The cowment
statedd that its printing mechines, sud in
pacticular the print eylinders, used to
produss “poft pack' style packaping
endy allonars the company to print fiva
hages pee ol and does oot allow for
warnbngs to b die cut and collated.
Becavze "saft pack’ atyle packaging
only accounts for ahout 10 percent of all
packages diztributed and sold, this styla
of packaping fragquently is prioted in
srmall batehes aad for some, §s printed
orly onee per jyrear, The corment statad
that fn ight of theee production
constraints, it would be bopogssible to
apply and distribute ''soft pack” style
packapes displaying the nine regudred

warnings randomly and in
approximately egual nombees. The
comument recommended that, for “soft
pack” style packepges, FOA apply a
pobicy of eanforcement discretion that
ralieves companies of the obligation to
display the nine required warnings
randomly and equally as long as
companies have taken reasonable steps
to distribiote the warmingr as aadomly
and aqually as poesible, Another
cororent expressed ganacal concerns
about a mavmfacturer’s ability to comply
with the Tequirement that the warnings
be randomly displayed in as equal a
number of imes a5 possible.

Several comments requestad
additional guidance on the filing of
wrarning plang, inelading how to hold
parties vasponsible for meafing FCLAA
and the Tobacen Contral Act's rotation
and randorn display requirements,

Tn addition, one comment asked that
FD# adopt a formal process for approval
of required warning: on packegaz and
warning plang. Soime conrnents from
g factureeg guggested that, to add
predictability for cornpenies on the
transition to the new warnings, FDA
should consider adopting a procedure to
allow pre-approval or pre-submigsion
review of cigarette packaping and advize
manufacturers of any deficisncies so the
e fachursr can remedy thern bafors
production. Ome comment requested
that FDA use Fadaral Trade Commission
[FTC) procedures for pre-approval
review of packaging,

(Response] We have opted oot to
address these ssues as part of this
mlemaking proceeding. Under saction
4[] of FCLAA, waening plans most be
gubrnitted to FDA for appeoval. As
noted in the NPEM, we intand to
separately address the requivements of
socton 4(c] of FCLAA related ta the
subinission of plans yagarding the
random display of warnings on
packapes and rofation in advertisements
(+5 FH 605624 at BY536). This is still our
plan, and wa balieve the issnes raised In
thase comments waould be better
sddressad 1o that context.

[Comrnent 167) Ona canument
sogpasied that FDA provlide sample pre-
approved layouts for reqoired wamings
on cigarstie packages.

(Rasp nnsas)B}r providing the
alactronlc files of the vequired warnings,
wi ara providiog formats that the
comnpanies nuist use for their packapges.
Tha final rule ncludes a docoment
incorporatod by reference, entitled
"Cigarette Baquired Warnings," which
contains the final images fo be required
oo clgavatte packages. Cigarsette
mannfacturers also should refer to
£1141.100a), which mandates that the
rajuired warniogs be on the top 50
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percent of both the front sod beck of the
vigarette packapes,

[Comnonent 196) One comment
raquestad that FOLA issue a tabacco
prodoct advertlsing guide for industry.
This covument noted that while produoct
lahaling and adverising present some
similar Issues, thore are specific issues
that valate solaly to adwerbising
cornimunicatlons with consumers,
Another commant suggested that FDA
shoold fssue separate advertising
guidanes for industey that incdudes
recooreandetions for display of
reqquired warnings in sach common
adveartising form.

CUne comment stated that FDA should
require that cigarettes digplayed at the
point of sale should be reguired to ba
displayed in 4 manner 5o that the
praphic warnings ars visible.

Lme commeni submitted on behalf of
sevaral nonprafit organizations
sugpested that FOA maodify proposed
§1141.10 to include two paragraphs
vegarding the use of inages of ciparette
packs in adverfsements and in other
eojurmunicatinns. They requested that
FDA add one paragraph to state that any
imege of 2 clgavette pack in an
advectizament must include a required
warning on fhe clgavette pack image, In
addition, they requested that FDA add
a paragraph to stats thatno
ropiifactorar, imperter, distributor, or
ratailor may alter any image used to
depict clgavatte packs as legally
disteibuted or sold to consumers in any
publiz communication (including, but
1ot Hmited to, movies, Web sites, and
tolevizion programs) so that the requirsd
warniog on the cigarette pack image iz
reqnoved or obscured In any way,

(Rezponse) We recopnize that the
range of advertising meterials coverad
by the new graphic warning rulas may
create additional complexifies, Az statad
previonsly, we intend to issne separat
regulatory documents ta providae
information on complinnce with the
random display and vofation
requirements. We will consider whether
any ather actions that are within the
scape of our autherity undar the
Tobaceo Control Act toay be warraoted,
such as addressing requasts for
additional puidance regaeding
advertising or suggested rapoulaiory
changes,

VI Legal Authority and Responses to
Communts

A_FOA's Legal Authority

Ag got forth in the preambls o the
proposad Tule (75 FR 69324 at 69524
through Bu525], the Tobacco Contral
Act provided FDA with tho authority to
repulate tobacco products, and section

201 of the Tobaces Control Act modifiss
section 4 of FCLAA to requirs that nine
new health warning staterments appsar
on ciparette packages and in cigaretta
advertizemnents and to require that “the
Secretary Tof Health and Human
Services] shall fssos regalations that
require color aﬁphics depicting the
negative health consequences of
smoking" to accompany the nins new
health warning statemeants,

Under section 4[d] of FCLAA [as
amended by section 201[a) of the
Tobaceo Conirol Act), FDA may adjust
the type gize, taxt, and format of the
required warninge as FDA detarmines
appropriate 30 thet hoth the textual
warning statements and the
accompanying g‘ra{]ﬁhh:s ave clear,
canspicwous, and legiole and appoar
within the specified sres Furtharmore,
section 202(b] of the Tobarco Contrel
Act amends section 4 of FOLAA to
permit FDA to, afier notice and an
opportunity for the public to comment,
adjust the Iormat, type size, color
graphics, and text of oy health warning
statement if puch 8 chanps wonld
promote greater public uodoestanding of
the rizks assoctated with the wse of
tobacco prodacts.

In addition, provislons of the FO&C
Act provide authorily to require
disclosies. For axampla, section 906(d)
of the FD&C Act (21 LLE.C. 267HdY)
authorizes FDA to dssue regulations
redtricting the sale or distribution of
cigareties sod other tohacco products,
incleding restections on the advertising
and promotion of such products, T FDA
detenines the resiiction is appropriate
tor pratectiog tha public health.

Thosa requirernents are supplemented
big the FO&C Act’s mishranding
prowlslons, which require that product
advertizsing and labeling include proper
warnlngs [see 21 ULS.C. 321 (n);
387c(a)(1), (a)7)(A), [2)7HE), and
[a){a)[B)). In addificn, under soction
TO1(ab of the FO&C Act (21 LS.,
A71(a)}, FOA has aathority to issue
vapulations for the efficient enforcement
of the FO&C Act.

While we did not receive cormmants
vegarding our anthority Lo fasus these
regulations under the provisions
referemced in the previous pacagraphs,
we did receive comments regarding the
censtilitional ity of the warning
reguirements, which are summarized
and responded to in sections VILE and
VII.C of this docurnent.

B, Firsl Awrendmerndt Comumencial
Spesch Iapaes

FDA received soveral comments
related to Fhst Ameandment commercial
speech lssuer. These comments ave

suvnimarized and responded to in tha
following parapraphs.

(Commaent 189 Several cornmants
from the tobaceo indwsicy, adveriksing
industoy aspociations, and prdvate
citigens axprassed concern that the
praphic warning requirsments proposed
by FDA wlolate the First Amendment of
the United States Constitution,
Specifically, comments allegad thaf the
proposed required warninge sm
unconstitntional becauss, rathar than
conveying factial nfonmation te
conpomers, they contain “disturbing,”
"leid'” images that are designed to
alicit emolions, such as “leathing,
dizgust, and repulsion.” Thus, the
comments state, they fores inbacco
companies to stipmatize their own

roducts and copel them to conrey

e governoment's Mideologhcal message”
thai “tha risks associatod with smoking
cigarettes ootwalgh the pleasure that
smokears derlve from them' and thal ne
ona should use these lawful products,
The comments also asseried thet the
warning requirements are unjustfled
becanse the health risks of amoking are
already well known, and that they are
undoly bordensome becanse the size
and positioning requirements for the
warnings on packages and
advertisements would eHeclively rols
out the cornpanies oW atbanmpts 1o
convey information about their
produrts, For thezs reasons, the
comments assented that the graphic
warning requirements constitiute
compelled speech regulation that is
content-based and presumptivily
inwalid and that the requiremesnts can
only be upheld if [heg gatisfy atelct
seruting, Fe., 1f they I
corpelling govaroment intaraest by the
leagt restrictive means available. The
conrmants stated that the graphic
warning requirements cannot satisfy
thiz standard because they will have no
material impact on conzgummers’ balisfs
about the health risks of gmoking or on
gmoking behasrior sod becusa the
povermment bypassed lozs spesch-
restrictive altarnatives in favor of the
requirernonts.

The comumeants Ewm the tobacco
Industey alsa stated that the warning
requiretnents vialate the First
Amendment becauss they rastrict
tobacco companies” speech. Thay stated
that requiriog the wamings to eccupy
the top 50 parcant of the front and back
display panals of cigarelle packages and
tha top 20 percant of cigarstte
adverlisernents impairs the
conmmunication value of the tobacco
product manufarturers' trademerks and
trade dress and narrows their avennes of
cormmunications with adult sookers,
which are already limmited becanse of the
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Master Settement Agresment aod the
other requirements of the Tobarco
Control Act Indeed, one of tha
comments argued that melogating
tobacoco companies” message to the
bottom half of elgaralte packages wonld
render their speach on packaging
“wholly ineffective™ and that the
vollective requivements with respact to
packaping and advertisameants would
“effartively ule out'” the companies'
atterapts to convey informatinn abeont
their praducts to consumers. The
comrnents asserted that the warniog
requirements do not sallsfy the test
Eoverning restrictions on cormercial
spoech articulated by tho Suprems
Court in Cenfral Hudson Gis & Electric
Corp, v, Public Service Convnifssion, 447
1.5, 557 (1980}, which raguives that
government restrictions on commercisl
speech directly advance a substantial
government interest and ba no onove
extensive than necessary to sewve that
interest. Similar to thelr asseetions with
respect to compelled speach, the
comments asserted that, fo the aebani
that the warning requiremeants resteict
specch, they do not pass mustar nndar
g First Amendinent becanse thay will
have no material impact on consumars’
beliefs about, or understanding of, the
health risks of smoking or on smeking
behaviar, and becanse the governmant
bypassed less speech-estrictive
ternatives in favor of the requiremeants.

Cither compments, including comments
fram g Lywy fivm, a public health
advocacy peoup, and 4 private citizen,
disapread that the warting requirements
vialate the First Amendment.
Specifically, two commente noted that
the warning requirernents have been
upheld by a Federal conrt in
Commonwealth Brands v, United States,
G78 F, Supp, 2d 512, 529-32 (W.D. Ky.
20100, appeal pending sub nom.,
Discount Toboacco Cify & Loftery, fac. v.
Lintted Statag, Wos, 10-5234 & 105235
{&th Cir ). Ona conoment noted that the
eourt vejactad sn arpument that the new
warnings requited under the Tobacco
Confral Act ava oo largs and oo
praninent and stated that Conpress has
made findings with respect to the
reguired sizs of the warnings, their
placement on packages and
alvartisernents, aod the text of the
warnings based on a pubstantial record
The comment alzo stated that Congress’
findings ara aupportsd by the
vphonioous eothority cited in FDAR
INFRM. Another comment stated that,
although tobacco companies will have
to radesign thelr packages a3 4 result of
the warning requbrenents, they will still
be abls fo poromanicate with their
customers theowgh packaging,

adirertising, and other channels. In
addition, the connment stated that the
warning requiresnents do not offend
manufacturers’ First Ameandvnent vights
becanse the required warnings avs
factaal disclosures that accurataly

depict the real consequences of smoking

cigarettes and the benefits and
importance of quitting. The comment
asserbed thaf the warning requirements
support the public inteest by providing
consurmers with truthfol fafoemation
that is helpful in making informad
porchasing decizsions. The comment
alen stated that the government
ennstitutionally cepulates the
advertising anc{ labeling for a wide
variaty of indosteiss in the interest of
providing consuimers with accucats
inforration about products that affect
their health and that no praduct affucts
vonsumers’ health mare than cigarvattes.
Finally, one coniment stated that
raruiring watnings for cigarethes is well

astablished legally god that the addition

of praphic imagess to the warnings
represents a dilfarence o form that will
not change the Amdamental messags
content of the warnings. As a wsuolt, the
commment conclnded that there is no
congtiational bazis to delay the
implementation of the warning
requlran pnts.

?Rﬂsp ooga) We have carefully
cansidered thesa comonents snd wa
dizupree that the waming requiraments
violate the First Amendment under
gither of the theories set forth in the
coroments. To the extent that the
warning sequiraments compel

commarcial spesch, they are permissible
under Zoudersr v. Offfes af Disciplirary

Counsel of Supremes Cowrf of Cthia, 471
1.5, 626 {1985), and to the extent that
they restrict commercial speech, they
satigfy the Cenfral Hudson
raquniraments,

The Worning Requirements
Fermissibly Compal Dzefosure af
Factoe! Informotion. The comonents deo
not dispute that requirad swarnings smnd
other disclasure vequiraments “trench
mch more narrowly on an advertsar's
interests than do flat prohibitions on
speach™ and may appropriately be
raquired *'in order to dissipate the
passibility of congwmer confozion or
deception™ {Zauderar, 471 113, at 657
(vitation omitted]]. Accordingly,
repulations that campel "purely factoal
and uncontroversial” commencial
apesch are subject fo more lenient
rawiew than tegulations that restrict
accurafa corsmercial speech and will be
sustabned i they ave “teasonably
related" to the govarnment's egsectad
interest [Id.; zee also Milwvete, Gelflop &
Milovefz, PA. v, Crited Stotes, 130 5,
Ok 1324, 1339 [2010) {disclosurs

requiremnents are subject tn “laza
exacting scruting™ than effimative
limitations on speech)]. " Conunercial
dizelogure requirements ave treated
differently from restricions on
copumercial speech becanse mandated
disclosurs of acourate, factual,
commercial information dossz not offend
the core Firsl Amendment values of
promting efficlant sxchange of
information or protecting individual
liberty interests” [Nat'7 Electric
Muanufuciurars Ass'n v, Sorrelf, 272 F.3d
104, 11314 [2d Cir. 2001), cart. demied,
536 1.5, 405 [2002)). Instead, such
dizclosure advances “the Ficat
Anaendment goal of the discovary of
truth and comtributes to the efficlency of
the ‘marketplace of ideas' ™ [fd. af 114).
“Protectien of the robust and free flow
of accurate [nfurmation is the principal
Flret Amandrnent justification for
protecting comroercial speech™ [I4.).

Tha nine new hoalth weaming
statemnents and the accoropaoying
praphic images selactad by FDUA comiray
information that is factual and
uncontroversial, Therefore, the warning
ragquiraments are subject to the
“reasonable relationship’ test in
Zanderer, rather than strict scrabiny as
supgesled by some of the cormeits,

e comnmants do not dispute that the
warning statermenls avo troo. Indead, a
detailed in the NPRM and n sectlon
.42 of thiz final Tule, there is
substantial scientific evidence to
suppart the information conyeyed in the
new raguired wyroiogs, The NPEM
summarizes a large body of sciantific
evidence showing that cigarettes canse g
wide range of negative health
consequences, including various types
of canper; all the major cardiovascular
dizagses, Inehading heart disease and
stroke; COPD and other respiratory
diseases; and a variety of negative
health effects in nfants horn to wornmen,
wheo smobe and in nonsmokars expaosed
te secondhand smoke (75 FR 59524 at
62527 through 69529). The NPRM also
sats forth srientific pvidence describing
the negatiie affects of nicotine addiction
and the major and immediate heaith
benefits of smoking cassation [75 FR
69524 af 69528 throuph 69529), As the
court in Comumonwealth Bremds
cortectly oheerved, the content of the
warnings 'is objective and has not heen
controversial for many decades™
{Commonwealth Brands, 678 E. Supp.
2d at 531).

The Irnages we have selected to
aocompany the nine warning statements
alen convey intormation that is factnal
and uncontroversial regarding the
nggative health consequences of
amoking. Theze images are consistent
with the information conveyed in the
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aecompanying fextual warndng
stabemants; each imapn deplcts themes
and gubjects that provide visnal context
for the extaal warning statements, The
hmages also play a crurial role in the
connunicabon of the testual warning
informatinn; as discnsged extenaively o
the NPEM, the addition. of graphic
hmages to health warning messages
CELEEE Congmers to notce and attend
to the warning Informatlon in the first
Instance, and increases recall of the
warning message and the depth of
cognitive processing of the messaps (75
FR 69524 at O531).

The comments did not dispute that
the imapes proposed to accompary the
warning statements aocorataly dapict
the negative health consequences of
smoking, Rather, they fanlted our
proposed images for being *'disturbing
ot eliciting emobons. For esample, one
of the conoments cited ag dis Iy
several of the images selected by FDA in
this rule, imcluding the images sotitlad
“hole in throat,” depicting a man
sopoking theoogh a fracheostomy
opesing; "healthy/diseased lungs,"
depicting healthy lungs jodaposed with
lungs damapged by smoking; “ canceroms
lesion on lip," depicting a lesicn
consiztent with that caossd by acal
cancer; and “ran with chest staplos,”
depicting a man with an autopsy scar.
The comrnent dld not assert, however,
that the effects shown in the images are
false, i.e., that they are not
manifestations of nepative health
consequences of sioking, such gz
throat, lung, and oral cancer, and death.
The fart that the Images are disturbing
o7 evnke emotion decs not mean that
they are not faclual representations of
the affacts of smoking, In fact, the
savers, life-threatening and sometimes
disfiguring health effects of smoking
canveyed in the vequired warnings are
disturbing and the inages we have
selected appropriegely reflect this fact.
Mg such, it is oot sucprising that the
wyratngs regarding the negative health
consaquances of srmaoking would evoke
amotions such as fear of being stricken
with life-threatening caneer or disgust at
what it might bs ke to hava that
happen. If the raguited wernings faled
to elicit mmotional veactions, they would
also fail to communicate the described
nepgative hoalth consequences of
smoking in a truthfal, forthripght
ITEANTIET.

Same conmments also stated that “non-
factnal cartoon imapes” proposed By
FDA remove any doubt that the
proposed wrarning: convey an
ideologios] roazzape. For this final rule,
one of the imeges we have selected is,
invdesd, g graphie illoslration. That
irnega shows a “baby in incubator™ and

accompanies the warning statement,
"Smoking during pregoancy can harm
your baby,™ Ag set forth in the NPEM,
there §s arple evidenca to show that
smokiog duriog pregnancy has negatie
affucts, lncluding increasing rates of
preteym dalivery and shartened
gestation and increasing the likelihood
of low birth weight infants, among other
thinys (75 FR BO524 st §0528). Thus, the
irmage “baby bn incobetor’ accurataly
depicts the health consaquences

gmoking during pregnancy can have for

infants born 1o mathers who smoke. The
styla of the depiction—here, a graphic
illustration—does not make it lezs
factual. The style iz just a means to
convey the information,

The remaining images wea have
gelectad oo factoally depict the
negative health conseqnances of
smoking when viewed in context with
thaly accoypanying warning statements.
Ag explained in section I of this
docurnent, the image “srnoks
approaching haby' accnmgany‘ing the
staternent “"WARNING: Tebacco smoke
can harm your children™ effectively
comieys the factnal message that
evvposire to tobacco snoke is harmful
for children by realistically showing a
baby being exposed to secondhand
smaoke. The image *oxygen mask oo
man's fare," which accompaniss fhe
staterment “WARNING: Cigavattos cansa
strokes and heart disease,” accurately
depicts a typical intervention far a
patient suffering acute cardiac distress
or stroke. The image “woman crying,'
which iz paired with the statement
"WARNING: Tobaceo smoke canzes
fatal lung diseass o nonsmokees ™ §s a
realigtic porteagal of the emotional
suffering experionced as a result of
dizsase cansed by secondhand smoke
exposure. Finally, the imape “man I
(uit t-shitt,” which is paired with the
staternent *"WARENING: Quitting
soioking now greatly veduces serious
risks topous health," realistically
porteays an image of a man that is
congistent with and supporkive of this
facnal warning statement, althaugh,
wnlika the ather required warnings, this
warning iz framed n a positive manner
{£.e., it conveys factnal inforrmation
about the negatise health congaguencas
of smoking by educating consumers
abrat the positive bealth consequences
of refrgining from smoking),

The comments also asserted that some
of the proposed images, including some
now selected by FDA in this final role,
appear to use technolopically-enhanced
photographs to emphasize the effects of
sickness and diseass. Whila we
acknowledpa that somme of the
photopraphs wera tachoologically
medified to depict the negatlva health

consequances of soking, the effects
shown in the photographs are, in fact,
accurate depictions of the effects of
sickmess and disease cansed by
smoking, and the commenits did oot
dizpuie this fact,

g one of the comroents notad, the
adddition of graphics tn warnings for
cigarattes is a diffevence In form only
and does nol chaoge the fundamental
content of the messages, which convey
tactual information about the health
consequences of smoking. The court in
Commonwealth Bronds was corect
when it statad that it “doss not balieve
rhat the addition of a graphic image will
alfer the substanca of such [warning]
inassages, al least as a general Tule
[Commonwealth Brands, 678 F. Supp,
2d at 532). Rather, these images alter the
effectiveness of the warnings by
enhancing their ability to coooron nieates
Eactval information to cansumers.

Diegpite the factual natuwree of the
yoegsages conveped by the cequired
warnlongs as described previously, some
comments asserted that the
government's goal is to foree ciparette
companies to shipmatire their products
by including the governmment's
i[i’enlagical, antizmoking message on
their packagns and advertsaments.
These comments claimad that the size of
tha warnings and the FDA stndy
endpoints agsessing cansumery’
emotional and cognitive reactions to the
required warnings and whether the
warnings were "difficult to look at,”
helis any puggestion that they are puraly
factual,

Wa disagres with these comments,
The sizo of the warnings and their
ability to evoke cognitive and emotional
respanses are consistent with the

overnment’s interest in ensuring that
%19 requited warnings affectively
commicats factual inforraation about
the negative health consequences of
smnking to consumers. The NPRM (75
FR. 69524 at 69531 through £9534) and
section ILD of this final mile sommarize
the significant research literaturs
supporting FOA's conclusion that larger,
praphic warnings more effectively
communicate health rigks to consumers
than the exdsting smaller, besct-only
warnings on cigarette packages and in
advertisemnents.

Likewize, our decision to nzi images
that elicit strong cognitive and
emotional responses is conziztent swith
established models of ek
cornmunication. Our regearch stud
included three raeasures te assess the
salience (i e, noticeability and
readability) of the proposed required
warnings: Emotional reactions,
cognitive reactions, and whether the
warning was difficult to look at. Use of
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these measires is wall-astablished in
the sclentlfic lteraturs, As disowssed io
the study raport (Ref. 48, study report)
and in comments discissad 1o section
IIL of this docurnent, risk information is
most readily conveyed by warnings that
glicit stoong rezponses on these
roeasuraz—aliciting steong emotonal
and cognitive resctons to graphic
warnings enhancos recall aod
information processing, which helps to
ensure that the warnings are battar
understood and remembered. Thesa
Tesponses in horn influence short-term
ontooimes, such as later recall of the
messags sod changes in knowledge,
attitudes, and belisfs velatad, to the
dangers of tobacco nse and expogure (o
gecondhand smoke, and eventually load
to long-term changes in beharior. Thus,
conlrary to the comments discussed
previonaly, our use of these reaction
measureynants doss not demonstrate the
Agency’s intent to gigmatize tobaceo
products. Rather, these measuves g
ailiufprupri ate indicators of how
effectively health warning messages aro
communitated, and were used in FOA's
regsacch study to provide valuable
information regarding the relative
ability of the 46 proposed required
warnlogs to affectively comvey the wery
real adwerse health conseruences of
siaoking to the public.

Indeed, the court in Cammonwealth
Brinds rejected an argument that the
muse of the new, larger warnings

thair graphic irmage component is
to "browhest potential tobacco
consumers” with the government's
antismoking message. The court stabed
that “the government’s goal is oot to
stiprnatize the use of tobacco producks
on the industry's dime; it is to ensure
that the health risk message is actually
gear by conavmers in the ficst instances”
(Commonwselth Brands, 676 F, Supp,
2d at 530 [emphasis n ovighnal]), Wa
agree with these findings of the disteict
caurt,

Because the warning requireinents
compel the dizelogure of information
that iz purely factual and
noncantrovesial, they are permissible
under Eepefarer i they avs seasonably
relaked to the povemnrent's asgertad
interost. As stated vapeatedly in the
MNPEL and this rule (see, e.g., spction
11D of thiz docurnent), the Agency's
primary interest is bo effectively convey
the nepative health consequences of
smoking on cigarette packapes and in
advertisaments, 8 nacezaary part of
which, as the court in Cormarriizafih
Brands recognized, I “to enzura that the
health risk message iz actually seen by
consumers in the first instance.™ The
WRITInE requirements are clearly
reasonably related to this interest.

B&th }:htﬁ research ﬁt&rature and FDA’s
study of the proposed required warni
inr_‘]igrate thatptheprequimg Warnings EIHEES
affective at comommicating the health
conzequances of gnaking to conswmers.
We hava cited extensive Hiscatare in the
NFPEM and in section 10D of this final
rule discussing the greater affactivansss
of larger, graphic warnings over the
cuent warnings at getting consuroers'
eftention (sec 75 FR 60524 at 68531
theongh 68532). For sxcarnple, in one
study in which stodemts wera shown
imnages of the Canadian geaphic
warnings and the current warnings in
use in the United States, the Canadian
graphir warnin%s significantly increased
aided recall of the warnings, increased
depth of roegsags processing, and
increpasad the peveaived srength of the
messago [75 FR 69524 at 60531, erlimgy
Ref. 97). o addition, as disoussed in
section I of this document, FDA's
study repart (Ref. 48] demaonstrates that
aipht of the nine required warnings
salacted for the final rule showed highly
significent effacts relative o the text-
only contol on all the salisnce
measures (emotional reaction scale, )
cognitive reaction scals, and difficalt, 1o
lock at measure] across all of the tavgat
audisnces (youth, young adults, and
adnltz), The ninth warning, which
cornrrnicates the message that
"Culrting sonkiog now greatly reduces
serions risks to your health,™ also
showed strong effects relative to the
text-only control, with significant offects
in at least some audiences on the
armotional and cognitive reaction scales.
Again, these rasults with respect to the
sallenca yopasores are bmportant becanse
they have baen shown to anbugnes sacall
and information processlog, which
helps to ensure that warnings ara botfar
understood and remembered.

As set forth previously, to the extent
that the warning requirements compel
spanch, they ara perinissible nndear
Zawuderer bacanse thay requirs
disclogurn of factual informgtion god ae
reasonably valaled o FDA": pnal of
effectively commmnicating the health
contequences of stoking to consumers.
Accordingly, it is not necessary to
address the strict scratiny analyses set
forth in tha covmments.

Wa ave ot persuaded to the contrary
by the commeants® assartions that the
warning requivements are nojfostifiad
and uoduly burdensoma. The industey
comraents discussed previously
vontended that the warnings are
unjnatified bocause the health risks of
amoking are glready univerzally known
and oversstimatad and the FDA sludy
rusults show thal the vequirad warnings
will have no fnpact oo soking beliefs
or bahavior. To suppert their aegument,

they cite hones v Florida Depariment
af Brusthess ahd Profassione! Regnfation,
512 U5, 136 [1994), and Internoionael
DPairy Foods Ass'n v, Boggs, €22 F.ad
623 (6th Cir. 2010), for the proposillon
that eourts have found disclosure
requiremeants to be unjustified where the
possibility that diselozure will prevent
consumer corfusion e only speculatie,

We disagess with thess somments. As
discussed 1o section ILC of thiz
document, thers 1s sigoificant evidence
to show that conmimers lack knowladge
about or underestimate the health risks
of smoking. Examples of such evidence
inchode: A 2007 survey that found that
two in thras smokers podersstimate the
chanece of developiog ooy canees
several studies 1o which anly s minosicy
af smokers surveyed beliaved that they
wers at increased risk for cancer and
heart disease; various studies indicating
that Americans who are aware of certain
risles, such ag cancet, are ynaware of the
many nther health risks assocfated with
smoking; surieys showdog that poong
adults de naot appraclate the addictive
nature of cigarettes; studies showlng
that knowledge of smoking risks is even
Lerarer arnong certain demographic
groups, such as people with lower
ncomas and fewe poacs of edoucation;
and vesearch demonsteating that
Amnericans grossly underestimate the
effects of secondhand smoke on
nonsmoaokers [see section IL.C of this
docament for more extensive discussion
of this ragaarch).

In addition, we fncluded in the HEPRM
an axtensive discnssion of how the
current cigaretts wernings have pona
urmaticed and fail to appropriately
convey crucial information te
consumers about the health xisks of
winaking (75 FR 69524 at 69525 and
69520 theomph 69531), For example, in
1994, the Surgaon Genewal reported that
the curvent warninge, which have been
required on cigaretts parkages and in
cigarette advertiseraents for many pears,
are given little attention or
consideration by viewers (75 FIR 69524
at 60525). The same report found that
warnirgs on billbogrd advertisements
wiea 5o srnall that passing motorists
could coad them only with ' graat
difficulty” (see alsa the discnssion of
billboard advertisevnesnts af 75 FE 69524
at 69325], Likewize, as noted in section
LA of this decument, a major study into
tobacen policy in the United States by
the IO, in 2007 concluded that 1.5,
packape warnings are both “onmoticed
and sfale™ and foond that they fail to
conuaunicate relovant information o an
effective way (Fef. 3 at 291). Tha Chair
of the [0M's Committee on Raduclng
Tobacco Use described the warnings on
cigaretic packs as “invisible™ in
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testimony in 2007 on 4 precursor fo
what was enacted as the Tobacea
Control Act (75 FR 89524 gt BO530).
Regearch regaedog waning statements
1o clgarette sdvartissmeants has shown
similar rasults ([, and studies cited
therein). As discussed in the MNERR, the
INM expressed concern about the ability
of congumers with less education o
tecall the information inclhaded b text-
baged] russapss, The I0M forther
axplainad that smokes are mors likaly
to vacall larges warnlops as wall as
warnings that appear on the front of
packages instead of the side, as is the
case far the current warnings [75 FR
59524 &t 69531). As the coutt In
Commonweaith Brands likewise
concheded, the svidence bafora
Congrass cleply demonsteatas that the
new warning requiraments are justifed
(678 F. Supp. 2d at 530-31).
Substantial evidence showing
CODSUIIer ignorance regarding the
health risks of smoking and the
ineffeciivencss of the corrent warnings
at vommanicating such vigks clescly
supparts the nead for the required
wirnings. The rasults of our ressarch
stody showing significant effects on
galience measures for all of the requited
warnings, along with the substantial
international evidence showing that
larger, graphic warnings effectivaly
comorunicats health risks, desaongirate
that, vnlike the dizsclosuras in the cases
cited in the comrments, the required
warnings will hawe more than a
speculative effect on consumer
confusion about the risks of smoking.”

T in Herwoterss, Lhe aszerlad govwarniohnl inlavmel
wird g corswmers Frovn bedng widelad by a
legal adverticerent, aond thos, the Court ooted thal
warnings ur diselaimerns could be apprrogeialsly
roquired “in order bo dissipate the paesibilily of
conaumar confusion az deceplion™ [Fauderer, 471
U.% a1l 651 [clalions amilledy). In articulating the
applleable level of Firet Amendoent sornllny for
disclosues requicenents, the Court staled 11at soclh
epquirsimn ents nowst be “reasonably mmlatad to e
Shafe's iniecdsl in prevealing deception of
consumera” (Fd.}. However, appellate courts hawve
Iiald thot Zasrdarzr's holding was not limited fo
discloaurs requiramanlts Lhet eddraseed potantiolly
deceptlve advertleing, but mather applied o
cligelosweas aftond ot Lottar 3n oo log corsers
et (st preducts (bl purchage [ee Sosredl,
272 F.3d al 118 [epplyiog the Zoedarer standard
and wploldlng & disclosure slalbe aimed st
incresslig consuvner awarmness of te precocs of
TROICUTY 1M wari taze products becanse e slalules
goal wae conslefent with the policies underlying
izt Arendmont prolecllan af commarvelal apeach
and [l dislivelion bepween coropelled and
realcictod commercial speech); see alvo Mewr York
Stute Restaurant Agace. . New York Cify Board of
Hughle, 5E& F.3d 114, 133365 (2d Clr. 2009)
{apholding woder Zapdener 4 mouiremenl Dat
raglawrants disclose celoris content an meoua
bioanse 11w raasoably related la e cliy'a goal
of reducing abeciiy]; Flietn, Coeve Mpmb. Ass'h o
Aanr, 429 F. 3d 299, 310 0. 8 (15t Cir. 2005] [£lating
that Ltha eourl did vot [ind soy casas limiling
Zgrrderer b “potenliolly dacoptive adwarHeing
directed Al coosuiecs™ )i,

Equally wosvailing is the asserfion
that the warning requirements are
wrduly urdengome hacaise the
raiquired size pod positicoiog of
warnings on packages aad in
adweriisements effoctivaly mle out
torbaceo companiag’ owmn aftenpts to
conirey jnformation, Pacanss this part of
the corppalled spesch srgoonert
overlaps with the asgertion that tha
warning taguitements restrict speach in
vinlation of tha Fizst fAmendment, it is
addressed in the following paagaphs.

The Warning Requiretmenfs Are
Permizeible Under Condrel Hudson. To
the extent that the challanged
provigions vestrict comraercial spesch,
the restrictions dre analyzed under the
framework satablished in Centaf
Hudson Gas & Electric Corp. v Pablbic
Sarvice Commission, 447 1.5 857
{1980}, '"The First Ameandrment's
capcern for commercial speech is based
on the informagtionsl funrtion of
advertising" (fd, at 563), Conssquently,
thewe is no protection for 'commersial
mesiapes that do not ascoeately infocm
the proablic soont lawfial aetiety'” o that
are “tolated 1o llegal activity" (fd at
563—64). I the coromanication is
metthen voialagding nor related to
wlasrful actieity, the goverhomant may
irapose restrictions that divectly
advance g pubstontial gorarmment
interest and ave not more extenslve than
15 mpcageary 1o sarva that intavest (4. at
5661, That standard doss not reguire the
lagislatues to smploy 'the least
rastrictive means™ of ragulation or ko
achieve o perfoct 1it between means and
endg (Food of Trasfees v Fox, 492 U5,
460, 400 (1080)). If is sufficiant that the
lagiclature achieva g, "reasonable™ fit by
adopting regulafinns *'in propoertlon to
the interest servad ™' (Id., guoiing In 1e
BALT, 455 U8, 191, 203 (1982]; accord
Pogon v, Frachey, 402 F.ad 766, 771
(Ath Cix, 2007} (em banc)).

The Swpreme Covrt hes smphasized
that “Ttlhe Congtitution ghves to
Congrass the role of waighing
conflicting evidence o the legislative
process” (Turner Broadearting System,
fre, v, FOG, 520 T1.5, 180, 199 (1997}
“Buen in the regbm of Fiest Avnood onart
questhons whete Congress mnst base 1s
conclagions wpon sebstantial evidance,
daferance rmust be accorded fo its
findings as to the haom to b avoided
and to the remedial measuees adaptad

Thu, aven il thare wera Da canmmer canfusion
regarding the health ek of sionking that neadad
13 be od od by the raquired wemingz, e
gowertreant wodd s611 bave an [nlecael In wpdaling
the vamings and betber infoooing coasinens ahart
1lue sffacle of tha produeta Whal they purchass—
Pa;limia:::]:igmdum slch as cipacettes, which hava
such e slgnifican! impect an hmalth Accordingly,
thin Zoerderer standard would ellll apply.

for that and, last [a court] infringe on
traditional legislative anthority to make
predictive judgments when enacting
nationwide repudatory policy” (Id. at
146). Thus, "the question iz not whether
Congress, 86 an objective matter, was
coract b itz deterinations (fd. at
211). “Rather, the questlon 1s whether
tha leglzlative conclusion was
reasonable and supported by substantial
E!‘i‘;dEII.E& in the record before Congress"'
Hd.).

{ C}D]]'JJD.E:IIIB from tobaceo product
marufactorers arpaed that the waming
requirerients vestrict tobacco
coropanios” speech becanse the
warnlngs youst occupy the tap 50
percent of the front and back display
panels of cigareite packages and 20
percent of the area of cigarette
advertisements. They stated that thess
elza and positioning requirerments sea
nnduly buedensome and will
significantly impatr theic ability o
convey information about their products
to adult conswmers. In essence, their
argurnent is that the new warnings are
too large and too prominent, which, as
recognized by some of the comments
discosged previoualy, has already bean
rejechod by the court in Commonwesth
Bronds [see Commanwealth Brands, 678
F. Supp. 2d at 531).

It iz important to note that the
comments did oot identify any specific
statements that will he restricted by the
warning requirements. Nonetheless, we
will agzme for the purpose of argument
that oy speach that possihly conld ba
ristrirted as a resnlt of this role would
be nonmisleadlng and velate to Jawful
activity and, thus, would be conuroercial
speech protected by the First
Amendment.

The comments did not dispute that
e povernment has a gubatantial
intaraat in affectively comropoicating
the health risks of smokiog to the public
or, as the court In Commaonweafth
Brands characterized it, in “ensurfing]
that the health rick message is actn
¢gen by consumers in the first insfance”
(fd. at 530). This substantal interest
satisfies the first step of the Central
Hudron analysis,

With rosperct to the second stop, we
have repeatedly discussed in the NPEM
and this final rule evidence
demenstrating that the required
warnings will directly advanoce that

‘interest. Such evidence includes the

FOA study results showing significant
effects on salience measures for all of
the nine required wamings (=g seciion
111 of thiz document] and the
international experience demonstrating
the enhanced communication value of
larger, praphic warnings [see 75 FR
69524 at 69531 through 63533, It also
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includes studies showing the improved
effactivensss of Canada’s larger, graphic
warings at communicating health risks.
Fur mmgla. national surveais

condurcted o bahalf of Health Canada
indicate that approximataly 95 percant
of youth smokers and 75 percent of
adult smakers report that the Canadian
pictorial warnings have been effeetive in
providing them with important health
information (see Fef, 3 at p, 294). In
another spudy of adult eomokera, moce
than half of the study participants
reported that the pictorial warnings
made themn think about the health risks
of smoking [Ref. 44). A study comparing
Canadian and United States warnings
foand that whils 83 percent of
Canadian students mentioned haalth
wirnligs o a recall test of clgaretio
packagas,” only =¥ percent of 1.8,
students™ did the sama (see Ref. 3 at C=
3 to ). -

The comments that argued that the
waming requirements are
unconstilutionally restrictive ipnored
thiz evidence. Instead, thay sugpested
that, to satisfy this step, FOA's regearch
study wounld have to have showi a
material impact on consumers” beliefs
about, or understanding of, the health
risks of smoking pr smoking behavior.

We disagme]?gfhe evidence showi
that the requived warnings will directly
advance the gosemment’s primgy goal
of pffectively comrovnicating the
negativo health consoquonces of
smoking by first ensoring that the
warnings will be seen and processed by
consumers is sufficient ta zatisfy the
gerond step of Ceniral Hudson. A
shriwing with respect fo other goals,
such as inpacty on consomer baliofs or
smoking behawior, 15 not necessary for
purpose of this analysis. However, we
note that there is significant evidence
that these goals will also be advanced by
the warning requirements,

The comments repeatedly cited to
FDi's study report o euppoct the
prDFOHiH o that the required sracnings
will have no effect on consumer balisfs
ar behawior. Howaver, such an assartion
fails to take into account the study
design and the extensive evidence in the
literature indicating that the required
warnings will positively impact beliefs
and behavier. As we nota in section [T
of this docurnent, it is not soeprising
that the proposad wmogoiead warndngs, as
a whale, did ot elicit shrong rmspoonses
on the belisfs and Intentions measores
because study partielpants had ooly a
single exposurs to one wanning; the
stindy was not designed to show long-
tenm afferts on bahavior. Howevar, tha
gtindy cannot ba viswed in lzolation
troen the overall body of scientific
evidence regarding the positive affucks

of larger, hic health warnings oo
smslhgng E;ili%fs and behavior, fohich we
suenmirized i the NPRM (75 FR 69524
&t 80531 theonph B8514).

Finally, the comvmeants stated they the
warnlog raquirements do not zatisfy the
third step of the Centned Hudson test
because the mandated size and

ositioning of the warnings on packages
End adveul:l&s&ments will ngfectit?elyk:fle
out tobaces cornpanies’ ability to
conway Informetiom about thais
prodocts. They stated that the
Taquiraments are mors axtensive than
necessary to achieve the government's
interests and suggested that less-speech
restrictive alternatives, including
alteenatives to the warning size and
pasitioning requirements included by
Congress In the Tobacco Conkeol Act,
wonld be squally as affectie.

The covoments provided no basis for
zetting aside Congress’ judgment as te
the appropriate specifications. As the
court in Commonwealth Brends
explained, Congress considered
extensive avidence, starthng with the
14994 Surgecn General's RBaport god
anding with the 2007 I0M Bepart,
which Is dizcussed in the NPREM (75 FR
(9524 at 68530], demonstrating that the
existing warnings ate "unnoticed”' and
“stale’” and decided that the content and
format of the warnings needad to b
ravisad (Commotwaalth Bz, 670 F,
Supp. 2d at 530-21). In so doing,
Congress chose specifications for the
warnligs that accord with FCTC, which
ralls for warnings that 'shall be
rotating," "shall be larpe, clear, visible
and Iegible,” “should be 50% or mope
uf the principeal display aveas but aball
b o loss than 30% of the principael
display areas,” and “may be in the form
of or include pictures or pictograms™
(FCTC art. 11.1[b)). The FCTC has been
signed by the United States and ratified
by 167 countries, Az the Commonwealth
Bremds coonrt eorpsctly found, 'Conpress
alzo informed it warniog reguirements
by looking at the wse of a nearcly
idemtical warning requireroent in
Canada'" (Commonweaith Brands, 674
F. Bupp. 2d at 531). Like the required
warnings, the Canadian warninps
oceupy the top half of the two main
pansls af cigaretis packages,

Thiae, Corgregs baged e legislativg
decision to reiise the wannings o the
fiest instanco and to mandafs cortaln
size and placenant specificatlons for
tha warnlngs on substantial evidence in
the racord. Al thiz tims, wa de oot
lotend to change thoss specifications.
Althrugh comments feem fobaccoe
companios assectad that the lages size
leasas inadequatae room for thalr cwin
coroercsl massagas, they identified no
intormation that ks suppressod by virtos

of the larger warnings, even though they
hawe coraplied with similar
requirements in other countries for
wyears, The tobacco companies retain
mare than half of their cigarette
packaging and &0 percent of their
adverbsements for their own
vommercial speech.

horeowar, externsiey disclosoem
requitaments gre by no roeans woique b
cigaretiss, For gxanple, for produocts
such as pain relisvars, certain alleegy
medications, and products to treaf a
variety of cold sjprptoms, the rargquicard
warnings togethar with other FDA-
requived Informetion typicelly
gncompass move than 50 percent of tha
produoct packaging #

For these reasons, “the warning
requirement is sufficiently tailored to
advance the government’s substantial
interest under Centre! Hedsor™ [1d. at
532,

The raliancs by fwo conunents on the
Seventh Circnit's decizinm in
Entertainment Softwore Associotios ¥
Rlagojevich, 469 F.2d @41 (7th Clr.
2006], does not persuada s to the
contary. In that rase, the cout
invalidated a State law reguiriog widen-
gama retailars to plare a four-square-
inch label with the nomerals * 18" on
any “soxoally explicit™ viden gaoa.
Unlike hare, the court concluded that
the sticker "comoumicatas a subjactive
and highly controvoersial messape—that
the game's content 1s sexually expliclt,”
a tarm capable of aultipls definitinns,
and expreesly mejectsd the compacison
to the “surgeon peneral's warnlng of the
carcinogenlc propertles of clgarattas, the
analogy the State attempts to draw” (fd.
at a2} “Applying strict sciutiny,'" the
court noted that “[tThe State has failad
fo even explain why a smaller sticker
would not suffice™ [(fd). Heva, by
contrast, Congress has yequirsd accuvate
and objective wacrnings 1o a format that
accords with the provisions of the
FCIC, (o which Lhe United Statas 1s a
signatory, and whose effectivensss has
been demonstrated by infernational
experience, after concluding existing,
yet smaller, warnings were loaffactive at
conveying important health

information.
We also disaﬁ:;e with the assertion in
the conmments that the warning

requirements fail to meet the third step
of Central Hudson because the
government failed to consider numerows
legs epeech-restrictive alternatives. One
of the comments suggested that the
government disseminate information

850w 21 CFR 20v1_B8; gae alén Ftdpn
whow aeressdete, fdn. gav/dragenifida docsTabel!
200802205280 08I0 pdi e ple of packaglng for
O hoartboen coedies o).
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ahaut health risks as vne alternative for
conmunicating health raks 1o
consumers. Hovrever, governrost
dissemination of the message already
oocurs—{or exaniple, HHE cuvremntly has
several hundeed twbacco-related Web
fitey, which provide informative
rapgsages vegarding, for example, the
harminl effects of tobaces e [Ret. 80),
and CDC’s Office an Smoking and
Health fands health departments in all
50 states, the District a? Columhia, and
servan U5 tervitories for eomprahensive
tobacca prevention and contral gad
provides access to tobacea control
adwarlising material far use in. this
compiahensive effort (s0s Ref. 98,
However, as discussed in section ILC of
this document, evidence shows that the
heglth rizks are =till misunderstood or
underestimated by consumers,
Moracver, government advertising
carmol laks the place of displaying
affactiro warnings on product
packaping, which “can provids a clear,
wisibla vehicle to comniunicats rick at
the mnst crucial time for smokers and
potantial smokers”—the very instant
that they are deciding whether to
prrchase or consume a cigaratts {75 FR
64524 at 68529), [ndeed, "[plack-a-day
srnokars are patentially expaoeed to
wrarnings more thao 7,000 Umes par
year” [Id.; Refs. 11, 99, and 100},

To the extent that the comments
discussed other suggested alisnarives
[e.g., Increazed enforcement of sales ta
rdnors, increased funding for tobacen
confrol programs, increased taces) in the
comtest of their ability o reduce youth
sraoking, the suprestions provided are
imisplaced in an analysis of
requivements whose pri purpose is
affoctre cornmunication of health risks.
Thesa supgested alternatives wera not
afrned at commmnicating health risks
and wore not effective ab doing s0. In
wny ovent, off of these alternatives have
bean implemented by the government in
ora form or another and have bean
ingufficient, Thiz is reflected in the
findings of the Commanweelth Brands
CoMeT:

Plaintiffs” argument iz premizad an Uhe
e that “[olefors 8 povermment may resort
bes suﬁgﬂmsin,g speech to addrezs & policy
problem, it mugt show that regulating
conduct bz not done the trick or that as a
mabter of cornmon senss it could not do the
trick.” {Plaintiffs" Briel, p. 26] fquoting
BellSoulh, 542 F.3d at 508); see also Wastern
Seates, 588 (5. al 373, Howeser, that bs
precisaly what Congress has deme hare.
Conteary to Pluintiffs” cembention, this is not
& coze where Congrese went “straight to
[thnir] spesch.” (Plaiatiffs' Brief, p, 10). Thia
is @ case where Congeass, after dacadus of
implemenling varions measwins that did not
affect Plainkiffs” apeech, decided to add label
and advertising resteictions o its

coimaprehenslve regulation of the tobacce
induslry. That decision seems eminently
raasonable, 1o, since every other toal in the
governinent's arsenal 1s made less affsctive
and more costly by Plaiolilfy' nse of
adgerlising "o slimbale underage damand .
(Governmment's Response, p. 40}, Accordingly,
the Cowxt rejects Plainlilfs’ contentinn thal
tha existence ol “humats obiions non-
speech-restrictive alternativas' rendars the
Act’s speech raalrickons wnconstibutional for
lack of tailoring. (678 F, Supp. 2d at 538).

For 4ll of the reasons sat forth in the
previous paragraphs, we conclude that
the waming miuiraments do not violate
the First Amendment

(Camment 200 Ome tobaceo industry
conmuent also clabmed that requiring a
reference Lo A cespation resource n the
required warnings would wiolate the
First Amendment hacauss 1t 1s
compelled speech that doos not convey
factual information aboat the product
that is being gold, This comment
claimed that veqniving a cessation
resouree commnicates a subjective
policy messape thaf consumears shonld
not buy or uge the product

(Respongs] Wa disagron. As explained
previously, the requivement in this rule
for graphic warnings on cigarette
packapes and advertisemants is
congiztent srith the Flrst Amendroent,
Contrary to the comument, the reference
to a cessation wesowrcs, when
considersd in context with the rest of
the requicved wannings, conveys factual
information to consumers and is
permiszible tmder the Zouderer
standard fior cornpelled disclosures
becawss it i reasonably related to our
interest In nreasing the likelihood that
exisling smokeis will become aware of
the eessation vasowca and,
consequentiy, increasing the likelihood
that thinge wha want to quit will be
suceessful, It is also reasonably related
to our bntersst in affactvely
conarmunicating the health risks aof
smoking to consimers.

As discuesed n detail in section V.B.6
of thig docurnent, the rule requires each
r&q%.v.limd wiatning to include a reference
b the existing Matlonal Metwaork of
Tobaren Cassation Juiflines [[etwork),
which nges the telephone portal 1-500—
CJUIT-MOW. This rula will require that
the ressation resource be displayed on
the required waming irmages: “1-800—
QUIT-NOW™,

The NPEM cited evidence that more
than 70 percent of smokers in the
United States report that they want to
quit, and. a:g;gmxh‘uatel}r 44 percent
repoit that they ey to ouit each year [75
FR 69524 at 59520; Baf 66 at p. 15).
However, as avesult of nleotine
addiction, only a very small percentage
of these apnokers achlove success [75 FR
RO524 at GOS2E through G9529),

Insirad of advocating a subjective
policy message as sugpestad by the
comunent, incloding a cessation
regoutca oo required warnings will
pravide factual infarmation for the
many smokers who have already
developed a desgire ta quir, sither prior
to or after viewing the haalth risk
informalion in the requived wamings.
The refaremce is designed to inform
gk smokers and others that a resowres
pixigts that can help smokers ta quit and
1o inform them how they can access that
rasouvce. The factnal nature of this
information is undersearsd by o
explanation in the NPRM that the

ney's goal is “to provide a place
whers smokers and other menbers of
the public can obtaln smoking cessation
jnformation from staff traine
spacifically to help smaokers quit by
delivering unbigsed and evidenca-based
information, advice, and pupport™ (75
TR 69524 at §9540 (emphasis added)).
In additicn, our adoption of detailed
eriteria degigned to ensure that the
resuoiiee's information, advics, and
gupport ave unhiased and evidences-
bazod further emphasizes that the
required reference to 4 cosgating
resaurce is factual in nahoee.

e disapree that a veference to a
cessation rearmxea doss not convey
infrimmation about the product being
sold, The veference must be considered
in context with the rest of the requiced
warnings, which consist of toxtual
slatevnerits and accompanying geaphic
itnages conveying to congirners faclual
information regarding the negative
health congequences of smoking and the
benefits of quitiing. The reference io a
gmoldng cessation resonrce naturally
coraplements this information; instead
of leaving consumers who are rootivated
tor quit by the health risk nformation
unassisted, it provides them with a
concrete step 0 take action on (his
infutmation,

Becaugs the refarenca te a smoking
cewgation resoorce conveys factual
jrformation, 1t is permissible nnder
Zauederer if it is reasonably related to
tha povernment's asserted interest. Hara,
the reference is reasonably related to
FDA's interest n inoweazing the
likelihond that existing smokers will
berrime gware of the cessation resource
and, congequently, increasing the
likalihnod that they will successfully
quit svanking. As set forth in the
dizcussion of the commenlts in saction
V.B.6 of this document, foreign
countries that have included eassation
resourees on clgaretts packags warnings
have ganerally exparienced large
increases in wolwne of calls to quitlines
followirg thelr appearance on cigarette
packages, bn addition, as also discusged
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in section V.0.6 of this document, the
effectivoness of telephone quitlines is
well documented; thers is evidence that
significant numbears of sruokers are
unaware of such assistance, even after
axtanzive media campalgns; and thers Is
avidance that kmowing about the
avallahility of & quitline increases guit
attemipts and saccessful cessation even
among smokers who do not cal! the
quitline.

Moreover, vequiting a smoking
cesgation resourca 1s alsn reasonably
related to FDA's intevest in affectively
corvmunicating the health risks of
smokiog to consurmers. As noted in the
NPRM [75 FR 59524 at 63541) and in
section V.B.6 of this final rule, there is
evidence to show that including a
reference to a stooking coseation
resource in graphic warnings can
enbance the effectivenass of graphic
wacndngs at conveying health risk
information to the public. We havo
datermrined that it is alzo important fo
infrorm smokers about a gpecific teol
they can wse to halp therm to quit
smoking at the Hme they ave fooking at
the warninps and thinklag ghout the
hauidth CDESECLU;EHEES of smoking and the
positve health benefits of quitting. Risl
conunnaicytion research indicabes that
messagns that seonze foar about the
health risks of simoking should be
combined with informagion on concrete
gteps that can be taken to reduce those
‘riallcjs (Bt 31 (iessages thaf arangs tear
“appear to be effective when thay depict
a slgrificant and relevant threat * * ¢
and when they outline effective
respanses that appaar easy to
accomplish * * 2], As one comonent
stated, providing toformation ghout how
to reduce a risk that arouses fean helps
to prevent comsumers from supprassiog
thoughts about such risks, and thevaby,
failing 10 process the risk infoermation.
Tew this reagon, too, we do nat agrea that
the vaquirernent to refer to a smoking
CosEgHoD regonrce on cigatette packagos
and advertisermnents violates the Fist
Amgndrnent,

. Takings Undar the Fifth Amendiment

We received a convment ralated io the
Tukings Clause of the Fitth Avnendment,
That comment is sutnmerizad and
responded to in the followiog
paragraphs,

[Commment 201) Owne cobirnet
submitted by sevoral tobacen corpanins
arpued that the new hoalth wiyrning
requirerients unconstitutionally deprive
them of their propesty vights jn violation
ai the Takings Clause of tha Fifth
Amendment. Tha tobarco companisg
asgerbed that the new ragquired warninps
comstitute a per se physical taking of
their packaging and advertsing space,

as well a8 & regulatory taking of theie
property intsrests in their trademarks.

(Rezponga) We disagres that the rule
effects a taking wnder sither theory. The
Takings Clansa provides that “private
praperty [shall not] be taken for public
nge, without just compenzation ™ A
takings analysis beging wirth a threshold
determination of what interast a parzon
has in tha thing that iz allegedly taken
(see Ruckolphous v, Monsento Co., 467
F.5. 406, 1001 {1%84]), In Grder to assert
a taking, a paxson roost fiet identify a
specific, concrets propety interast that
has been invaded or destvoyad by the
governinent (Penr Cendral Transp. Co.
. New Yark Cify, 438 U.5. 104, 12425
(1978)). Onca & concrele property |
infarest is idemfified, it is necessary to
determine wheather the government's
action constitutes a taking of that
interest.

The graphic warnilng vequiraments do
not effect a per se taking. To concludg
that a categorical, or per se, taking has
occurrad wihen the povernment directly
appropilate: ar physically invades
property is anather sy of saying that
the povernment action so anecously
burdens an important praoperty Hght that
the inquiry ends there. As the Supreme
Court has explained: “A permansant
physical invasion, however minimal the
BCONOIMIC cost it antails, evipcerates the
owner's right to exclude others fromn
entering and using her prap
perhaps the most fundameantal of afl
property interests'” (Lingle v Chevron
[7.5.4. Inc., 544 [T.5. 528, 530 (2005];
see alse Loretto v. Telspromptar
Muanhattan CATV Corp., 458 11.3, 418,
433 [1982) {citation omitted) [ Tihe
land-owner's vight ta excloda [35] “one of
the most eszential sticks in the bund/e
of rights that are commnonly
characterized as property.” ™).

Viewed in this[iig t, & Tecuirernent
that tobacco companies display graphic
health warnings as part of the packags
label on their products camaot e
erquivalent to the "physical invarion™ of
real property in the casos that the
corrment cites to suppart its prer se
talings arpument (see Loretto, 458 115,
at 441 [“Our holding today is very
narrow.“]). The warnings nirolve
perzonal property of a typo that is
already subject to extansive govermmant
regulation. ndeed, plven the ubiguitogg
naturs of povernment-mandated
warnings on all Knds of consomear
products, manufacturees of lnhecantly
dangeraus products such as cigarettes
cannot be said to have a categorical right
to exclude health warndngs frovm thele
products’ labels = Tharefore, the tobacce

" For examnipla, for products ewch as pain rolisvers,
cerlein allergy madicaticns, and prodws(s bo reat o

corapanies have failed to idenfify the
sart of property ripht the destruction of
which would result in a per se taking.

Furthermora, as the Supreras Court
has explained, the Takings Claues exists
“ta bar Government feoun forcing soms
people alons to bear public burdens
which, in all faliness gnd justics, thould
be borne by tha puhlic az a whaolg™
[Armstrong v, Drfled States, 364 1.5,
40, 49 [1960); see Moranporhela Nav, Cn,
. {fnited Sfates, 148 11,5, 212, 325
(1393)). The tobacco companias’
ArgUTIent AMONDES to ah Asartion thiat
they must be compensatad becauss they
have been raquired fo allow health
warnings on thelr property. The point of
the warnings 1s fo protect the puglic
health by informing conswmers about
the many harmful affacts of the
companies” products, which k) an
estimated 443,000 Avnericans evary
year. Therefors, the proposition that the
public nmst pay for the cost of the
warnings an tabacco products i simply
not compatible with how “the burden of
commaon citizenship” is proportioned n
our system of modern goverroment (see
Kepstone Bituminovs Coal Asg'n v,
DeBenediciiz, 460 U5 470, 49501
(1987 Pennsyfranie Coxl Co, v, Moahon,
260 1.5, 393, 413 [18922) [ Govarmment
hardly could go on if to seme axtant
values incident to propecty conld not be
diminished without paying for ey
such change in the genaral law."})].

In additiemn, the graphic warning
requirements do not effect a repulatory
taking. The tobacco companies alzo
argue that the weenings constitute a
repulatory taking becsuse they have a
reasonable expectation that their
property rights will be protected based
on statutary and commnan law
pratections provided to tademarks and
trade dress. The tobacon companies do
not identify the specific statutory or
coxvmon law protections that led to
their expectation that their property
wonld be pretactsd, Also Jacking is an
explanation of how the rule would
interfere with such expectalions. [n any
event, wa do nof agees that the rule
effects a regulatory taking of the tebaceo
companies” prapecty.

The Suprerne Court has declined
prascribe a “eet formula'” for identifying
talings and fnstead has characterized a
taleings analysis a8 an “essentially ad
hoc, factual” fnquiry (Penn Central, 438
.5 af 124]), Nonetheless, the Cowrt has
identifiad three factors for consideration
in assereing whether a regulatoiy taking
has neensred: (1) The character of tha

variaty of cold eyroptooes, tha teguired wgznings
Logether with otier Fﬁ.ﬁ-mqujrcgu';:ﬁ:rmnlim
brpivally socampass inove that 50 parcent of the
praducl packaging [see 11 CFR, 201 66].
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govermomental action; (2] the regolation’'s
eomoarrie irnpact; and (2] the axtent to
which the regulation inpaefeces with
wasonable invvestment-backed
expectations (Ruckelshairs, 467 1.5 at
1005}, The force of any one of these
factor: may be “so overwhelming * * *
Ehc?g it dizposes of the taking questinn"

T ).

With reapect to the firat Penn Central
factor, the character of the sorsommemnt
action, the government is “piven the
preatest leaway to act without the need
to compensate those affected by their
actons' when the povernmment has acted
for “the protection of health and safety™
[(Aose Acre Farmz, Ine. v, Unfled States,
569 F.3d 1260, 1281 (Fed, Cir, 2009,
Indeed, the Swpreme Covirt hag rejectad
takings claims arising out of health and
safety legislation even whera a property
interest has been destroyed (see Fenn
Cenfral, 438 0.5, at 12527 [citing
vasns]). Thus, as explained previously,
this fastor of the analysis weighs
steongly n favor of fiading that no
taking will ogcor as & result of this ruls,

The second factor to consider is the
sconarnis linpact of the government
action. The analysis involves looking
not just at what has been lost, but at the
nature and extent of the interference
with rightz in the propearty 23 a whaole
(seo Penin Cenitrol, 438 115, at 130-31),
Thus, it is nececsary o askess the
inpart of the rule oo fobacco
companles’ trademarks, packages, and
advertiseinents as a whole, In assessing
whether a regulation effects a taking, the
Supremes Court has eonsidered whether
the repalation denies an owner the
“aonnomically viabla’ wsa of ity
property. Mare denial of the mast
profltable or baneficial use of propecty
does not require a finding that a taking
has ccocurred {see, £.5., Keysfone, 480
5. at 495-949), Here, tobacco
companisg have not shown how the mle
deprives them of the wee of their '
intellectual property or packaging to
snrch g sevece ectent to effect a talking
[see Villoge of Fieclid v. Ambler Realty
Co., 272 11.5.°365, 384 (1926) (75
percent diminution in value insufficient
to prove taking); Hodacheck v,
Sebastion, 239 U5, 294, 405 (1915}
(92.5 parcent diminution insufficiant to
prove taking}), Manofaciuress,
*imﬁorters, dizteibions, and reteilars
wrill 311 be able to use packages and
advertisements to sell cigarettes. Indeed,
manufacturers still have use of 50
percent of the front and rear panels of
cigarctte packages, as well as the sido
panels and the top and bottam panelz,
o g thaly tradsnoscks and otheriise
promots their products, Eighty peccsot
of the awrea of each advertisameant will
likewise be available. Arcordingly, the

socond factor of the analysis also
su&pﬁﬂs the comclusion that oo taking
will oeenr ps g vesalf of the mole.

The vapus sagesstinn thet the culs
interfaves with nbacco compandes'
“reasonahle investment-backed
expectations'’ is sivoilarly unpersuasive.
To be reazonable, expectations nmst
lake into account the power of the State
to ragulate in the public interest (Poce
Begaurees, Tnc, v, Shrewsbury
Township, 204 F.2d 1023, 1023 {3d
Cir.), cert. denied, 482 1.5, 406 (188 7],
The nature of the property, and whathar
it has historically been, or potentially
could be, subject to regulation also aids
in detennininﬁ;heﬂler any expectation
in emaining from regulation is
ransonable, " [Tn the case of petsonal
property, by rmason of the State’s
traditionally hlgh depres of conteol owar
commercial dealings, [the propecty
owner] cught to be aware of the
possibility that new regulation might
Gien an[fver his property coonomically
worthleag ¥ * *" (Lueasz v, Sonth
Coroline Coogted Counetl, 505 T3,
1003, 1027—28 (1992]]. This iz
particularly teue with rospect to
cigarettes, which are lethal and
addictive—features the industry masked
for decades while stimulating underage
dernand (see United States v, Philip
Muoiris U5A, Ine,, 568 T34 1085, 1174
{DC Cir. 2000); Unfted Statas v. Philip
Moreiz UEA, Ine., 449 F. Sapp. 2d 1, 540
{Finding 2¥1%) (D.D.C. 2008]; Ref. 54 af

. 211), Camnmerce in tobacco products
Ea.ﬂ been repulated for decades, subject
bor increasingly more restrictive Federal,
Stata, and local measures dver tire,
Indead, Congress has maodated
warnings on cigarelie packs sincs 1085
[see Faderal Clgarelia Labeling and
Advertising Act of 1965 [FCLAA], Pub.
L. 392, 79 Stat. 282). Congress later
amended FCLAA to update the text of
the cigaraite warnings and mandate
them To cigweatts adeertserments as well
[see Comprahensive Smoking Educgtion
Actot 1884, Pub. L. DA—474, 08 Star.
2200]. In Hght of ihis long history of
regulation, companies that packags and
advertise ci ttes lack a reasonable
investmﬂnt—ﬁacked expectstion that they
will be able to continme to use their
prop ety withomt modification of the
regitlatory raquireoents that protect the
public health Any expoctatinn that the
industry would escape conprobonsiva
regulation, such as the Tobacco Conlroel
Act, was eminently unreasonahble,

For these reasons, the third factor of
the takinps analysis, like the first bwo
factars, compels the conclozion that the
rula dess not emount to & regulatary
taking of propexty that veguires
compansation pnder fha Fifth
Avnendonent.

VI, Implementation Date

To the presmble to the proposed rule,
FDA stated that the final rule wonld
become effective 15 months after the
daie the final rule publishes in the
Federal Begister, This time period is
congiatent with zaction zm(E] of the
Tohacco Conteol Act, which specifies
that the raguirements for health
wantings on cigaretta packages and in
adventizamenty are effactive 15 months
aftar the isswance of the repulatinns that
DA issaes in this mlemaking,

In particular, we proposed that as of
the effective date, no manufacturor,
importer, distributor, or retailer of
cigarettes may advertise ar cansa o ha
advertised within fthe United States any
cigarette product unless the advartising
complies with the final xuls. With
respect to cigarette packagas, wa
explained that cigavattas yonst not b
manufactured after the affective dats
wrless their packages comply with tho
regulation. If any packaged cigareite
product was manufactured prior o the
effective date and does not comply with
the final Tule, a manufactorer may
continue to introduce that package inte
coromerce in the United States for an
acditional 30 days after the sifactive
date of the final rule. Aftar 20 days
following the effective date, a
manufacturer may net introduce ioto
domestic commerce any cigarette the
package of which does not meet the
requirernents of the final rula (75 FR
69524 at A9541). We noted that this
limitation applied only to
mannufactiurers and requested conments
regarding mechanisms for enforcing this
rule and itz effective date, incloding
ways to differentiate cigareite packages
sold from inventory manufachwed priar
ta the effective date rather than from
inventory manufactured after the
effectve date.

Wa received several comments about
the sffective date, particulacly
requeetiog clarification regarding its
application to mamofachoeers,
distribuators, and vetailers after the 30-
day period in which manufacturers may
continue to sell noncompliant packages.
Based ¢n the comiments and our review
of the languags in section 201(b) of the
Tobaeco Control Act, we find:

» Tha affective date should be 15
months after the date of publication in,
the Fadaral Ragister of this final wales;

« No manufacturer, importer,
distributer, or retailer may advertise any
cigarette product after the effective date
if the advertisement does not comply
with this rule;

» Aftar the affective date, 1o person
muay rppmaetoe for sale or distribution
within the Toited States any cigarette
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the package of which doss not comply
with this ruln;

¢ Beginning 30 days after the effectve
date of this mle, a manufachirer may
nat introduce into demestic commence
any clparctts, iccespoctive of the date of
marufacture, if its package does nat
comply with the vequirernents of this
11l

» Aftar the sffective date, an importer,
disributor, or retailer may not sell, offer
te gell, distribute, or import for sale or
distribution within the United States
any cigarette the packaps of which does
not comply with this vegulation, unlass
the cigacette was rmpnufacirad prior to
the effective date; and

» Aftar the sffactlve date, however, a
retailer may sell cigarattes the packages
of which do not have a required
warning if the retailer demonstrates it
falls putzide the seope of this rale ag
deseribed in § 1141.1[el.

Inn the following paragraphs, we describe
the individual comments concerning the
effective date and respond fo these
COomnlents.

[Conument 202) Several comments
exprezsed the view that 15 months is an
axcesaive amount of tirae to allow the
tobeceo industey bafore 1t noust comply
with the new vequivements of this
rulemaking. For example, some
camments contended that tobaceo
companies have employed marketing
and adwortizing experts and aea
contimouwsly changing cigareite
packsging and advertisements. Thesa
corornents also notad that the tobacco
industey has known that they will need
toupdate packaging and advertsing to
comply with this regulation since the
passage of the Tobaceo Control Act,
Some comments sptimated the surabar
of Arnericens that will becomes nee
grmnkears or dis doe to smoking during
tha 15 months prior to the effective date.
Orther comments recognized that the
statute specifies a 15-month effective
date, but requested that FOLA make clear
that cigarette packages manufactiured
after the effectve date muzt comply
with the requirements of the mepulation.

[Responsel The Tobaven Contral Act
specifies a 15-month implementation
period for ciparette manufacturers o
include required warnings on theie
packages and for all ciparetts
advertisements to comply with this rale.
We agree this iz an appropriate amownt
of time for implementation of the ruls.

[Comrnent 203) Cne tobacco product
manufacturer indicated in its conmpat
that all mannfacturers shounld be
required to implament tha ame
warmning requirements within the same
time periods, and that there should ot
be a separate implementation period for
simall manutacturers,

(Response] As in the proposed rule,
the implementabion date in the final
rule is the same for all manufactusers,
regardless of slze,

Cornment 204] Dne comment
rerpestad that FDA delay
implernentation of the ralsnntil
Constitutlonal issues raised in the
comment are resolved either
administratively or through litigation.

(Response] We disapree that ﬁ:e
effective date of this rule sheould be
delayed beyond the 15 months proposed
in the NPRM. A1 explained in section
VII of thig docarnent, we disapres that
thers ars any Constilutlonal daficiencies
associated with this rule and, therefore,
there is no need to revise the mle or
izsue a new proposed rule to address
these a]legatf deficisncies Fortheroom,
section 200(h) of the Tobacco Cantral
At specifies that the requiraments for
health warnings on clgarette packages
and 1o adwvertisesnents for cigarettes are
effective 15 months after the issuance of
this final mle.

{Comment 205) Several comments
addrezsed the 30-day period for
mannfactures to sall noencompliang
packages that wera manufactarad prioe
to the effectve data. One corunent
assanted that it is unnecessary to permit
thiz A0-day sell-off period if there is
adequate time for manufacburers to
make nocossary changes Lo ciganstte
packages prior to the effactive data. The
cormnent cited the Tnited Kingdom as
an exaniple of a jurisdicton whoes
tobacco product manufachiers had
adequate lead time [1 year to implement
chanpes to cigarette packages and 2
years to introduce picturs wantings on
ather tobaose products) to mest
jmplementation deadlines so that ondy
cornplignt peckages ware sold after the
coropliognos degdline. Other convmants
racopnized that the sfatate grants
martactorers 30 daye to sell
noncompliant cigarette packagas;
howserpe, thesa comoments erophesized
that FDA, does not have the discretion
ho lempthen the ﬂu-dwgarin d.
Counments glso sbessed that aog
additional delay of tmplaementatinn
winild needlecsly delay the iportant
public heslth banefits of the ruls.

(Besponge] As axploined pravioosly,
goction 200(b] of the Tobacea Conteol
At specifies that manefachursrs havo an
additicnsl 30 daps to sell clgaratia
packages that do not meet tha
raquirsments of the regulation Uf thosa
packegay ware mannfactored priore o
the effactive dafa.

{Cormment 206] A syoall iobacea
product manofactoree regquestod that
FDA specify the meaning of the tacm
“jntroduce intn domestic eononercas.
The corrment asked whethar the teem

means oul of the manofachurer's
possession, The comment raized this
queston in the contoxt of expressing
concorn that distributors and retailecs
ntight want to return product to 4
manufacturer if there ja doubt about a
distributor or reqailer being ()ina*rmitted io
sell rigareite packages that do not have
a required warning, but were ntraduced
intra domestic commerce by the
manufarturer during the 30-day sell
through period for manwfactorees.

[Response) We agree with this
cananent that when a cigarette package
has been sald by the manufacturer and
iz in the possession of a distributor or
retailer, the product would be
ronsidered introduced inte domestic
cormmerce. However, we do not agree
that a definition of “introduce into
domestic commerce” iz needed at this
time. The comment recopgnized that
there was similar language in the
context of a statutory prohibition on the
use of "light,”" *low,” and “mild"*
descriptors and related FDA puidance
for industry, however, that guidance did
not define the phrase "iotroduce iotao
domestic u:u:um.mercée.“ ".:]f;:rpigut awarf
of confusicn e i i ase in the
context of ”].ighgtzjﬂ ‘ﬁ;gw," and “mild”
descriptors and decline to define that
phrase here.

(Comment 207) Public health
advocacy groups expressed concemn that
manufacturers will seek fo sell a
disproportionate number of
noncompliant cigarette packages
inmnediately pricr to the expiration of
tha 30-day sell-off period and, therefore,
FDA should take steps to ensure that all
these sales ara fully docwnented. The
comment reconrnended that FDA
irmpose certain requirements for selling
noncompliant cigarette packages, such
as 3 requirement to mark these packages
with a statement that the product was
manufactured prior to September 22,
2012, ar with a readily identifiable
symbnl. This corment alsno
reconmnended that each manofacturer
be required to certify that all cigarettes
so marked were manufactured before
that date and subinit an accounting of
the number of packages on hand as of
the effective date, the mumber of
cigarette packapes introduced into
commerce during the 30-day period,
and the number of packages on hand ag
of the expiration of the 30-day pericd.
Thiz corament alse suggested that FDA
not permit manufacturers to introdoce
into commerce in any calendar month a
nutaber of noncomplying cigarette
packazes that exceeds 10 percent of the
average total number of cigaretts
packages introduced per month during
the preceding year.
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[Response] We disapres that such
spacific requiremesnts are nocessary to
address a one-time sell-olf period of 30
days. Wa recopoize that some
manufachwears may try to increase their
sales of ciparette packages prior to the
effective date a.uc{: prior to the expiration
of the sell-off period. Howerar, there
will be poone [hnit to the demand for
thegs clggrette packapss. Manufacturers
oy ncrease manufactiuring prior to the
affectve data at their own risk. After the
30-day sell-off period, a manufacturer
may nat sell noncompliant cigaredts
packages and would need to repackags
or destroy any noncompliant cigaretes
packages interded 1o be sold in the
Uhinfted Statas.

(Comrosnt 208) Oneg comnment
requested that inporters be required to
comply with all requirements applicable
to manufacturers. ﬂl:l::nrl:’lingbgn this
comment, importers should
prohibited from introducing
noncomplying cigarettes innported after
the affective date sad should be
required to mesf the same requirsments
as mannfachiears with respect to
cigarettes mannfachared prior to the
Effecﬁve date and sold after the effective

ate.

(Responze] This comment did nat
provide a statutory interpretation that
wonld fustify this approach. Section
201{b) of the Tobacen Control Act states
the offective date “shall be with respect
to the date of manufactore' and that 30
days after the effectve date, a
manufachirer is precluded from
intreducing into dormestic commerce
any product that is nof in conformance
with saction 4 of FCLAA. Mo similar
stafotory provision applies to mparters
or distributors.

{Comment Z09) Public health
advocacy groups requested that FOA
clarify that manufacturers are not
prohibited from introducing inta
commerce ciparetis packages that
comply with the regulation prioe to the
effartive date.

(Rewponse] We agres that
rnanufactnrees ava not precloded from
infroducing inte conmerce cigarette
packages that contain raquired warnings
in sccordance with the regulation pricr
i the affective data. Wa also note that
a Cclyaratfs manifachwer, importer, or
retailar may oclude a required warning
ingo adverbisemnont prlor o the
affortive data. Howovar, becanse the
haalth warning vequirernents in FCLAA
oo not chanps untl the effective date of
this vule, any manufactorsr, importer, or
votailar that, prior to the effective date,
inclodes & new raquired warning on a
cigarette package or advertlzoynent nost
alsn cornply with the warning
teguiramerts vwoder tha coment version

of FCLA A and any warning plan
approved by the FIC.

Corament 210) Many comments
requested clarification regavding
whether thers is oy limitation on the
period ducing which distributors and
ratailore may sell cigarsties that were
mannfactumd prior to the effective date
that are nat compliant with the rule,
Several comments submitted by
organizations representing
manufacturars aod retailers asked that
FOA clarify that distribwtors and
retailons have an uolimited period to
gall cigaretts packagas that do not
comply with the regulation as long as
tho clgarettes were manufactured prior
ta the effective date. Several comments
nated that this approach weuld he
congistent with FDNA" treatment of
cigareites with the descripters *'light,”
“Pover,” goud “onild.'” One mwaoofacturer
roromented that any restraint on the
ability of distritmtors or retailers to sell
through their lawfully acquired product
wauld unfairly deprive them of the
benefit of their investment. Small
tobaceo product manufactoress nofed
that zroall manufactorers coanet afford
i haws distribators and matallers
retuening product based on a potential
labeling concern. Hetailer comments
cantended that limiting a sell-off periad
miay cause a severe finaneial bueden on
small rotailers because mann factrens
generally do not allew cigarettos tn be
returned, Retailors algo clabmed that
cipavafies do oot have an indsfinite shelf
lifes and both distributors and retailers
ganerally turn over their cigarette
inventary in a timely manner. One
comment suppested that retailers ehold
be allowed to sell nopcarnplisnt
cigaretts packeges af loast theough thoir
“wall by date, as odicated on the
cigaretbe package by the manufactorer.

O the ofhar hand, oue comment
clatmed it is essential that there be a
fixed implementation deadline at the
retail level or ald stock can be sxpected
to remain on retail stora shelves for &
gmnths and more after the effective

ate.

(Rewprinse) As explained in the
MPRM, socfion 201{b] of the Tobacco
Control Act describes no limitation on
the peried during which distributors
and retailers may sell cigarstte packages
that were manufactured prior to the
cffective date of this rols. Tn addition,
there is no requirement that
manufacturers include a zell by date
on all cigarette packages, Wa nota,
however, that distribators, ingportecs,
and retailers are responsible for
complying with this rula. Afwr the
rule's effective date, they may oot sall,
offer to sell, diztribute, or import for sala
or distribution within the Unitad States

any clgaretis the package of which does
not coreply with thiz wagulation, unless
the clpavetts was manufactured prior to
the affactive date. After the effective
date, however, retailers may sell
cigarettes the packages of which do not
have a required warning i they
demonstrate they meet the grovisions of
§1141.10c) and ar axernpt from the
raquiremants of 21 CFRE part 1141 that
apply to the display of health warnings
o clgaratte packages.

IX, Federalism

FDA hae analyzed this final pale in
accordancs with the principles set forth
in Exacutive Order 13132, Section 4(a)
of the Executive order requires agencies
to “construe * * * a Federal statute to
preempt State law only whers the
statute containg an expresy pragmption
provigion or there is smme ather clear
evidence that the Crngress otended
presmpiion of State law, or where the
exewcize of Stato authority conflicts with
the exarcise of Federal anthority uvoder
the Faderal statute." This rule i being
issued under section 4 of FCLAA, a2
amended by the Tobacco Conizol Act,
and zectinng FOL{a), P03, and 006 of the
FD&C Act (21 U.S.C. a71(a), 387c, and
2671), as aneonded by the Tobacco
Confrol Act. Federal law includes an
cxpress presmption provision that
preempts any requirement, except under
the Tobacco Control Act, for 4
“statement relating to smoking and
health, other than the statemeant
vequivad by saction 4 of [FCLAA] * * *
on any cigaratte package ' (section S{a)
of FCLAA (15 1LS.C. 1334{a)0). It also
includes an express preemption
provision that precmpts any
“requirement or prohibition baged an
smoking and haalth * * * imposed
wnnder State Lo with respact to the
adirectizing or provantion of any
clwarattas the packages of which are
labeled in conformity with the
provizions of [FCLAA]Y which includes
zection 4 of FCLAA [section &(b) of
FCLAA) Howover, section 5ib) of
FCLAM doas nmapmampt any Stata or
Local statutes and vegnlations “basad on
smoking and health that taks effect after
ffuone 22, 2009], imposing specific bans
or restrictions on the time, place, and
wran ey, but not content, of the
advwerbising or peomotion of any
cigarettos'’ (soction S(c) of FCLAA)

In addition, section 916[a)(2) of the
FD&C Act (21 ULE.C. 3R7p) expressly
preenmpis any State or local requirevnent
“which 15 differant frorn, or in addibon
to, any reguirermsnt undar [Chapter TX
of the FDAC Act] relating to,"" amang
other things, mlsbranding and labeling,
This express presmption provision,
howevar, "doas nat apply to
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requirerments relating o™ among other
thivgs “the sale, disteibotion, * * *
arceik ta, [or] the advertizing and
promotion of 2 * * tobacesn products ™

X. Environmental Impact

FI*A has determined under § 25.300k)
[21 CFE 25.30[k]) that this action is of
a type that does not individoally or
curnulatiirely have an Impact oo the
human anvironmmant Therefors, osithes
an environmental aszessment (EA) nor
an environmental innpact statement
[EIS] is required. We received one
comment on this issue, which we have
supnmarized and responded to in the
folleviog paragaphs,

[Corument 211) Omne comirant
axprassed concan regarding FDA's
statemant in the proposed mls that this
action does not individoally or
cumulatively have an impact on the
human envirenment, The comment
stated that there is an timpact on the
enviconmeant Jue to the fact that &
reductinn in the pwober of cipareftes
congumed will result in a reducton of
cigarette-ralated waste. The connment
explained that cigarstte hutts pose a
preater health hazard than most ather
litter, because they contain toxins that
can be leached into wabe: systeoe, The
cipronent varpuegted fhat thiz be
included o FOA's analysis to
understand the large positive impact the
required warnings will have on the
bhuman environment.

{Response) We have considered this
comument, but have concloded that
neither an BEA nor an BIS i reguiced
vonder §25.300k], Wa havae detenmined
that a categorical excluzsion appliss o
this instance, becauss (1) the action
meats the coiteria of the exclusion, ie.,
there are no increasns fn oxisting levols
of uge or changeg 1o ntendad vse, and
(2} there are no axfrantdinary
circomstances.

Avcording to the Nalional
Enyironmental Policy Act of 1969
(MEFA) and tho Ageney's correspondlng
ragnlatinns, FDA must prepare an EIS
for major Fedeval actions “significantly
gffectng the quality of the homan
enifronmant™ [see 40 CFR 16501.4; 21
CFR 25.22). Iif the action “may’ hawe
such a slpnificant enironmental effact,
a0 agsncy moust prapares an EA to
provide sufficlent evidence and analysiz
for the apency to determine whether to
prapara an E1S or a finding of no
significant rapact (FOMNSI) (zee 40 CFR
1501 3; 21 CFE 25 .20). Apgencles can
astablizh cabagarical exclusions for
catsgoefas of artlons that do not
fodividually or cunnlatively have a
significant effact on (e human
anitronment and for which, theraforn,
nwither an EA aor an BIS ks roquired (sze

40 CFR. 1503.4). However, FDA will
require at least an EA for any specific
action that ordinarily would be
excluded if exlraordinary circumstances
indicale that “the specific proposed
action may zignificantly affoct the
gquality of the human environment™ (see
21 CFR 25.21; 40 CFR 1508.4),

A regulation to modify labeling
regulations constitutes a major Federal
action under MEPA [see 40 CFR
1508.1R8), and typically requires at least
an FA under 21 CFR 25 20[f). However,
regulations establishing labeling
requirements for marketed avticles are
categorically excluded, if the action will
oot result in (1) increases in the existing
levels of use of the article or (2] changes
in the intended nse of the article
(£ 25.30(k)). Therefors, FDA would not
be required to file an EA if it meets
these requiraments.

Wa have determined that this
regulation meets the sequivernents for g
categorical exclusion. First, this
regulatinn s clearly not expectsd to
inrrease cigavette usage. In fact, this
regulatinn is expectsd to canse a
reduction in ovarall smnking rates and
Indtlathon, and we estmate that this rale
will vaducs the nombear of smokes by
213,000 Dn 20013, with smallar additional
reductions throogh 2031, Sscond, the
rolowill not affact the way in which
cigamtlos are used avonng smonkars and
1f doss oot change the intended vse of
clpavettes.

In addition, we have determined that
there is o potential for sevious harm to
the snsivemmesnt resalting form the final
tule that wanld otherwise constitote an
extraordingey clronrmstance {sae 21 CFR
25,21), D action to regolabe olganattes
labeling doeg wot Tead o an inoease in
the level of uae of thess axticles or a
chupngs in the intemded vee of these
articles or thefr substitutes, The primary
affact of this regalation will be to reduce
smoking initiation snd incresse
cassation effocts, Accordbnply, there is
n extranrdinary cirenmstancs that
recquires the filiog of an EA.

X1. Analysis of Impacts

A, Fotroduetion amd Suxmncy

I'DA has examined the impacts of the
final rule under Executive Order 12866,
Executive Ordex 13563, the Begulatory
Flexibility Act [ 050, 801-812) and
the Unfunded Mandates Beforim Act of
1995 [Pub. L. 104—4]. Executive Orders
12R66 and 13583 direct agancies to
asepss all costs and benalits of arallablo
regulatory alternatives and, when
regulation 1s necossary, o select
regulatony approaches that maximize
net benafits (nchiding potential
economnic, snvironmental, public health

and safety, and other advamages;
disteibutive impacts; and equity). This
rude is an econnmically signdficent
regulatory actlon under Executive Oedar
12B66.

The Regnlatory Flexibility Act
requires agencies to analyze regulatory
options that wonld minimize any
sipnificant impact of 2 role on small
entitiss, Thin xada will have o significant
eoonoinic bnpact oo 4 substagotial
number of sonall antities.

Sactlon 202{a) of the Unfunded
handates Reform Act of 1995 requices
that agencies prepare a written
statement, which inclndes an
assegement of anticipated costs and
benesfits, before proposing “any rule that
inchwdes iy Fegeral spanclabe that ey
reznlt in the expandities by State, Iocal,
and Tribal governmants, in the
agaregate, ot by the private sector, of
$100,000,000 or more [adjusted
annually for inflation} in any one year."
The current threshold after adjustrnent
for nflation ia $136 million, wsing the
ot coereint (2000] Tonp Heit Price
Deaflatow for the Gross Domestie Product.
This yule will result in a 1-year
expenditure that yneets or exceeds this
argount.

Conducting an impact analysis under
Executive Crder 12366, Executive Order
13563, the Regulatory Flexibility Act,
gnd the afunded Mandates: Reforom Act
trrolves assembliog any avallable
information that is relevant to the
assessment of a regulation’s benefits and
costs, It is not uncommeoen in scientific
gumuit& for there to be a lack of

afinitive information on some aspecta
of the question ander fneestigation, g
the npact analysis of this finel rals is
oo exception. In light of this situation,
we identify and present a range of
possible benefits and cozis.

The benefits, costs, and disteibulional
effects of the flnal yule are surmmarized
in table 1a of this document, As the
tahle shows, the midpoint of the
estimates for benefits annualized over
20 years is approximately $630.5
million at a 3-percent discount rate and
%2215 milllon at a F-percent dlscount
rata. The midpoint for costs anmualizaed
aver 20 years is approximately $29.1
milllon at a 3-percent discount and $37
million at a F-percent discount rate,

The total benefits and costs of the
final rule can also be expressed as
present values. The midpoiot of the
estimates for the present values of
benefits ower 20 years ls approximately
$9.4 hillion af a 3-percent discount rate
and $2.3 billion at a 7-percent discount
rate. The midpoint of the estivates for
the present value of costs over Z0 yaars
is approximately $434 oullion at a 3-
percent discount rate and $392 million

i
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at a T-percent discount rate. With hoth
discount rates, our midpoint estimatas

indicate that the henefits of the rale
greatly exceed the costs, Executive

Order 13563, section 1(b), requires that,
to the extent permitted by Lavw, apencies
proceed with a repulation “only upon a
reasoned determination that its benefits

jingtify its costs " The regulation iy
congistent with this reguirement.
BALLING CODE §260-01-F

Table [a--Summary of Benefits, Costs and Distributional Effecis

Economic Dara; Cost and Benefits Statamen|
Catcpory Primary Lok High Unirg Mosbes
Esrimate { Estimate | FEstimate Year | Digcount Perod
Delars Fare Covered

Benefite

Annualized 2215 £0 | 533607 2009 794 | 200231 | Many of the health benebis included in

mionerized § 5305 80 | 10,9 6.6 2009 agg | 20012-31 | thelotals arte realized afier 2031 (3w Tar

mflionsfyear out a: 21133, e the sinoking
preventions thil gencrate shese henefits
are eatimated only for the periad feoin
M 22031,

Annualized %0 Al quantified benefliz are also

Crogntitied 34 momemed.

Quilicative Reduction in morbidity for dissuaded
smokers who do not reach apes 18-24
bitweeen 2002 and 2031, reduction in
passive smoking, réduction in infant
unt child health effiects due w nothers

. | snoking during pregneny.

Casls

Anmualized 3370 $34.7 5527 M %% | 201231 | One-titee costs q chanpe eigarete

Monetized ¥ 201 $ar4 %408 MW 3% | 201231 | packege labels and remove polnt-of-

il bicinatycar sale promotions that do non cormpy
with the new restnctions, smaller
ongeing cosws for equal random
digplay and for pavemment activities.

Annualizel ™

(uan fified 3%

Qualitarive Cngoing govermnent costs due (o
increased waffic to the cessaticon
FESAFLITEE.

| Transfers

Fedetal $£36.6 34 §2378 2009 7% | 2012-31 | Some of the transters included in (he

A bized £76.3 § 0 J405 7 000G 304 | 2012-31 | cowals accwr after 2031 (as Tar our as

M nnetized % 2113}, bue the smoking prevenhions

millionafyear that penerare these transfers ane
estimared only for the period from
2012-203 ] . Murmbeérs reflect the
assumnption thal the Federal cigarctie
eCise mx will ose, on aversge af he
rate of inflation from 2012-2113.
Mumbers alug include effecs on
Medicare, Social Security, Medicaid,
ather pavemiment inJurAnCe programs
and incomne Bxes.

From!To Erom: Gowermment (e Tow Individuals who would have heen smokers in the sbience of the rule

specifically, general mxpayers bt will not be stokers in the presence of the rule
and recipients of ggwernment
services)
CHher 26 [ [ [ oow] 7% [ 2012-31 | Seme of the tansfers included in the
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Table Ja.—Sumnary of Benefits, Costs and Disiribubiong| Effeces

Econamic Data: Cozts and Bencfies Statament
Category Primary Loy High [nits Penen;
Estinnne | Egfimate | Estimate Year | Dizcount | Feriod
[rollacs Rate Covered

Annualized £23.40 g0 LI 2009 3% | 201231 | otals oveor after 2091 (as far oul as

Manetized § 21 13), but the smoking preventions

mill lomalyesr that genemte these ransfers are

eslimated cnly for the period fram
2012-2031. Mumbers reflect the
pssumplion thal Stabe o parene e e
18K risc, on average, af the rate of
inflation from 2012-2113. Numbers
alzo Dnclude effects on Mediceid, other
FOVETTITIERL INFUTAN CE RrOEIRmS,
IO TAXES, P vaTE Insuranos,
pengions and life inswmnce programs.

Fram'Ta From: Individuals wha would Ta; Cieneral public (in smne cages, via State government)

have been smnokers in the
abzence of the oule but will not
be smakers in the presencs oF the
rule

Effieots

State, Lowcal or Tribal Govermment Each year, State povernments will [oees appraxinaeely $25,1 million in excize 1ax revenue.
There will be odditonel chanpges in Medicaid and other government health insuranee receipts and ontlaws,

Srall Buginezs: The proposed rule wouldd affect snal]l entifies m several industrics, from wbaceo farming to the retail
indugery. In parficular, at least 20 of the 24 domesic cigarctte manufaconrss are small, and the one-rne lebeling change
cost could be a significant proportion of average annual sales receiprs of these firma

Wapes: Mo Bstnated Effect

Growthe: Mo Estimared Effect

BILLINE CUDE 460-01-F

Chae priogey satimate of anoovalized
net beneflts squals $601.4 millicn, with
a A-percent discount rate, or $184.5
million, with a 7-percent dlscount rate.

As shown in table 1b of this docurment,
thesa net henefits ave associavad with
16,544 smoking preventions and 5,302
guality-adjosted life-pescs (DALYA)

sawved, anoualized af a Jupercant
discount rate, or 19,687 smoking
preventions and 1,742 QQALY: saved,
wmualized af 8 7-percent dizcount rate.

Table 1h--Aunnalized Het Benefits, Smoking Preventions and Quality-Adjusted Eife-Years Savied

Diseom el Benctfits (5 oil) Srmoking Ohslice-Adjusted
Rale Preventiong Life-Years Saved
Pomary Estimate | Low Estimate | High Estimate | Priveary Estinate Primary Esnimane
T 1%4.5 =52 3.326.0 19 6871 1,749.4
3% fOLd -40.8 10,8803 16,544 3 5,802 .5

FDA's astimate of the benefits of the
rule iz determined by the predicted
reduction in the nomber of U5, smokers
and the congequsnt teduction in the
vumher of people who will ulbmataly
bacame 11l or die from diseases cansad
by smoking. In the first step of our
analysis, we conclude that graphic
warnings on cigarette packages will
reducs srmoking rates {limth by
enecraging sinokers o quil and by
deterving nonsrmokers o starting).
This conclugion iz based on an analysis
of the axpecisoce of Canada, which
inteoduced graphic warnings on
cigaretta packago: in Decernber 2000, By
compariog smoking rates in the United
Staves with thoss in Canada and
acoounbing for other relevant dilferonoes
heeitwean the tiwo countries, we ane able

to isolate the effect of praphic warnings
on smoking rates from the affects of
sther interventions to reduce smoking
in Canada and the United States. This
comparison yields an estimate of how
the graphic warnings required by this
rule will reduce soioking rates in the
United States. FOA estimates that this
rule will reduce the number of sraokers
by 213,000 in 2013, with sraaller
additional reductions through 2031.
This estimated drop in the smoking
rate in horn allows us to estimate
benedits that will accrue to dizsuaded
gmakers and to other members of
gociety, Some individuals whaose
smoking status is not affacted by the
requill'-gﬁ praphic warning labels will
receive benefits from the rule-induced
roductions in smoking-related fires and

cartaln financial outlays, puch ag lifs
insurance praminrng that ae not
actuarially fair,*® that oplicitly
subaidize emoking, Tndividuals whe e
dissnaded fror sroking by the rule
racaivg henedits squal to the value of
cassation or asoided initietion. We e
twro methods of eatimating tds waloe,
oo that exteapelatas from the price of
actoal cessgtion progeams o ame thal
mwasures the secass value of health
Inpresernents, oo and ahove wilat
snokers pive up byt not engaging n the
activity of sroking, Cur estimates of
health Smpeavernents include the
monetizad value of life extensions, the
monetized bemedits from Improved

10 The torm ~actuarially fir ralsre 1o lonsurance
pravoiuims thet s ecactly aqual b expected 1osses.
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health statug (avoided nonfatal healih
consoquenes of morbidity from
smoking), and reductions in yoadical
costs, We do not have divact astimates
for the value smokers attach to the
activity of smoking, which adds some
uwncertainty to the second benefits
estirmation method. Wa therefore
prasant, geveral benefits sstimates for
which thers is some justification in the
litaratis o in comroenis on the
proposed rule, Foreach discount rale
and walue of & ztatistical life-year
(VSLY], our primary benefits rezalt iz
the midpoint betwesn the lower and
upper bound salues generated by the

nnltiple estimation methods, Table 2 of

- this documesit shovws the benefits

broken down into the value of pained
lifer;,ruars. irnproved health status,

ical cost reduclions, other fnancial
effects, and reduced fire-related losses.
ozt of the public health benefits from
the rule will be realized in the future,
perhaps several decades after the rule
takes effect,

The extimated tatals raay understate
the full public health benefits of the rule
because they fail to quantify reductions
in external effects attributable to passive
smoking and the redurtion in infant and
child morbidity and mertality cansed by

Tablc 2.--Benefits of Eegulation

mothers smoking during pregnancy.
Thaes benefitz are likely to be
gignificant, but FDA has bean unabla to
obrtain peliable data with which to
quantify them with greater pracision
than an order-of-magnitude
approximation which will he discussed
in the "Penefits" section of this
Analysis of Tmpacts. In pacticalar, wa
ware not able to project fufure levels of
oxposurg to secondband sronke (passive
smoking) from historical trends. We
ware alsn wnahle o quantify raductions
in the cost of excess cleaning and
maintenance costs cansed by smoking.

Impacts of the Rule Annoelized Benefits {§ il
3 percent T pervent
Ly Mdedium High Low Medium High
Smekers” Life-Years Saved 2376 465.1 6LLT 6. | 1324 195,59
| Health Stams lnpraveinents 48,9 9718 L4556 2R 45,7 676
Medical Expendiure Reducton 25.0 277 216 328 2.8 226
Oither Financial Effects 27.4 27.5 276 15.4 15.4 15.5
Fire Loss Avericd 7.1 12.4 17.6 3.2 5.2 T2
TOTAL 3404 630.5 a1l.l 1303 271.5 0.8

Maote: Table entries are anomalized over 20 years, but many of the benefis represemed will not be realized until
well beyond the 20 year of the rule's implementatian. (Details of timing appear in Technical Appendix X3} The
manges in the table ace generated by e valves of g statistical life-year: $106,308 (low), 3212615 {mednnm), and

£312.923 (high).

T]il& total estimated costs I:]l-f
implementing rigarette praphic warni
labl:z;]s in[‘.'lulﬁg F3l9.5 II:IEI']J.EH to $515.ﬂg
million in one-time costs and §$6.6 ta
£7.1 million in annnal recurring casts.
Annualized over 20 years, the total costs

& from 27,4 million to $40.3
million with a 3-percent discount rate
and Fomm §34.7 million to $52.7 million
with a P-percent discount rate, as shown
in kable 3 of this docuunent. These fotals
inelude the costs to manufacturers of
chanpinpg ciparette labels, the

adminizstrative and recordkeeping costs
to roamufachurers of ensuring equal and
random display of the nine different
warning labels over time, the costs to
large manufachurers of market-testing
new cigareite package lahels, and the
costs to manufacrers and retailers of
rernoving point-of-sale advertising that
does not comply with the rule. There
are alzo costs to the Government of
administering and enforcing the rale.
FDA could not quantify every regulatary
cost. Some commercial sectors will

Table 3. —Cosis of Fegulation

exporlence costs for short-term
dislocatinne of current usinggs
activitiss, but the costs will be mitigated
[or those businesses that suticipate the
Industry's adjostrosnts to the final wola,

In addition to the costs degreibed
provlously, the ol will lead to privats
costs n the form of reduced revenies
for many flems in the gffected sectors,
These sactor-specitic rewaos
raductions are for the most part
distributinnal efferts snd camnot be
counted as social costs.

Requirenients of the Bule Annualized Costs (§ million)
3 peercenl T preroend
Low | Med [ High | Low [ Med | High

Frivabs Seetor

Label Chiange 178 | 193 | 303 | 240| 260 | 410

Market Testing 0.1 0.1 0.5 0.1 02 07

FPaint-of-Gale Advertising 1.0 3.0 1.0 4.0 480 4.0

Continuing Admin and Recordkecping 0.4 L6 & 13 06 0.4
Subioial 202 230 M7 283 | MBE| 465
CGovernment

FDA 62] 62] 62 63] 6i] 62}

Ober {Cessation Resource)
Subunlal 6.2 6.2 G2 6.2 6.1 6.2
TOTAL 274 ] 281 | 4008) 3471 TR 527
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As tobacro ndustey revennes decline,
State and Faderal tnbacco tax revenues
will also fall, If exeise tax rates on
tobeecn prodiocts remaln at cocrent
lawale, annnal State tax reveanues will
fall by aprproadomataly $25.1 mbllion and
annnal Fedeea] tax revenues by $19.2
million.

In the following section, FIA
vesponds to comments on the econamic
analyslz of the proposed rule. The fll
soonoanic analysis of the final ule
bepins in secton X1.C of this docuraent,

B. Comments or the Prelimingry
Regulatory impact Analysis

1. Conaral

I tho Pralimlnary Regulatory Impact
Aualysiz (PRIA), FDA estimated variows
benefits, costs and transfers bronght
ahaut by the graphic warning label rule,
Wo racalved comynets on the PRIA
feam appeoximately seven tobacco
manufacturens or indostry groups, coe
adwartising industry group, four
nonprofif arpanizations, a group of
vesparchars and an individval researcher
affillated with a medical school, two
economists submitting on behalf of the
topacco industry, one additional
sronoinlst, and several private citizens,
T+wo conunents related to the scope of
the effects thal should have been
prtimatad n the PRIA and to a
parameter choice that affected several
portinns of the analysis.

[Comment 212) One cormment stated
that FlIA's use of a 7-percent discount
rate is not appropriate,

(Reaponze) The use of both 3-percent
and 7-pecent discoont rates 1s standard
practica in regulatory impact analysiz
e §s rorquiced by OMB Circolar A4
(Ref. 103],

(Conument 213] One conument stated
that FDA should measure the scope of
the following potentially rule-induced
phennmona: Increases in the purchase
of illickt cigavettes (counterfeits,
contraband, cheap whites, ete.),
ingraasos in the presence of
nondomestic products {duty-free, efe.],
#nd dacveaszaes in the presence of legal
domestic produocts.

[Response) FDA haz performed a
guantitative analysiz of the repulation’s
effect on domestic cigaredle
consumption (sections XL0O.1 and
Tochnical Appendix £6) and a
qualitative analysziz of the nteenational
affects of the repulation (zection XLH of
this document]. FDA agress that 1t
wauld be nsefid to include the effect of
the rule on illicit ciparette wading in the
rogulatory impact analysis. Howewar,
due to data limitations, FOA hag bean
unahle ta quantify this nffect.

2. Weed for the Rula

Inn the preliminary impact analysis of
the praphic warning label rule, FOA
cited oor statatory mandate as the
prioaey naad for the regulation. We
received a cominent stating that we had
failed to discuss the economic rationale
for the rola.

(Comment 214) O eonomnent statad
that FTrA, in the peelimdnecy Anakysis of
Impacts, failed to identify the marloet
failure that the ragulation is addressing
The comment went o state that
warning labals e a e of
disseminating tnforraation, and if
consumers are already fully informed
gbout a particolar produet, thera can bo
no increase n connumer walfare due to
the addition or revision of o warning
Label,

{Response} An absence of adequate
information is a well-established market
failure, ane which provides a rationale
for disclosure requirements. There is
evidence that smpkers may not be folly
informed of the risks azsociated with
ciparette smaoking and that large graphic
warning labels can be more offective at .
providing information than sinall, text-
anly warnings. There iz also evidencs
that those who have an aceurats
understanding of the sfeatistical risks
may underastimate their personal vieks;
and even where consumers have an
accurate understanding, the risk might
not be considered at the lime of
purchase (Ref, 183).

Evidcnee on some of these points is
provided by OvHegarty 2t al. (Ref 111],
wha find that young American
consumers are aware of some health
consaquences of smaking, such as the
incrpasad probability of lung cancer, but
not of others, such as the increased
provability of stroke. Other evidence on
thiz question comnes from Khwaja ef al,
(Raf. 112), who find that smokers aged
50 to 65, unlike their nonsmoking
counterparts, underestimate their
personal probahility of dying within the
naxt 10 years. Barland and Hill (Ref 63,
Horland 15945) find that Anstralia's
raquivement of larger warning labelz
increased tobacco consurmers’
knowledge that smoking causes cancer,
heart and civcnlatary illnesses, and
pragnancy-related problems. O'Hegarty
et af. [Ref 111) repart that American
focus proup members anticipate that
Canadlan-style large, graphic warning
labals would be more effective at
commmicabing health information than
tha labels cucrantly required o the
United States. Dvidence from the
Iuternational Tobacco Four-Country
Survey {Ref 26, Hammeond 2006)
supports this canclusion, with Canadian
smokars more likely than smookers from

the United States, United Kingdom, or
Australis—countries that required only
text warnings at the time of the sureey—
to kmow that smoking caoges heart
digeage, stioka, snd iopotence and that
cigaretiey contain surh chenvcals as
corion roonoxide and cranide,

The U.5. Census indicates that nearly
11 million respondents in the year 2000
did not speak English well or very well
(Ref. 102); the non-English-2peaking
population has likely increazed in the
intervening yeur, Moraoier, the
Department of Education reporis that, n
2003, 30 million American adults, aged
16 and over, possessed “below basict
prose ltevacy skills [Ref 113). Images of
smoking's cansequences and translation
of warnings into Spanizh and other
lanpuapes can provide health
information to congumers wha lack
Engliah libetacy.

FIrA aleo notes that the economics
and paychology literatires suggest
saveral rationales, ather than
incomplete or imperfect inforrnation, for
policy intervention in the mealm of
smoaking. The prowing lieratrs on
myopia, self-contwel, and time-
inconsistency exermninss situationg
which consumers may overvalue
[relafively modest) short-term benefits
and undervalue (relatively large] mid-
terny or long-term harms. The theorstical
and ermpirical evidence moggests the
poasibility that theaugh their decisions
at sarly stagas, pookacs may bnpose
glgnificant costs on thelr future selves,
producing oot losses in terms of welfare;
1f 20, these costs yaipht legiimately be
taken into account for purposes o
policy. Helping to inaugurats the
modern literature, Thowmas Schelling
supReEts o a series of papers that
smoking nd similar hehaviors
charactarizad by atteimpts to quit and
ralapses can be interpreted as a contest
between two selves: One salf trying to
sbop smoking for health reasons and the
other self wanting to contioge to smake.
These aternating prefecences violate the
asrumption of stable preforonces and
o provide a ratonale [or policy
interventons (Rafs. 106, 107, and 108).

Discussing anather potential rationale
for policy mtervention, Gruber and '
Kfiszegi [2001) (Ref, 104) state: “While
the rational addiction model implies
that the optimal tax on addictive bads
showld depeind only oo the edernalities
that thelr use innpases on sociaty, the
lirne inconsistant alternative suggasts a
much higher tax that depends also on
the ‘infernalities’ that use opasos on
congumesre, ™ With the grapbic warning
label mole, FDA ip undertaking a palicy
option that, like a tax, can induce lower
ciparetta consumption, sod we reach a
conclusion sigailer: to that of Geober and
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Kigzag; wo find that individoals who
ars dissuaded from smoking are made
battar off (i.2., thay recelve a net benefit)
as a result of government policy
intervention. [We note that Grmber and
Mullainathan (Ref. 132), using
zubjective well-beinp data, find that one
repulatory tnol—axcize taxatinn—hag a
pogithire effect oo the happloesss of those
with a propensity to smoke, a result
consistent with the vesults we present in
this analysis.)

Bernheim and Rangel (Ref. 105) find
that the henefits of smoking [realized by
srnokers themselves) are legs than the
realized health costs, but chemical
reactions in the birein cange the
consuirar {o ynistakenly forarast owore
benefits when making consurption
choices than he or she actnally realizes
fronm consuning the addictive product.
These anthors suppest that this
nverestimation oorurs through a flawed
hedonic farecasting mechaniem in
which particular envirenmental cues
lead a smoker to move into a “hot'® state
in which he or she overestimales the
pleasure from smoking. This analysis
sugpests that graphic warning labelz
may be able to serve ag counter-cones
that prevent movement into the hot ztate
and allow the addict to continue to
exercise self-cantrol. :

Lanx (Ref. 109) ideniilies other
reasons that smokers may not felly
internalize the costs of their addictive
behavior, including teen addicton as so
intrapersonal [bwo selves) extarnality,
partially myopic adult behavior, an
jullcty hi,

According to the mode] dewlutped bryr
Cul and Pesendorder (Ref, 110), &
graphic warning labels raduce the
templation associated with the addictiva
product, they will reduce smoking and
increase social welfare,

3. Benefits

In the prelimninary impact analysis,
FDA estimated a vaviety of welfare-
enhancing affscts of the graphic warning
label rala; thess included reductons in
sroking-related mortality, morhidity,
redical expenditores, and fire damage.
We received many comments on the
mathods, assumptions, choice of
sorces, and results that were reported
in the benefits analysis.

{Cormment 215) One covmment stated
thal FOA's preliminary estimate of the
rule-induced smoking rate reduction
was too low, in that it ignored the mile's
affoct on initiaton, in favor of a
cassation-only analysis.

{Essponsa) For hoth the proposed mle
and tha final rule, FDA has analyzed the
natlonal adalt stnoking rate [f.e., the
nation's smoking populaton divided by
the nation's total popuolation), The

smoking rate at any particular moment
iz a function of all past inftiation,
ceszation, birth, death, and migrafion of
smokers and nonsmokers across
national hordecs, Thavefora, our
approach includes the effect of the role
un initlation.

(Conument 2168) Ome comraent stated
that FOA’s preliminary estimate, that
only 62,000 individuals would be
dissuaded from smoking betwesn 2014
and 2031, was two low,

[Response] FDA’s estimate that the
rule-baduced raduction in LS. smoking
gnpu]atinn will ocenr mostly during the

irsh yaar after implementation of
graphic warning labels is a product of
the simplicity of our empirical model.
TWe agree that a time trend of the effact
of the rule is to be prefened over a
single average sffact Howeiear, oor
attempts to estimate linear or guadratic
tme trends hawe produced highly
irnplansble results, especially for
projactions furthest into the future, We
are then Jeft with a best estimate of how
the rule would decreass the T1S,
smoking rats in which the monbar of
dissmaded spnokers s sonallee for any
yere fromn 2014 fo 2031 than for 2003,
This sstimated change is not a decrease
Eronn year to year (e, 2013 to 2014],
but a net decrease for a piven in the
presence of the rule compared with the
same year in the abgence of the vils.

[Commnent 237} Two gormimnents statad
that FDA's preliminary estimata of
smaking rate raduction was too low, in
that it ipnored the fact that somaone
who iz dissvaded from smoking in 1
year will likely remnaibn 2 nonpnnker in
futore yedrs, .

(Bezponss) FDA noies that the
likelihond that an individual dissuaded
from smoking o a particolar pear will
likely continmea 0 be 4 nonsmoker 1o
subsaguent owr was accountad for by
eur preliminary eatinuate, which had the
0.5, gmoking rats condbmsing to b
lower than it otherwice wonld have
been in years 2014 threagh 2031, nat
just in 2013, The seme chavrterization

olde for the estimate in FDA's Final
Repulatory Tmpact Analysis.

(Crmmesnt 218) Ome conornent stated
that “Canada has weed praphic wamnings
for years, and in the Tast decads theie
smokers diopped frarn 23% to 22% of
the papulation,”

paponse] Canade's smoling rate has
derraased by sround seven percentage
points, not one, since the
implementation of graphic waoming
labiels in Jate 2000, Bvean if the ona
percentage point statiste wes correct, &
one percentags point dacveass in the
smuEing rake wonld not ba a zmell
change when appliad to the laonge
population of the Thaited States; to fact,

it wronld fonply that thets would ba
more than 3 million dissuaded
Amarican smokers.

[Comrnont 219) Cne comment stated
that the raquired labe] change would
have very little impact on smoking rates
because minors, wgm form the bulk of
new smokers, obtain their clgaratbas
from parents rather than frorm retail
setallishooeats.

(P o) Diges fo lack of data, FDIA'S
pstimates of the amouot of smoking
cessation or avolded initiaion brought
about by the rule include only adultz
aged 18 and abave, or young persons
who reach ape 15 by the year 2031, The
nurnber of iminors dissuaded feom
grnoking by the mole may ba sobstantial,
Whethey they obfalo cigarattes orm
friends, through thelt, or by purchasing
them froun retail establishonents
operating in violation of youth access
laws, young people will be expozed to
new praphic warning labels becanss the
labelz are printed divectly on cigarents
packages. _

(Comroent 220] One comment statad
that FDLA's prallminary estimate of the
mle-induced smoking rate reduction
was too high, in that it did not address
potentizl competitive responses of the
ciparette companies to the proposed
nﬁe. The comment want on to stafs that,
vnder the proposad rals, graphic
warndng labels would taks upa
substantial portion of the area in
packaging and advertising where firms
establish brand recognition, thus
reducing consumers’ ability to
distinguish premiam frown digcoant
beands. This wounld cevss premiooms for
branded clgarettas to decroase and price
ocompatifinn to intansify, which in o
would lkely lead to an increase in

arathe Lsaga.
‘:[ﬁRESPOHSB FI1A belieres that, even if
well-known brands ondy have half a
package with which to advertise
themsalves, they still have name
racognition. We expect that consurners
will contioue to be able to find their
prafarvad hrands: as a result, any change
o prices due to competitive pressures is
likely to be small.

The cigarstte producers’ strategic
responses suggested by the conwnent
should have ocourred in Canada when
that coumbry implemented graphic
warning labels. Becanse FDA's estimate
af the sffect of graphic warning lahels is
basad on the Canadian expervience, we
implicitly account for any decrease in
the price of cigarettes cansed by
cornpeatition between premiom and
discount beands. Our point estimate
indicatas that the net effect of graphic
warning labals is a decrease in the
natlanal smoking rate in spite of this
possible offsetting elfect.
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[Comument 221} One comment stated
that FOA's preliminary estimnate of the
rule-induced srmoking rate raduction
was too high, in that it failed to
recagnize ar control for other ragulatory
changes (such as stnoklng bans)
affecting cigaratte consumptlan at the
State, provincial, or younicipal levels.

(Response} FOA acknowledyes that
our model does not explicitly allow for
many potential confounding facters, but
we note that our estimates of the sffect
of EIaEhit: warning labels could as easily
be underestimates as overestimates,
More specifically, our modsl will
produce an ovorestirate if Smoking-
reducing phenonwena [other than
graphic warning labels] were prowing in
prevalence or effectiveness at a faster
rate In Canada afber 2000 than before
2001, srooking-reducing phenomena
(nther thean praphic warming labels) wers
e prevalent or elfective in Canada
than i the United States after 2000, or
ernoking-reducing phenormena {ather
than graphic warning labels) were less

revalent or effective in Canada than in

e United States before 2001, In the
opposite cases, sur model will produce
an underestimaie, In the absence of
axtenaiwe high-guality data, we azsume
that wrends in smoking-redurcing

hengmena (other than graphic warning

ahalg) were ahout the same before and
after the peae 2000 and about the sames
in Camada and the United States,

(Comonent 222) Ooa cooureant statad
that FDA's preliminary estivaate of the
rule-loduced smoklog sate reduction
was boo high, 1o that it dd oot account
for potential differances o responder
bias betwoon United Statos and
Canadian sirveys croated by diffevent
lavals of stigma associated with smnoking
1n the two counteiss.

(Response) FIIA penerates its estmate
not only by comparing Canada with the
United States but also by comparing
each country with itself, Specifically,
we find the difference between each
country's actual 1994 through 2000
smoking rates with rates predicted by a
pre-2000 trend (which accounts for
cha;ﬁ:& in cigarette taxes), and then
caleulate how the average difference for
2001 through 2008 compares with the
average difference for 1094 through
2000, The trend at least partially
controls for any steady chaoge over time
in responder bias within a given survey,
and the within-country comparisen of
pre-2001 and post-2000 rates controls
for amy difference in responder bias
between the two countries.

(Commeant 223} One gomment 2tated
that FDA's pralirabogey setimate of the
rule-indiucad smoking vave reduction
wrang oo high, incthat i did not account

for differences in cigaratie prlees ovar
time in the United States and Canada.

[Response] For the analysis of the
final rule, FDA has incorporated
changes in Canadian and United States
e Tated fnte its astitmates,

This comrngnt suggeats elaewhecs that
graphic warning lahels will cause prices
to decrease. FDA apraes that this ica
possibility. Thus, for the non-tax
portion of cigarette prices, we are faced
with what economists call an
endogeneity problem; it is difficult to
determineg, in an wmpirical analysis in
which price is vsed directly 1 4 control
vwariabla, the divectinn and magnitude of
causality. Howevar, if the changes in the
naon-tax portion of pricas in the United
Statez and Canada follow the same
pattern post-2000 as they did pre-2001,
and if the velativnzhip between smoking
gtatis and cigarette prices was also
ralatively constant hetraan the e time
peclods, then oue siooking ats feends
succassinlly control for the affect of
non-tax price changes on syaoking rates.

(Comment 224) One comment stated
that FDA°s preliminary estimate of the
rule-induced smoking rate reduction
wag too kigh, in that i did not accownt
foir the fact that Canada's Tobacco Act's
prohibitlons on advertizing and
promotion camna into full effect aftar the
introduction of the graphic cigarette
labels, The copunent went on to state
that ather local regulations {such as
restrictions on the retail display of
tohaceo products and advertiserments)
that came into effect in Canada after the
year 2000 gize may have had an effect
on srnoking rates in Canads, and thersby
would have inflated FOA's estimate of
the expected role-indueed reduetion n
smioking rabes.

{Responsa) From 2001 to 2008, at least
41 states, plus the Disirict of Cohunbia,
anacted or substantially opdated
legislation regarding tobaceo advertising
and promotion, youth access or
sampling aad diztribution [Ref. 114),
DA conchudes, thevefons, that the ULS,
eapexiance provides a reasonably gand
contral for the affect of local andY
rogional policy changes on national
smvoking rates,

{Cormment 225) Ome comment slated
that FDA's prelirinacy estimate of the
rla-mndced soonking rte redoction
wgd oo high, bo that i€ failed to aoeount
fioir the fact that, in April 2001, thé
Gowsgnpnent of Canada launched a
Federal public education, cutreach, and
mass media campaign that had a goal of
reducing tobacco-related death and
diseass among Canadians.

{Respongs) The 1.5, axperisnce
&mﬁdes a reasonably pood control for

e effoct of media carnpaipnz on
sroking rabes beranse gntismoking

inltiatives have boen active in the
United States in the past decada. For
examiple, the “Truth” Campaign, a
nationwide advertising effort aimned at
discouraging youth smpking, launched
In the United States in 2000 and
continped fnto the 2000z,

[Cormmment 225) One comment stated
that FDA's prelimingry estimate of the
rule-induced smoklog vate reduction
was too high, in that it falled to account
for the fact that individuals over age 65
are less likely ta be smokers than
younger individuals and Canada's
gi:pulation is aping more rapid%; than

gt of fhe TTiked States, Specifically,
during the period 2001 thesogh 2008,
Canada's over-65 populatinn gresw by 21
percent while the U5, over-B5
population grew by only 12 percent.
Canada's over-65 population
represenisd 13.9 parcent of its total
popalation b 2000, wp fom 12,0
percant in 2001, This comparas to tha
U.5. over-65 populadon which
increased to 12.9 percent In 2008, up
frorn 12.4 percent in 2001,

(Response] FOA notes that the
comment's findinp (that individuals
over age 65 have a lower probability of
being somokare than individoals aped 65
and below] doss not necasgaaly tmply
that aging canszes individuals te coase
smaoking, Smoking rates are mch lower
in the over-§5 age category thano in the
65-and-under category becanze smokers
are legs likely than nonamekers to
aumwiwe o and 1we past the age of 65.

Possible reasong fon the aging of a
nation’s popolation incluode: A decrogss
in the birth rate, nat eodgration of
relatively young people, nat
immigration of relatively ald people, a
decrease in the death rate of relativel
ald people, or an increase in the deat‘}I;
raie of ralatively young paople. If the
changes in thess population phergmnens
in tho United States and Canades, follasw
the satne patlern post-2000 as they did
pre-2001, and if the relationship
between smoking status and the
population phenomena was also
relatively constant between the bwo time
periods, then our smoking ate trends
sureessfolly control for the effect of
popuwlation changes oo srmoking rates.
[Of covrse, there is a correlation
between smoling rates and death rates,
but it operates with sufficient lag 5o as
not to confound eur regults to a
meani degree.]

(Commont 227) Soveral comments
suppested that the lack of statistical
significance of FDA"s extimate of the
effect of graphic warning labels on
Canada’s smoking rate implies that there
is no spund bazis for concluding that the
propozed [and now final] rule's benefits
exceed costs and that this creates a
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violation of Executive Crder 128686,
which vequires government agencias to
showr the quantitative banefits excend
the quantitative cost from a repalation,
Ouns coramen L rthes noted that FDA
did not, in the preliminary analysis,
teport whether its secondary
methodelogy {in the Uncertainty
Analysis] produced an estimate that waz
statistically significant.

(Revpunas) Exeoutive Oudes 12966
states that; “Each spency chall aseess
both the costs and the benefits of the
intended regulatiom and, recognizing
that some costs and benefits are difficult
to quantify, propose or adopt a
regulation only upon & reazoned
detarmination that the benefits of the
Intended tegnlation fustify e costs.”
The point sxtimetes ndicate that the
bemefits of the mile justify the costs.
Although our analysis concludes, on
this basis, that graphic warning labels
will be effective at reducing smoking,
we recognize there is larpe uncertainty
abont the size of the effect. The lack of
statistical significance n FDA" smokiog
Tabe potimate raflects this wvocertainty, as
wiell a5 the noisiness of data dexived
from surveys and the small number of
ohservations,

;I[‘lhe use ;:f a pnir}lﬁgsﬁmate [ThEiclh
indicates that ic warning labels
hravre decrease?t?a srnoking rate in
Canada) is appropriate for the main
portion of our analysis as long as we
stato cloarly tho lack of statlstical
significance. Woreovaer, in tha final
analygis, we report the results of Monte
Carlo simulations ta better show the
uncertainty. In doing o, we follow the
advice of Vining and Weimer [Ref. 115k
“To vl of the largs oumber of
upcertain effocts and shadow prices
imwolved in applying BCA [benefik-cost
analysis] to social policies, analysts
st take special care in dealing with
uncertainty. Rather than setting
estmates of effects equal to zero when
thedr sathmetas gee statistically
Losignificant, 4 more gppropriage
appreech iy to take apcowat of the
uncertainty of these affscts in Monte
Carlo sivmalations.”

Ta addition to raporfing Monte Carlo
regalts, FDA hes added addifions]
dlisousaion which will gllow the
Potenestead veader 1o examing our
emgirﬁcal approaches in greater datail.

[Comnonsnt 228) One cormant stated
thyt FDA has nn explicit measores
Linking each praphic waing labal with
enpected reducbons in the risks of
Cigaeethe sruoking, An exgmple of such
Linking would inclode angwering the
Fallowing questions: What paccentage of
Sraking ranthers blow smoke nto thair
cchildren's faces, what bk the probahbilicy
that such behavior legds to caocer, god

how much cancer reduction will be
aifoctad by the grephic wanning label
that depicts a babey heing weposed to
sacondhand smoke?

[Rasponse) The research study
conunissioned by FDA and included in
the docket analyzes the reactiony of
consumers to each imape. Wo cannat yot
know the effectiveness of each imaws on
hrmproving health outcomes (uch as
aoddance of crocer) becanse the images
bava not yeat appeared on chgaratte
packages or advertisemeants. Our best
esthmate of the images' collective effect
comes from Canada’s experience with a
collection of praphic warning labels,

[Comment 229) Cne comment siatad
that FI1A should use worldwide data if
its el of pooking reduction caonnt
grhbeve statistical significance using
only Canadian data,

[Response) FDA Jdisagrees becanse,
culturally and gecgraphically, Canada
provides a closer comparison for the
United States than any other country.
hioreover, in most countries, graphic
warning lahels have basn implarmentad
fror oely o feow peazs, so any
toternational addiftons to onr data sat
would likely contribute only a small
number of data points while
simultanecusly necessitating the
addition of extra wmiables (for exaniple,
geographic and time fhaeed affects] brto
the modeal, thus produciog only a small
overall increase in degress of Feedom
and infroduciog potential arcors due o
mcwe ourdtted sariables

(Commnant 230) One comment stated
that FDA should vse data from MNew
Yowk Cliy's ecperlence with a graphic
image media campalgn, which reduced
smoking pravalence 1n that State by 1.4
percantapn poinks botwocn 2008 and
2006.

(Response) FDA pradars the Canada.
Uniterd States smpirical model over a
patential Mew York rnodel both because
Canada's graphic warniog policy s
mmch mors similar to the present rale
than & Mo York's tolorlslon-based
campaign and becanse Canada's policy
has heen 1o place for a longer period of
Hme than MNew York's, thus providing
more data polots, Forthermora, we note
that the New York experiencs would
likely viald a rouch lowear [than 1.4
percentage points) estmate of (he affact
of praphic imagos if oonly the cxoess
smoking vate changos, boyond Now
York's own trend aod the changas
axporisnced sinoultanecusly in
comparahle citbes or Statas, wars
inclodad.

(Commeant 231] Sevaral comnants
statod that Sloan and coauthors®
astimates of the ounbar of Yife-years lost
by smwokers ave too low and
racononanded that FDA use other,

higher estimates that appest in the
scholarely ltaratara.

(Rasponsa) Tho comrments making
this polnt have confused the life-years
last for a lifetime smoker (compared
with a nonsmaker or quitter) with the
meazure that FOA needs for its analysis:
the adjusted lifs expectancy changes
that makes wp the owmental effects of
redured smoking vafes indwead by the
final rule.

Fagardlog life-years 1ost for a lifatine
smoker [compared with a nonsmaoker or
quitter}, Sloan and coauthors’ estimates
(Kef. 116] do not differ much from those
roported in other studies. Spocifically,
Sloan el af. vae regulis from the Taplor
et of. (Ref. 117) ehudy, which reports
that men wheo gquit srooldng at ags 35
galn A.5 years of lifs axpectancy and
male never-swokers gain 10.5 years. In
coraparizon, Joll ef af. (Ref. 118) find
that if an individual avoids smoking
entirely ar quits at ape 30, he inereases
hin Tife expactancy by 10 yeare,
Steandberg af of, (Ref 119] find that
smoking shortens life expectancy for
malas by 7 to 10 years.

Sloan ef el adjust the Taylar ef ol
results to account for the probability
that an individual who smokes ata
piven age will quit sometime later in his
or her life and for confournding factor,
winch ag diffevences in dernographic
charactarisies and beheiiors batwasn
average smokers and nonsmokers.
Unlike Sloan et af., the studies cifed in
comments estimate the longevity pains
to an individual from not smoking or
feom quitting at 4 given age but do not
in-:m;ioratﬂ the probabilites of o%uiu'ing
at sach age or isolate the affect o
clgaratte consumption fiom other sk
factors that tend o be cowralated with
smoking, These studles ara thervefore
inappropriate for a regulatory Dmparct
analysis estimating the Incrametal
affects of warning labels on 1fstime
maortalily conssquences rolalad te
smoking ala particular age.

(Comment £232) Two comments
expressed concern that Sloan and his
coauthors' analysis is ontdated. One of
the comments weaat on to state that
Sloan et of. s literaturs review contains
zoma sludias that have been fonded by
the tobacco indusiry and thelr "defense
of rational addiction’” may be
undermining FDA’s effort to 'ensure
that its economic analysis is based ou
erapivical evidence, not theorstical
predictions from the ratlonal addiction
madal.”™

(Response] Tha Slean ef al. rosults
that FDA uses are empivical, not
theoretical. In producing thess
exapirical rasults, Sloan and coauthors
use data from the 1980s; while this is
somawhat out-of-dats, no analysis as
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detailed as that of Sloan et al. has been
released more recently. The comment
rritiques some of the literature reviewed
by Sloan and coauthors but not the
methods Slean et al. use to produce
their life tables and other results. FDA
has thus continued to use these results
in its Final Regulatory Impact Analysis.

[Comment 233) One comment stated
that the FDa provided in its preliminary
Analysis of Impacts virtually na details
on itt caleulation of the benefit of

ected life-years saved.

ponse)] FOA has added a more
detailed explanation to the final
Analysis of Impacts.

{(Comment 234) One comment stated
that, in it estimate of rule-induced
emphysoma reductions, F0A did not
provide any documentation supporting
its caleulations,

(Recponse) FDA has replaced ity
analyeis of rule-indnced emphysema
reductions with an analysis of general
health effects, Sinultaneous with this
change hasz been an expansion of our
explanation of mEthuf[l::nlclgy.

Cormrnent 235) Several comments
stated that morbidity effects other than
emphysema were inappropriately
exclnded from FDA's preliminary
analysis,

[Raaporss) FDA has expanded its
rmorbidity eetimates for the final
Analysia of inpacts, Instead of
analyzing individoal diseases, wa hase
calealated role-indoaced chanpas in
penaral health status {categnrized as
poar, Tair, good, very gaod, or exeelfeat),

[Conragnt 236) Several corpouwnds
statad that benefite dus to reductions in
sapondband sinoke expoaue and
rovothens smoking daring pregoany
wWara imp{nropﬁamly excluded from
FOA's preliminary analyeis.

[Responge] FOA did not exclude
discussion of these sffacts feom the
praliminary Analyais of Inopacts, but we
wrara nof able to quantify them due o
the difficulty of projecting future
gecondhand rmoke exposucs evals from
bistroiepl fremds, Stmilaely, wa were nof
able to project fuoture reductions in
muaterng] spoking dorbog pragosocy, In
tha Final Regolatory Impact Aoalysis,
FOA has again bagn tmable to quentify
thepa benetits,

(Comment 237) One comimant statsd
that FDA's soalesis eluodes only healtb
benafits that accrme in the distant futuee,
ot immnediste banefits of cessgton ar
avobded oitigrion.

(Responsa) FOA's pralimbngey and
fingl estirnavesr of morbidity aod
mortality effects includs discoanted
totals of all fikore effects, both shoxt-
term and long-tavm. For example, we
obtgimed our life erpectyncy astimates
from Elogn et ol & Nfs tahles, Caloulated

for 24-year-olds, these tables include
survival probability differences for
samakers and nonsmokers as eacly as the

25th hirthday.
(Copument 238) One cammeant stated

that FDA's assuanptlons megardlng the
distribution of benefits over dissuaded
smokers” lifetimes were incarrect.

(Response) [n many cases, FDA's
zources reported smoking-related effects
only as present salues calealated with a
single discovt cate and for & particalar
aue geonp. Tooorder fo expand oure regolts
to orthear aps groups or discount rates, it
was necassary thal we makes
assumptions about the tming of
henefits. The absence of data prevents
FDA from confirming the degree of
inaccuracy of our azsumptions, For the
final analysiz, we have sxpanded our
digcuszion of the likely direclion of
estimation error that may be caused by
put agsnrmptions and, in one cass, have
accounted for wicertainty related to
asgumption-meking n our Mante Carlo
analysis.

(Comment 2300 One cormment stated
that Sloan of of. % setimates of smoking-
attributable madical coet (53,757 per
fernale and $2,617 per male) aws too Lo,
The commment weat on b recormmgsd
the wge of Thormas Hodgs on’s estimats
(Ref. 120 that this cost, in 2008 dollars
and discountsd at a3 percent rata, is
F13,967,

(Raspongs) FOA balisves that Sloan of
al, s astirnates ave 1o be preferved ovar
Hodgson's becyuse Hodgenn doss not
adyist for confonndieg effacts by
analyeing “nonsmoking smokers,” a
thecpetical compacizon gromp Sloan af
al, nad o accoynt for the effacts of
other risky Beharioes] and Sloan f ol %
data sots wre mors recant (oo tha
1990, rether than 1978 theough 1928).

The cowryment caleulates the present-
dollar value of Hodgson's medical cost
estirnates vring the medical componant
of the conswmner prices ndex (COPI). For
the Final Repuolatocy Impack Analysis,
FDA will do the same hacanss meadical
costs heve risen af a vary diffecent rate
than oyerall prbcs lovals and thus the
messure of oflatbon we vsed n the
PRIA—tha gross domestic prodact
(GDP deflator—is not the best arailable
option foe npdating medical costs.

[Commuent 240) One commant stabad
that FDAs ruedical cost results wears not
adjosted for inflatbon 1o tha proliminary
Analyeis of Topacts.

[Response)] FDA's medical cost
petimates wors adpested for foflation in
the analysis of the proposed ruals;
hotwaver, oor lanpuags oo thiy aie was
nnclear and has beon ravised for the
analysis of the final rale.

(Comrnent 241] One commeant slafad
that, in the preliminary analysis, FDA

provided only a very high-level and
cuesory description of how it andwved at
itz mstimate of veduced five costs.

(Pasponga) Foo the fing analysis, FDA
has expanded the discossion of how five
loss reductions were calculated.

[Comment Z42) One comment stated
that FOA's asswmption that the
introduction of self-extinpuishin
ciparettes would reduce the incidence of
smoking-related fires, with or withoot
the proposad e, by 50 peroant was
arhitezay

[Pasponga) FDA agrees that the 50
pevcent assnmption lacked evnpirical
support. For the fAnal analysis, we use
a data-driven estimate of the
effectiveness of self extingnishi
vigarettes at preventing accidental fires,

Comrnent 243) Two comments statad
that FTIA's pralimingey banefits analyais
mappropriately excladed affects of the
vule oo enploges productivity.

[Rasponsa) FOA estimates morbidity
end raortality effacts puing a
willingness-to-pay approach, estimatad
uaing the QALY metric ae the base,
Willingmass-to-pay to airoid morbidity,
a8 we nse if fn pnglyetis, includas
the sobjerctive valos of avoiding an
loess that affects mobility, self-coce,
usual artivitie: (oclodiog work), pain
ot disconfort, gnd grociety or
depression. These elements snoompass
the valne of mackeat and oo onecket
prodoctivity, and rouch elze. Thewefors,
o peneral, the value to smoking
winployees of prodoctivity effects is
lnpleltly included in hoth morbidity
and mortality benaflts; addiog
productvity effects separately would
almost cartalnly sad to dooble connting
of somoe of the benefits that accrne to
dissuaded smokars. Beonomie thaoey
pradicts that, for eonployecs, wole-
indwcod preductivity effects panerate no
long-tarrn nat benafit o cost basauss
graatar firm ouipuf will be offset by the
greater wagss contrandasd by the more
productive smployess.

(Comment 244) Ona commeant stabad
that “FDA's analysis could bonaflt from
amoro fulsomo oxplanation of tho
concept of QALY

(Rasponsa) FDA has edited the final
analysis accord :

(Comrnent 245) FDA recalved sevecal
comments in cegacd to its downward
adjusbment of benefits astimales to
account for consurmer surplos loss. One
comment stated that such an adjustment
should not be performed at all bacansa
doing so requires an naccurate
assumption that sookers anjoy smoking.
Thres comtnenls soggested that, 1F an
adjustment is performed, it should not
be 50 percent of gross health benafifs, as
suggested in FDA's cited raferance,
because that analysis assurnes pecfoct
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ratlanality on the part of sinolkers,
Awpother cormesnt objected to the model
o the cited vefarence hecause it ig very
shonplifisd and stelized, with a linear
deorand corwa for smoking. One of the
conaente sggested FOA should
bnatead congider rmadern econontc
analyses of addiction that account for
time inconsistencies o preferences,
nchuedivy the work of Fritz Laux (Ref.
108 ar Jonathan Geoaber and Botond
Edszept (Ref, 104], Another of the
commenty Fuggegted past repulatory
changaa and their affect on smoking be
ugead to meanire demand and the lost
sueplos apsociated with those chanpes ta
get a more armpiacally elevant measure
of the affect of tha propozed role.

(Responsa] The concept of consumer
surplus i 8 hao tool of walfare
acoioiries. If eonsuners respond to
price, formation, o other macket
changes, thare will be 4 change in
conswmer soeplue, Although some
ecanomists degrribe conswmer suphis
as a roeayirs of the pleagars,
satisfaction, or ugefulness that a product
pravides to consarnece, others simply
say that whatsver generates a demand
for the product genembss comsumor
surplus. Moveovear, how we qualitatively
demraibe consunes surplos doss not
affact how bt is measeed—the
measarement s indepeandent of the
description, o an analysis of benefits
besed on willingrness-to- ag, e cannot
reject thiz tool and afill ﬁpil 1 oo
ohligation to condaet g foll god an
objectire sconomic anglysis oder
Exacutlve Ordars 120866 god 13563,

Although it doves not affact our wee of
congumoe surplog, wa note that vichwally
all studiss of the economics of sooking
anrd addlction assume thet smokiog is
plaasurabls to smolers. To thele 2001
paper in The Quartachy fourn ol of
Economics, Geober and Khsragi state
that "souoking is a shovi-taem, ploggire ™
[amnphacls added) [Ref 104), Economisis
Wianer and Mandez state: “hMgny
mambars of the tobaren cooteol
conmnunity dismiss the notion that
srooklng can be pleasurable. But thoge
panple wers naver siakerg or, if they
wara, have salactive memorey, For somme
smokers, the veliaf of withdraural
symptoms wight suffice as & pleasure.’
But smnokers decive ooech, mors from
their cigavettas, ncloding averything
from “mouth feel' to the nicotineg dog
rush, fiom reladation to self-mags
[think Marlboro hden), aond fron
enhancsd ability to concenteats 1o
companinnship” [Ref 121),

FOA's approach to the economrbes of
sooking freats it as an addiction and
deaws on many economle theonries of
addiction, including the stndies cited in

the comments, as already datailed in owr
responss to comments on raarket failura.

A aprees that the model we used in
the PRIA I explain chanpes in
COLERINSE surip s 1o not detailed
enouph to fully explain the azsumptions
about consurner behevior wnderlying
our extimates. In the vavlzed a:ual);fsis,
we have made some inparfant changes
int the presentation and the model weed
to adjust our cetimates and account for
wneertginty, The key assumption made
axplicit im the newy meodel is that, on
average, smokars ave mformed of, and
able to Internalize, some bt nok all
health and life expectancy effects of
their smoking. Full graphical and
alpebraic amjysas have been added fo
the final analysiz, as has a discussion of
the implications of Gruber and Készagi's
work in the context of the new modal.
Moreover, we have supplenented our
benefits analysiz with another approach,
in which we replace the steps of
sunumning all health effects and then
subkracting lost consumer surplus with
a direct estimation of the value to
smokecs and potential smokers of
cessation and avoided initiation, as
shown by their willingness-to-pay far
cedsation programs.

[Cornment 246) One comment stated
that FDA's preliminary benefits analysis
inappropriately excluded the effacts of
the rule on emplayer and govemment
cleaning and maintenance costs.

{Response] Reductions in the cost of
«laaning and rnaintenance were not
included in the analysis because we did
not find reliable data,

(Coommesit 247) One cornment stated
that FDA zhould conduct its uncertainty
analysiz by performing a Monte Carlo
afmulation.

(Response) FDA agrees and has
conducted a Monte Garlo simulation for
tha Final nguIatn%vapact Analysis,

(Comment 248) Twe comments stated
that FDIA's pralirinary analysis
imapproprigtely axcludad the effects of
the rule on government-funded health
care and Social Security expenditures.

(Response) Tn our analysis of the
propoged. rale, FIA did oot exclude
government heglth care costs. In section
VIILC & of the PRIA, FDA roported
astimates of veductions in smoking-
related medical expenditares, paid for
both by sanokers themeelves and by
nomgmokars via insuranee preminms ar,
notably, texes weed to fund povernment
Lealth care. For the Disirbutional
Effacts partion of the Final Regulatory
Impact Analysis, we have expanded the
digmugsion of this effect of the rule to
include geester detail,

W hase also added a discussion of
Social Security payinents to the
Distributional Effects section of the final

analysis. Wa aote, however, that the
cost to taxpayers of Social Security are
exactly offzat by payments to Sochal
Security yecipients or nsars of any other:

overnment programs and servicas

ded with Social Secuxily

contributions, so this effact does not
generate a substantial net social cost or
benefit, with the exception of a probably
¢mall deadweight loss.

[Comment 249) Ome comment statad
that the FDA’s preliminary analysis did
not, as required by the Office of
Management and Budget, provido a
year-by-year schedule of undiscountod
cash flows that displays the fiming of
estimated mule-induced benafits,

[Response)] FDA has added stream-nf-
benefits and -costs tablas as appandicas
to the final analysis.

4, Costs

In the analysis of the proposed e,
FDA forusad on thres main costs bo
industry: Thae cost of changing ciparetio
package labnls, the cost of condurting
market testing for radesigoed packages,
and the cost of remeving noncompliant
point-of-sale advertizing, FOA raceived
several comments ahot costs, swhich
ara surniarkzad and reaponded to in the
followlop pacapraphs,

(Cormment 250) O cotrmet took
issue with FDA's characterization of the
up-front costs associated with & major
label change ag "larpe™ by pointing ok
"In the context of tobeceo marksting,
with the companiss spending $12.5
hillion om marksting and promotion in
2008, the amnounts of money hahog
described aro not Large.'™

{(Response) FOA has reroired the tarm
"large.”

[Comment 2611 One comimant
asserted that the cost section was
systematically biased, and that all coste
were upper bound sstitoates as apposed
to "“hest” point estivoates.

(Response) FDA did not valy on wpper
bound estimates of any costs. The Jabel
change costs (the largest singls cost
component FDA estlmated) and the
market testing costs have low, medivm,
and high esbimates. For the othee oost
Ccomponents, we 1se our bast astioatss,

[Comment 252} One conent peginad
that becanse tobacco mannfachurers
spend large amounts of mooey on
marketing activities, changing labals is
just an ordinary cost of business to
them, and one that they can “"write off.”
Furthermore, the comment argoued that
manufacturvers can, to some axtent, praca
the costs on to consumers, The
comment ends by statbop: *'T §s oot
appropriate for the FORA to fear that its
regulatory efforts on this indostey iglt
impnasze costs on them, and to wes thege
costs as a reason not to procesd with its
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regulations. The agency s gu[:gosad o
act in the public inteeet, not the

interest of a particalar industey to
protect it from profecting the public in
th fiest place

(Rosponsa) The baseline expenditures
of the lobaceo industry are irrelevant.
Thaere is 2 cost to society when its scarce
resources are expended o comply with
this rule. The costs the comment refors
to are aconmie o opportunity costs.
Cogt eptimaiion s concarned with the
walna of the resourees nsed to carry out
sorne activity, oot their incidence (i.e.,
who ultimately pays), whichis a
saparate question. As acknowledged in
the pru%cused rule (gection VIILID, Crgts),
althouph cigaretie mannfachuvars ave
lepally rastﬁansibla for complying with
thia rale, the costs may be borne at 1east
in pert by tobacco consumers. The
potantial for “passing costs on'' to
CONSUTHETS i5 2 matter of economic
incidence but does not niogate the fact
that there are costs, nor does it changs
those costs,

I the cozt-bemafit aralysis wo
estimate gosts pod benafits that accrue
to citizens and residents of the United
States (Hef. 103) regardless of who we
think may hear them. The “interest of a
particnlar industry" is & subject we
rightly leave to the “Distributional
Effects™ section of owr aoalysis.

(Cormment 252] 4, comneant stated
that TDA shonld estroate “the margiral
cost of chenglng the warning lahels that
the cigaretta companies would Inour
accounting for ongoing expenses
associated with producing cigavetts
packages and aszuning that the
companies implemanted the naw labals
using aconomical strategies '’

[Responss) The labeling cast model's
basslins alveady accounts for ongoing
expenses assoclated with producing
cigaatte packages. hManufacturers
change product labals at vegular
interrals without ragulatory changes in
labaling raquirements. Based on both

roduet typs and compliance period,
tphe model provides an estimate of the
percant of UPCs that can be coordinated
with g previously scheduled labeling
clnge. For those UPCs, the only costs
assurned by the roodel ave a sroall
fraction of the administrative labor cost
and recordkeeping costs.

1 anything, this approach taken by
the model quits possibly understates the
Labeling costs for sn-called coordinated
UPCs, For example, even though a
graphic designer can redesign a label to
gatisfy bath repulatory and
nonregulatory goals at once, such a
recbasign would plausibly take longer
than a redesipn to satisfy only
nonregulatory requirements, and time
devertard to repulatory complance nuust

b taken away from other activities,
Howaever, because this rule requires a
sof of @ plates for the 9 different graphic
lahels, wa manually adjust the model to
add back the B extra plates.

{Comment 254] A corvinant asseriad
that although theve qea 3,324 differant
UPCs, each UPC would not have to be
redesigned becanse prodyict varlaties
within a brand family shave assantial
trade dress and package design faatures,
The comment aazerted that using a
number equal to 10 percent of the
pumber of UPCa, 452, wimld still result
in an overestimate of costs. .

(Response) Althongh products within
a brand Family share certain packagn
dazign features, the packsges fur
diffevent UPCs still contain unigue
faatoves. Thus, every individual UPG
reprasents a separate design job.
Furtharmaore, the labeling cost model
presaits an average cost per UPC of
shinllar types within a product category,
nat the cost of changing one UPC. The
raadel therefore accounts for the
axistence of brand families with eimila:
label designs.

{Conmment 255] A cormment asserted
that FDIA oearestimates production and
printing costs by ‘oot accounting for the
realities of how such work is actually
done," The cormpent pravided the
Following quate from an unknown large
job prin e “To looking at the costs
agzociatad with sach label, this might be
fairly aocurste fur 1 label, but they dan't
take into account the sconomies of
scale, After the first ona, the second and
subaegueny package costs will go dowm
gxponentially. The only costs that might
rernain static wonld be the costs of

rinting plates, which dapending an
Euw they print them could be reduced
if they pang run sevaral different
packages of similar production runs
topether on the same sheet. AL the non-
production costs would be amortized
oweir the whole."”

[Response) The labeling cost model
doss not measure the cost of changing
ane label, but the averape cost whan a
lavge nuvnher of labels are changad at
ance. Due to resource constrdniz, the
economic cost conld be higher when
large nuunber of labels are changed at
once. The conment did not pervida
either alternate cost estimates for FOWA
to cansider, or potential sourees for
such data.

(Cormment 256) A comoment asserted
that design costs should not be inflated
thue to the raguirement o U nine
different warnings bacauso all warnings
wrinld eocupy the same portion of each

arkage, g0 the radesign wauld only
Eavﬂ o ba done once ragardless of
which waming would be used.

[Responsa} Tha commimeant appears to
misunderstand which cost elements are
affactad by the need for nine labels. The
term “Diesign costs,'” as used in the
labeling cost raodel, could refar to all
per-URG costs associated with a labaling
chanpge o specifically to graphic design
labor cogts. FDA Inflatod some, bat not
all, pee-UPC labollng change costs by a
factor of nina.

For graphic design labor costs, FDA
agrees that the part of the packags
design that is under the conteol of the
manufacturer will probably be the samea
regard [ess of which of the nine warning
Tabela is veod, Thersfore, the wark of
designing the new package label only
has to ba done once for each UPC; in the
cost pstivates, graphic desipn labor
costs were not inflated by a factoe of
nine,

Likewize, FDA assumed that the need
to incorporate nine difforent warnings
oo every packaps wonld have a
oepligible impact on administrative
lahnr costs, prepress lahor costs, and
tecordkeeping labor costs, These coats
therefore were not inflated by a factor of
nine.

It was only for mnatersalz costs, which
gpecifically includes prepress matarials
and printing plate costs, that FOA
apgumed costs ncreased by a factor of
ning due to the need bo incorporate nine
separate warning labels. We employad
this assumption becanse mine times ae
many printing plates will be neaded
upfront,

(Corarmesnt 257] A comment avgued
that 2ome of the costs attributed to the
label chamgs would be incorred on an
onpning basis. The example provided is
that printing plates wear out aftor a faw
million impressions and have o ha
replaced at regular intervals, The
comment argued our cost estirates nead
to be adjusted to aceount for this. An
analysiz follows which clabms to
demonstoate that the avesage cgaratin
label printing plate has to be raplaced

3 weeks.

[Regponse) The caloulation provided
in the comment contalng exors. Doce
thaze crrors are fixed, the caloolation no
longer supperts the aseertion that
printing cylinders sve babog constantly
replaced, as discussed in the following
paragraphs, Furthermora, the model
accounts for possible conidination with
previously schadnled labaling changes,
which provides the most likely
opportunity for cigarstis mannfachoors
to avoid some of the Incremental cost
frorn new printing plates (cylinders).
Mew eylinderz must be sograved when
a nonregulatory labeking change takas
place. Given the expense of the prioting
cylinders, marm facturers would avold
engraving new cylinders vpht befora a
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nanregulatory labeling change. In other
words, we would expect somn
coordination betwesn cylinder wear out
and nonragolatory changes.

Eotogravirs plates are the longest
lasting, good for making rillions of
labels. The comment assumed a life of
only 3 million labels and did nat justify
this point estimate. For cotograsare, this
estimate iz oo low,

In atternpting o deteromine woakly
gales peir UPG, the comment divided
weakly cigarette zales (In packs) by their
astimate of the number of brands, not by
the number of UFCs. Dividing by the
number of UPCs, even under the
assumption that plates wear out after 2
million labels, yields 5 Jife of 29 weeks
for the average brand, [Fpdating this
gnalysis for the reviged nambor of
viparette TUPCs ﬂﬂmﬂ g life of 38 weeks
for the average beand.

Additional calru)ations can be
performed [or the "gvevage™ hrand, bt
it is important to keep in mind that most
brands are not wesrage. A fow products
will have high woluwme, A large number
of lagser-kiown preoducts will have low
volume,

Berause manufactirars will have to
by nine plates vp front for each UPC,
those nine plates would hava a life of
346 weeks, of; 6,6 yoors, based on the
comament' s aspurnptions ahout the life of
a rotograsare plate and the updated
UPC cownt, Wanofacturars of the
iverage product wonld not wear out all
these plates hafors they changed 1abels
apain [or nonregulatory reasons.

(Comonent 258) Multipla connents
argued that FDA shoald net include 10
percent ruzh charges o calculating the
cost of changing labals in 15 manths. In
particular, the sgorment was made that
cigarelte manufacueers have known this
was corning hefore publication of the
final rule,

(Responge] Althoogh it is troe that
manufactorecs bave known this role wag
coming, in gome form, since the passage
of the Tobaeen Conkeol Acl, 1k is anly
with Lhe publication of the fival role
that Ehey will koerwr its eccact form, Fe.,
what the boages will be. Tobacco
companies will nead to sea the final
irmnapes and the exact provisions of the
final mde bedore the bulk of the work for
a labeling change can be undertaken,

In evalvating the nead for rush
chargee, it ik ioportant, to keep in mind
that the Jaheling model is designed to
measurs the cost of changing a large
number of labele at once. Resources are
scarrs and a laggs norober of labeling
changes cannot be simaltaneously
rushed without insreasing cosks.

The proviows labeling eost model
assumed 10 percant rush charges for
compliance pericds shorter than 2 years.

The new laheling cost mrodel assurbes
constant rush charges aqual to 40
prrcent for cosnplianea pariods of 3 to
15 moaths. In xeality, xush charges are
likaly to decline continuonsly as the
compliance period increases. The rush
charges under a 3-month compliance
period could exceed 40 peroent, and the
tush charges for & 15-manth coropliance
period ace likaly to be far lass. FOA has
tharefors retainad the orlginal
asawmption of 10 percent Tush charges
for 3 15-month compliance period.

(Comment 2E8) One conmment stated
that FDA has underestimated costs
becanse of technical implementation
difficulties aszociated with providiog
for equal, random, aimalteneous display
of nine different images.

{Respones] FDA does not agree that
thers i & techolcel infeasibility. Similar
raquiremants have been micoessfully
implamnanted in other countries. The
cost analysiz for the label chanpe
includes administrative labar and
recordkeeping costs, parct of which
would be assaciated. with devising and
Implementing a method for snsuring
agual random display. However, FDA is
now parsuaded that there will be some
ongolng cost associated with equal,
vandom display. In ather words, ooce a
systern for compliance iz designed and
implemented, it will reguire some work
bo emswre contining compliance with
equel, random display. Therefore, in the
Firal Regolatory Impact Analysis FDA
has added recordkeeping costs and
administrative costs az nngoing costs in
years 2 through 20 after the finalrale

(Comment 260) Cormmeats srgued that
market testing coste undertaken by the
tobaccn fuduestey showld not be connted.
Various arguonoants were presented:
Such costs would be beyond the
minimal cast required to implement the
law "effectively and in good faith."”
Such casts would be ineurred in ordee
to “undermine the effect of
Congressionally-rapodafed warning
labala," Snch cozts would not be
sordatal costs at all, but distributional
effects bacgise the coct to the tobarco
companiss wonld ba a banefit to
employass or contractors pald to do the
waork, If FDLA nchudes markat testing
coats, i ghondd also inclhodo legal fees
for prtential challanges to this rule and
lobbiying fess to get the statte repealad.

{Responss] We do not simply estimate
ths cost of minimal compliance. In
benefit-cnst analyses of ragulations, we
agsume agents reect to a naw ragulation
changbng bahavior in many ways,

e anakyais itself than compares the
expectsrd outoomes with and without
the: ruls, Eegardlass of whether the le
requires it, If menodhetarers condact

market testing as a direct resuli of this
rule, the costs are aftribotabls to this
rule. Resources devated to this markaet
testing have an opportunity cost, so
there is a social cost. We have b
unable to abtain reliable data with
which to quantify potential cosis
incurred to challenge the e in
litigation. Lobbying costs associated
wiih the repeal of the stalute do not
represent incremental eosts of this rule
and therefore are appropriately
excluded from the analyeis,

{Crommrnent 261) A comnmeant stated
that cigaoette mana factirars and
retailers change advardsements and
labels freguently ead anly the
incrermental cost of replacernents that
would not have otherwise heen made
should be sttelbutad to this rale, The
cormment assertad that this incremental
oozt i nealigthla.

{Response] FDA only looked at the
cost of removing point-of-sale
advertisements, Other forms of cigarette
advertisements are now relativaly rars.
Thea commient assumes that 2ome or all
mannfachivers and retailers eould
perform the removal of noncomypliant
point-of-zale advertising at zoro ozt by
coordinating it with the usual
replacement schedule for point-of-sals
advertising. Manufarturers and vetatlers
waould only remove nonconapliant '
advertising early if the banefit frorm
keeping them longer did not justify the
moelast cost (hetween $12 and 196 per
astahlishvaent] of removing the
advertizsing at the deadline. FOIA axpects
that the moat likely response will be for
most establishments o continge
dizplaying noncompliant
advertizements up until the enforcement
deadline and resources will therafora he
axpended to achieve compliance at the
deadline.

[Cornrrent 262] Ooe conunent stated
that the cost analysis nesds to include
reducsd governmeant revonun frem lost
taxes due t0 lowered cigavatte sales.

[Response) FDMA notes that, leaving
aside potential deadweight loss, there
are twa principal effects of tax
raduchons: Gains to former payerz and
lnsses to forner recipients, Because
thasa effects exactly affset each ather,
thara 1 0o net social cost or benefit
assoclaled with the reduction in exvise
tax collections induced by the rule. As
such, we discuss rule-induced changes
in tax collections in the Distributional
Effacts section of our analysis (section
X¥I1..5 of this document).

{Comment 263) Cme coomroent stated
that the digturbing naboes of the gaphic
warning labels will canse adverse
mental reartions kn those whe eiew
them, especially cashises ot cigacetie-
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selling retail establishments becanse
th-'ﬁ{ st handle these products daily.

Bs%ﬂns e] FDA §s not aware of any
scientific eeidence that mental or
arnctional cogts wonld be inowrred by
tha gomeral public as a resnlt of this
regulation, and tho comment did not
provide any.

5. Diswibutional Effarts

In the analysis of the propozed rule,
FDA astimated a veriety of effacts that
are experlonced as ansfors gway from
some segments of society and as roughly
equal transfers to other segments of
gociety, FDA received several comments
abaut these distributional effects.

[Comument 264) One comment stated
that FDA"2 prelimi analyzis of the
ruls’z effect on tax collections ipnored
offsstting effects dwe to inemeased sales
of other taxable goods and services even
theugh the Jaint Cormmittee on Taxation
estimates thiz offset at 25 percent of a
poling’s diract effect.

(Response) FDA agress with the
corment and has adjusted it analysis
of mule-indoced changes in bax
collectione aocordingly.

(Conwment 265) One comment stated
that, in ite preliminary analysis of the
rule's impact on tax collection, FDA
anggested that inelastic demand for
Cigeeaties means thet gormne or all lost tax
eervang Gold be offpet thevagh highee
oo watess. The commmment went o o note
that FDA nnderfook no analysis of
whather Stata gnd locgl governmeants
could or would increass saies taxes on
cigarattes in respongs 1o the geaphic
warnning label vale and that the political
anvivonirnt, ag demorgbmted D recent
alactions, may not be anemabhls o tax
ITNC R B.

(Response] FDA did not clain aony
ineresses o State or Fedam] cigarette
tanes ara likaly tn occue, Instead, we
mypraly poinfed oot that cigpacatts
demeand has hesn shown to ba inefastic
therafore, an inmegse fn tax lewels will
increase vevarme, For the foal aonglysls,
re have removed some of oue more
confusing languaps oo this fsme. Wo
contiove to assume that fax rates will
rige at the rate of infletdon bacanse,
withoit such an sscomption, we nead a
ralieble forecast of inflation in oeder o
axpress the strearn of fotre Tax e
changes n corent dollace, Howeear,
hgve added discossion of alternative
approaches, incloding the possible
foecasting of nflation weing the
diffarence betwean fntarest rates for
Treasuy Inflaricn-Protected Seciritias
(TIP3) and standard Troeasuwy bills,

(Covnmeant 266] Ona comment stabed
that, to tha axtant that Stafe and local
exclee taxes are basad on the prics of
cigarettas, increased prics competition

that conld result froum the proposed vale
would reduce tax revenues bayond what
FD A reports in its analysis.

{Response] At present, all State and
Federal ciparette taxes are applied per
unit, not ad valorem; therefore, changes
in the pre-tax price of vigarsties will not
change the total axcizs tax collection
separately from changes cansed by
decreases in the quantity sold. Sales
taxes, on the other hand, are applied to
ciparettes oo the basis of price. FDA has
nat quantified the effect of the rule on
galay tax collections, but we expect it fo
b sragll, both bocanse sales iades make
up a vary small portion of fofgl
cigarette-related tax collectons anrd
because any rule-induced changes 1o
cigarette prices is also likely to be syall.

%Eﬂmt 267) Ume camment stated
that, in its preliminary analysis, FOA
failed to note that research indicates
that U5, emploponent will ncreass if
sinoking decrepsss.

(Response] In the PRIA
{section¥11.F.2), FDA stated that
decreases in smoking may canse
imcreases in national employment,
citing (Bef. 122) the same paper to
which the comment refers,

(Corwment 268) One comment stated
that FI4, o its praliodnarey analyeis,
estmated that the proposed vole woanld
regult in 500 to 600 dlsplaced jobs
among manfacturers, warahowsas and

whalesalers but failed to note that these

logt jobz g:»mhahly wonld occur during a
eriod of hiph unemployment, when the
i%fplaced individuals would likely have

difficulty obtaining new jobs with

sirailar cermuneration. The comment
want an to sfate that the average
unernployment duration in November

2010 was 34.5 weeks and that one

eould, by multit][;lf,ring the average wage

by the average duration of
nnemployment, obtain a rough estirate
of [ost wapnes,

(Reeponse] The wages lost are not the
appropriate cost to athribute to the rile;
inatead, we st include the difference
hitevaen wapes lost from tobaces-related
jobs and the value of next-best options.
FIVA iz unable to quantify this
diffecence. For instance, average
nnemployment tenore fom late 2010
wenald [ikely give a skewed estimate of
length of rule-induced unemployment
hecanss cnm}iliance with the rule is not
raquired until 2012, Unemployment
may change substantially betwesn now
and then, esperially because the United
States iz currently in the sarly stages of
tecowery from 4 recession.

(Corminent 265) One conmment stated
that manufactaring, warehouse, and
wholasaler jobs displaced by the rule
would ba permanent losses to the
sconomy. In addition to failing to nate

this permenence, FDA did not account
Foor amyr job losszes in the retail kector.
The cormument wont om to state that
convenience stores ara highly
dependent on tobacco sales, both n
terms of cigarette zales’ portion of profit
marping and 48 a generator of customer
traffie 1o gpore the sale of ancillary
products. Bvan the simall sedictione in
revranan causod by the praphic warniog
lakel role conld cansa retalars tn raducs
employment, with some stores possibly
going out of business entirely.

(Response) The portion of dismmaded
emuokers” budpets that would, in the
ahsanca of the role, have been spent on
clgarettes will, in the presance of the
rula, ba spant oo other poods god
services, thus creating jobs 1o other
segments of the econony. Only the
difference between losses borne by
individuals losing cigarette-related jobs
and gaing realized by individuals
obtgindng arcployment In other sectors
vapregents a nel soctal cost. FDA
belisvas this diffavence to be sl wod

nsgibly negative (fhat is, the losses are
ess than the gains], as found by Warnes:
ef af. (Ref, 122).

[Comment 270) Ume comaroent stated
that, in iks preliminary analysis, FIA
bncoractly concludad that there would
b no rule-indoced lossss experienced
by tobacen growears. The comment weaot
on to state that FDA's azsumption thet
acreage taken ocut of tobacco production
eould be eazily shifted to other crops,
with no net loss, iz not consistent with
Beonoic theoty Decauss econnmisc
thaory lndicates that Land curcently
planted in tobacen is being osed o itg
highest-valued use. Another comoent
sugpested that FOA work with the
Department of Agriculture on estimating
the impact of the rule on tobarca
farmers.

(Response] FDA agrees that a
transition from tobacco cultivation Lo
the next-best option entails some loss
for farmers, but only the difference
between first- and second-best uses of
land represents a net social cost n terms
of reduced efficiency.

{(Comment 271) One comment statad
that the requirement that cigarette
manofacturers print half of their
packaging with images supplied by the
povernment wonld be a burden to all
rigargtte companies, the costs of which
would ultimately be paid by consumers.

(Response) FDA has estimated the
wost to cigarette producers of adding
graphir warning labels; howewer, we
have not aszeszed whether cigarette
consumers or shareholders of cigarette-

roduring firmz will bear the burden of

& et We expect that the costs will
be shared by consuniers and producers
but we are unable to estimate the
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portione borne by each group. In the
ciparette market, increases in variable
costs are borne almost entiraly by
congmers. In the cass of the addition
of praphic warning labels, however,
mast of the cost does not vary with the
quantity of clgarattes produced. We
thexafore expect that producers will be
unable 1o pass all of the cost on to
vonsumers through increased prices.
Consumer prices could, however, he
affectad in the leng nun. For evanple,
one possibility iz that some clgaratts
product lines will be discantinued and
this decrease in supply wauld lead to
increnzed prices pald by consumers.
FOiA lacks the detailed market data that
would be necessary for predicting
which of these or other possible
oukcomes would [ikely be realized.

(Comment 272) One commeit sogeoed
that retailers st lose profit when
reallocating space away froin cigarettes
1o ather products hecaase it was
suboptimal to make such an allocaticon
in the absence of the rule.

{Response) This comment ipnores the
fact that the final rode will reduce
demand for ciparetes and s
denand for other products. While i€ is
claay by ohsarvation that allocating shelf
space away from cigareitos to ofheae
products in ghe ahsence af this rule
would be suhoptimal, this need not
imply that retailers” profits will be lower
affer they aptimnally respond to changes
in the demand for clgaretfes and the
demand for other products.

[Cormment 273] Soune conmeants
argued that retailers (fncloding sroall
retailers such a: convenience atoras)
ymay not be able to simply shift shelf
space to ofher goods.

(Responsal FOA avgued in the
disteibutionel effects section of the
proposed rule, section VIILE 3, that the
retadl sector (a5 & whole) will shift shalf
space to other products to lake
advantage of the increase in demand for
noocigarette products. FOA
aclnowladpes thal this substitution may
niol teke place wholly within each retail
establighunent, If cigaretts-rellant
retailers have some [but less than
complete] surcess shifting shelf gpace to
take advantage of the inerease in
damand for noncigarette products, they
will suffer an overall loss in revenue
that is lass then thelr loss of cigarette
salaz revana. Other parts of the ratail
sectar whould gain sales, This wonld be
a purely distributional effect within the
refail sector. Such an effect would be
small becanse this rule is only projected
to reduce cigaretbs consumnption by less
them one quartas of & peccant.

6. Impact on Small Entities

In the initial vegalatory Bedbilicy
analysis, FOA. conglderad the potential
effects on swmall cigarette ymanufschims
of having to change all cigarstin labels
in aceordance with thiz role, FDA also
considered the putantial hogact an
small retailers of having to rernove
noncoinpliaot point-af-sale advertising.
FD4 reveived corments from indostey
pertaining to these matters, which ars
summarized in the following

aragraphs,

(Comment 274] A comment stated
that FDA “grossly underesimates”
costs, referring specifically to the
estinnates of the label change costs and
their impact on small ynanufacturers,
The comment argued that the necessary
changes will cost at least $500,000 to §1
milllon, mcluding such factors as
package redesign, dye cuts, and the
number of colors needed for the
arfwork, Forther, “these changes
vapresent global changes for the
manufacturers’ products, and that
chamge will have a far greater effect on
the small manufacturer as opposed ta
lavger entities.” Many aspects of
compllance will requive the work of
aubslde contractos.

(Responsa] It is not clear whether the
carmimant intands to sogue that the cost
i on averags $500,000 to §1 milllon per
UPC, when meny UPC labals are being
chanped at onee, on that the total cost
sl b af leagt this much per fivm,
arnong soams sabsst of goall
roarmafactorars, FDA does not agroe that
Lhe average cost per UPC cauld e
nearly this high, Although FDA
egtimates sogch hipgher foral costs for the
average soall pugnafaetorer, $500 000 to
1 inillion cowld degevibe the total costs
for a subset of sapecially small
e fachurecs,

The cost estimnate with which the
comment takes issue was based ona
combination of the old FDA labeling
cost model and early estimates of some
values from the new FDA labeling cost
madel. Casts have been updated in the
analyszis for the final rule to more fully
refleck the estivaates of the new model.
Tntewviews with manufacturers and
trade associations were conducted in
the process of building the new model.
FDA believes the raodel provides the
best estivnate of the average cost of
chanping a product label. FDiA inflates
materials costs by a factor of nine to
arcount for the requirement to use nine
saparate wamings,

The comument alsn grpued thay FDA
has undarestimated the costz to small
businesses but i2 not epecific snouph
abont whether there ave additiongl
factars, begond the results of the

lahaling cost mndel, with which the
comnent disagraas.

FDA agreas that small tebacco
product manufacturers are more likely
to hire outside contractors for tagks
required to comply with this ruls.
Hewever, from a societal point of wiew,
it makes o difference to costs whathar
a mannfactorer condncts the functions
required for compliance in-honse or
contracts thoun ouat.

[Comment 275) A conwnent arened
that small manufacturers de nat carky a
small inventory of supplies, but muat
buy materials in bulk to be cost affactive
(often 4t much a8 G-months worth). The
cornment stated therafore that if is
vintrue that all lahel inveotories will be
axhausted during the 15-month
covnpllance period. Small
manufacturers will have to discard large
amounts of advertising and labeling
material. Another simnilar cornment
arpued that simall manofachrees
purchass lang-tanm quantities of
Tartvertising pieces such as pols signs
and shelf1alkers ™ in order to get hetter
prices. FOA should take this into
account and give synall mannfacturers
time to nse up existing inventories of
printed materials, The commeant
suggesbed that oavefactoescs could
provide FDA with inventory counks and
iRAge rates.

(Responsa] FDA ballaves the first
comment combings two separate issues:
Labe] inventory assumptions (the matter
at hand in the quote from the
preliminary analysis) and advertizing
inventory assuoipions,

FD A ztandy by its conclhision that the
vozts of dizcarded lahel insvartory will
e small voder a 15-menth compliance
period. Wikth modem just-in-time
invantory contral methods, firms keep
[ar }ass inventory on hand than in
decadss past. Howewer, rather than
assume that thera is zero cost for
discarded inventory, FDA will a[:-::qint
the new labeling cost medel's defanlt
assumptions regarding discarded
inventory. This assumption Tesults in a
low inventory cost being attributed to
this final mle, as vexy little inventory 18
expoctar] bo remain after a 15-month
coimpliance period. While it may be the
case that sevne small manufacturers
keep large amounts of inventory on
hand, the evidence used to construct the
labeling cost model implies that most
mwanufacturexs would not have much (if
any} labal inventory rexnaining after 15
menths and the cutpot of the labeling
mondal accacately mepresants the average
iniEnktory cost.

Whila it iz possible that some
manufacturecs will have some point-of-
sale advertising materials in inventory
that will be dizcarded as a result of this
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tole, FDOA donbts that this ioventory
cost is substantial. Manofactovers will
have 15 manths o wse up exdsting
inventory. Clgaratls yoau facturers are
knowm to be sophisticated advertisers,
and effechve advertising changes to
reflect the times. The , the value of
edisting advertisements swould decling
orireir Bong 4 they becoioms moee datad
and less effective. Additionally, the
comumnents themselivns do not provido
data with which fo sstimats any affect
that may exist.

[Comment Z76) One comment
sstimated that the label change cost
wonld be between $£2.1 million and $5.5
million per average simall tobareo
prodoct remufechres, bagad oo mn
avarage nunber of TPCs pere frm of 44
The comroent asserted that small
manufacturers cannot absarb the cost of
changing all their cigarette labels and
many will leave the ciparatte
mannfacturing business, Two ralief
oplions were suggaated: Phagbag in the
rotabiomal warnings oear 3 longer perind
of time or runniog the warnlogs
sequentially rather than siwomltanecusly,

e?llllesp onse) According to this
comment, small tobacoo product
manubacturers have fewer UPCs each
than FDA oripinally estimated. If the
LTPE astimats from the comoment holds,
the complisnee costs for srall flrms
would be lower than FDA originally
estinvated. FOA has retained the criginal
method for estimating the number of
UPCs for small firms so as o take care
oot to understale the burdesn on thenmn,

FDA acknowladpes that thiz vl mey
Pt gore poall manafaeboeers gt visk of
golng oot of business. However, wa do
not have the information necessary o
eslimate this risk. In the initial
regulatory flexibility analysis, FDa
cngl;l-;idg:gd the raliE}:;' that {vauld be
provided by allowing srnall {ox all]
tobacen product manufachurses
arditicnel e to comply with the male,
evorn though this not n koopiog with tho
statatory mandate. Running nine
warnings sequentially rather than in
patallel is a conyplicated alternative for
which it is difficult to estimate the
amount of relief provided, A very large
reduction in costs would anly
mmaterialize if the warnings were ooly
changed as often as the usual frequency
of nonregulatary label changes {every
couple of years]. However, FDA has
now included an analysis of the
potential impact of a related relief
optaon, that of lettine small
manufachurers randomly assign one
label to each distinct OPC.

[Comnment Z77) Some comrments
argued that some small retailers, such as
convenience stores, may go out of
business as a result of reduced cigarette

eales sod Joss of pevenos froom aocillay
prodocts, gnd that this effect of the ruls
on sonall entities needs to be retlected in
the analysis. Beyond the effect on the
retailers themselves, closure af
convenience stores would result in loss
of convenience to nearby customers and
could also adwerssly affect aupplisrs,

(Responges) Although in the small
emtity analysis we are only abls to
guantify the cost of rermoving
noncompliant advertsing, we
acknowledge that small retailers selling
cigarettes could also lose some net sales
revenue (to other retailers), to the extent
that shifting shelf space to ather gonds
less than fully offsets the reduction in
revenue from clgarettes, We expect any
such loss of rtevernie to be modest
because the expected reduction in
cigarette consumption is modest to
begin with, Convenience store closures
as a result of this final rule are therefore
unlikely.

[Comment 273} One conmment
recommended that FDIA reconsider
eccenapting stoall cigarette producers,

[RJEEE;ESB} TheE:;Eitial m%'u]amry
flexibility analysis considered
eccempting small manufacturers from the
label change requirements as a relief
aption. Exempting stoall manufactorers
from all or part of this regulation would
cauge 4 yignificant proportion of
consumers to be exposed to cigaretts
packages or advertizing lacking the new
praphic warnings. In 2008, the
cormmbined market share of all but the
four largest firms was 10.3 peroont (Ref.
123). This situaticn would be
incongistent with the public health
ohjective of the rule a2 well as FDA's
gtatutory mandate.

C. Nead for the Rule

Written with the goal of ameliorating
the largs toll on public health that iz
diractly attributable to the consumption
of tobacco, the Tobaceo Contral Act
mandates the publication of this rale.
Secton 201 of the Tobacco Contral Act
modifies section 4 of FCLAA o requite
that nine nesw health waming
statements, along with color graphics
depicting tha negative health
consequences of smoking, appear on
cigavatte packages and in cigarette
advextisaments. As discussed in detail
in FDA's respomsa bo comments in
section X1.B.2 of this docwmnent, the
econombcs Dtecature suggests several
sources of market failure 22 that the new
graphle warnlog lahels will address;
thasa nclode mypopla, lack of sallanee,
time noonsistency, and complets
information. In tho following analysls,

11 A gibonticn inowhich o mazket lef g iself does
nal Bllochla reacweces edlclanily,

we Ao not atternpt to choose among the
many radals of srooking and addicton
that potentially canse mackot failuro, but
the models have similar policy
irnplications.

D Benefits

We eztboate the benafits of thae final
rola by cornparing expected life-cycle
events of smokers with those of
nonsmokers, Nonsmaakers tend to live
longer and dewvelop fewer cancers,
cardiovascular, LBIDDII.HIJ.", and other
digeases, so the benslits i oue analyss
include the digeoontad valee of lite-
yaars geined, heglth stafns
imprpeernents god medical gervices
freed for other wses. We alse nclode an
astivngta of the mooetary value of the
glrgparﬁf and livea sgend as a vesulf of

rule-induced reductinon in the
wonber: of accidemtal fivea cansed by
groaking. There are other benefits, sach
ai vaductione in nongomekecs’ mocbidity
and moretality sssociatad with both
passive smoking end mothers srooking
diring pragnancy, that ave lkely
genergbad by the fing rals, but FDA has
heen voabla to obtain reliahle dete with
which to qoantify thern, Tn partbeolar,
w wane nol able to project foture levals
of expogure to segondband smoke from
historical trands, nor pradict futives
decraases o mefarnal sronking doring
prsgnancy.
1. Bsduced Cigarette Smoking Rates

The changes outlined in this role are
projected to decrease imoking initiation
and inrrease smoking cessation, For
each of the firet 20 years of the rule's
implementation (2012 throuph 2031),12
FOA caloalates the predictsd decrease
in the number of 1.5, smokers by
multiplying together the bllowing:

{a) %he eetimated effect (percentage
point chanpe] of ciparetts warning labels
oo the national cigacetts stnoking raks

and

[b) The popalation in a particalar year
fin the abzenca of the regolation (as
projected by the UL5, Cenpus Buresn).

To ohitain esticnates of the sffect of
cigaretts srarming Jabels on smoking
rates (iteim (a) 1 the List showal, we look
to the experience of Canada, which has
requirad the vse of praphic warning
labela gince Dacarnber 2000 (Ref, 124),
The advantage of thiz approach lies in
o abdlity to obeaive actual conswmne;
hehasior—in the foem of smoking
ratas—hafors sod after a praphic
wirning labal requitament went into

12 Tha affects of entismoking policies accur aver
i Innﬂﬁm’iﬂd oo 1lorues, e e el T [heDude at Jeaet
one full generation in mar analysia, Using a 2-year
titne hordeon allowe we be do this while slil]
driiding the extrecne unsectainty regpeding efechs
oceurrlng in the more diglaol [nlus.
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affect. The warning Jabals o be requived
in the final rule ave generally similar to
those developad by Health Canada and
authorities in other foreign countries, As
in Cunada, the labels required by the
rule will secupy at leashalf the front
and yvear display panels of a cigaretta
packaga. Moveovar, woder the rola, thare
will b a mlx of warniog statements and
images that depict the negative
consequences of smoking, Although the
rule will follow much the same
approach a: the Canadian warning label
requirements, it will differ in sorne
wayi Conada has 16 Jabels bn rotation,
rather than B; wairning stetemneants
appear o Engllsh on one side of a
Canadian package and in French on the
other; and healih and cessation
mftohnuaﬁnn [iis included cn le:ilaeéts (
within Canadian cigarette pa s [Ral,
125). These detai]sl,ggzmbhged with
genaral diffeverices b Tegal aard social
trends, indicats that Canada’s
m};gﬂanca with warning labals can give
only o penergl ideg of the changes in
grpoking vates to be expacted a5 o resalt
of the rule, In addition, other staoking
control tnitatives, incloding new
restrictiong on smwking in indooe public
places, also oocaied in both, the Tnited
States and Canada during the period of
our analkyeis. These aod other
confounding factars wake cur ectihmoats
of the sffect of oew graphic warning
Lahels highly nncartain.

Henlth Conady (Fafs, 126 gnd 127)
reports Canadian smoking rafes for apas
15 wined above for years from 1904
thropgh 2004 FIRA obiained smokdng
rates for adolts, aged 12 snd abowa, in
the United States from the Mational

Health [nterview Survey (Kef 128)] and
from “Health, United States, 2005,
published by the Mationat Center far
Health Statistics [Ref. 129), We used the
results from thase two reports (o
caloulats the Unitad Stafes-Caads
sooking vate differanre for individual
years. As shown in table 4 of this
document, the srooking rate in Canada
was, as of the most recent survey
estimates, more than three percentage
points lawer than the rate in the United
States and approximately seven
pencanbige poats Lower than Canada's
oiwn sineking rate in the o befora
graphic warning labels wara
implemented in that country. It would
be unjustified, however, to canclude
that the introduction of praphie warning
labels in the United States will canse
the .5, sonoking rate to Sl by seven,
ar even the thres percentage points
neadead o reach the Canadian cate,
MWany factors, such as tobacen
adwertising restrictions, youth access
pastrictions, sducational campalgns
vegarding the health effacts of simoking,
pestrictions on stooking in lodoor public
plares, and taxes on tobacen products
have tnfluenced smoking vates in the
o conntrles. In order to ssthnats the
tnevernental effect of the prasent wle,
win naed to fsolato tha frmpact of graphic
warning labals on the Canadian smoking
Lt

I erdar to accomplish this, as
discussed n detail in Techndeal
Appendix X1, wa bagln by using data
from Health Canada fRafs. 126 and 127],
thn National Center for Health Statistcs
(Hef 128), and the National Health
Intarview Survey (Ref 12R8] to estimate

pre-2001 smaking rate trends for both
the Tnited States and Canada. Becanso
tax-induced changes in the price of
cigarettes have been shown to
substanfially vaduce smoking, in each
trand emtirogtion wie nclode the sffects
of Federal and State or provincial
cigarette tax changes on nabional
smoking rabes. [After decraasing
sobstantially in the sarly 1950z,
Canada's real averape cigarette excise
tax lewel grew by 9 percent hetween
1995 and 2000 and by 123 parcent
hatwean 20071 gnd 2000, Raal grarage
vigarstte tax levels in the United States
grew by 29 percent between 1995 and
2000 and by 117 pavcant betwaen 2001
qod 2000, Vsing the estimated tends,
we predict smoldng rates for the United
States and Canada, and the difference
betwaen themn, for joars up to and
fnchuding 2009, ¥We then subtract the
predicted United States-Canada
smoking rate differences o the actual
diffarences obeerted 1o the data.
hioplicit in this method is the
assumption that these atherwise-
unexplainad differencas may be
attributed solely to the presence in
Canada of graphic wearning labels, Wea
da not account for potential
confounding variables ar for possible
substitution by consumers from
clgarattas to ather products (such az
litthe cigars] that may prodoce sioilar
health effects; onr method ip thersfore g
rudimentary approach to eztimating the
smoking reduction that will be offectod
by the new graphic warning labels and
may be producing results that are off by
ane ot yoore arders of magnitude,
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_ Table 4.-Cigarette Smaking Rates, United Stales and Canada, 19512008

| Year(s)

Sminking Rate, Smoking Rate, Year(s) Smoking Rate, Srnoking Rate,
Canada® Upiled Stales” Canada® Uniled Stapes”

1961 3L ! 2001 217 236

199405 30.5 2002 21.4 22.3

1995 24.6° 2003 0.5 213

1994-07 256 2004 146 §

1597 4.6 IS 14.7 20T

1993 2530 L 18.5 206

1993-09 1 N 2007 1%.2 19.4

1999 152 233 2008 17.% 20.4

2006 4.4 231 2000 17.25" 20.5

- ahowe,

* Sauere: Healih Canada (Ref 127), unless atherwise noted. Canada's veported smoking rates are for ages 15 and

. b Source: FDA analysis of Mational Health Interview Survey (Bef, 128} unless othervise noled, Repeorled $smoking,
© rates for the Uniled States are for ages 18 and above.
* f Souree: National Center for Health Stantsiics (Ref. 129), Repotted sinoking retes for the United States are for ages

: 1% and above.

Y Health Canada (Ref. 126} reporls a smaking rate of 17 percentage paints; this could e rounded from any valve
o between 17,0 and 17,5, s0 FDA wses the nodpomi of 17.25.
©F The Sanple Adult file of the 2004 WHILS lacks the srawm and primary sampling unit variables necessary for

o ealenlating samiple sltisties.

Using thizs mdimentary approach,
FDA estitnates that the average
unexplained difference between United
States and Canadian national smoking
rates is (.08 percentage points hi&!;er
for the 2001 through 2009 period than
for 1994 through 2000, Applying this
estimate to population projections [Ref.
130 provides annual projections only
through 2030, 20 we assume cohort
populations will remain the same from
2030 ta 2031); summing ower all age
groups yields an estmate that the mle
will reduee (either through cessation or
avoided initiabon) the United States’
smoking population by approximately
213,000 in 2013, with the total decrease
rising to approximately 246000 in 2031
due to the predicted smoking rate
decreaze being applied to a growing
population. FDA ]E&S not quantified
rule-indured derreases in cigarette
consumphon among smokers who do
nat quit entirely, although such
decreases have the potential to improvs
health outcome: for affected
individuals,

2, Quantifying Benefits That Accrue to
Dizzuadad Smolews

a. Smokers” willingnesi-to-poy for
cagpalion programs. Oones moethod for
egtimating dissuaded smokecs' not
intarnal benefits involies wsing the
arpenant sonokens are willing to pay to
participate in cessation programs. This
willingoess-to-pay will squal the valua
of cepsation [ie., the walue of health and
othen banafity of cemation mions any
walpe that smokers attribate to the
activity of amoking) wnltiplisd by the

participation-related probability of
suceess, Warner ¢t af. (Ref 131) teport
that the choks price, or the prics at
which no srnokers wonld participate in
cessalioh programs, may be around $350
(in 2000 dollare], while a maxionm of
10 prrcent of the amaking population
wanld participate in cesgation prograsoe
paren 1 those programs had 2 money
price of zero, With a linssr dernand,
curva, these parameters produce an,
averags willingness-to-pay smong
potentizl pessation gmgram paxticipanis
of $175. Warnar gnd coguthors repoet
that gppreximetaly 15 percent of
smoking cessation program participants
sucrearfully quit without evgntoal
valapes, These pavarneters indicats thay
the gvecawes valng of cessation s $175/7
0,15 = $1,167, or $1,444 when updated
for fnflaron fueing Ref 1220,

We estimate n section X111 of this
document that the final graphic waming
lahel rale would reduce the U8, adult
smoking population by 213,000 in 2013,
In tha abzence of the rule, the baseline
2013 smoking population would he
approxitnabaly 49.5 million, 50 a
decrease of 213,000 represents a 0,43
percent effectiveness of graphic warning
labels. The value to an individual
smoker of graphic warning labels equals
their effecivenesss multiplied by the
value of cessaton, or 0.0043*51,444 =
Fe.2z2. Multiplying by the predicted
2013 smaking population yields an
apgeegate value of the rule of $6.22%49.5
millien = $307.% million. ¥or each vear
from 2014 to 2031, we perform an
analngous caleulation, but we replace
the entire simoking population with only

the particnla: year's newly exposed
cohort (rongisting of 128-year-olds and
ngw Lornigrants]. This resulis ina
prazant valos of net intrapersonal
honefits of $470.3 million, caleolated
with a 3-percent discount rate, or $322.4
snillion, caloulated with e 7-paccant
discount rate,

While these values can provide roogh
pstimates of the benelits n% the final
rule, there are peveral reasons to balisve
th&% are onlg gpproximations and
pro ahl%r retlect lower bounde, Ficet, wa
are implicifly azeaming that the value of
aveided smoking initiation i equal to
the value of cezsation and that the valna
of ceszalion ix equal across the entire
smoking population. In fact, we hawe
willingness-to-pay data iy from those
smoksrs who are potential pasticipants
b cessation programs. The walue of
awdrbed initiation iz likely moach higher
than the waluea of cozsation, which
would tand to make the present
eatimates of role-inducsd benefits too
lovw. A second reazon willinpness-to-pay
for cessalion programe repressnts a
lerwrae bawnd on the oule's henedits is
becanza it caprures only the
nrisinformation and thme-inconslstent
prefarences that amokers themsalves
tecopiize and act upon via participation
in caszation programs,

b. Gross ond net health benefiis. We
now turn to the literature on time
inconsistency, which is one of the
principal forms of market failure
relevant fo tobacco, to develop an
alternative approach to estimating rule-
induced benefits that acerue to
dissuaded smokers. The papers we will
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discuss use the term “optinial
internality tax,” but the key point is that
taxes and cessation programs are both
tools that canse a reduction in smeking,
and the dollar prices of those tools
represent estimates of the amounts that
smakers would he willing to pay to gain
the net intrapersonal benefits associated
with smoking reduction,

Gruber and Koszegl (Raf. 104)
astimate the tax rate that would allow
tmedneonsistent smokers to consurme
the guantity that would ha optial
under parfect vationality and in the
absonco of other formes of markat Ealloro.
They flest astinats an fntarnal health
cost of $20.45 par pack. From this cost,
they calculate an internality tax that
ranges from §$0.93 to $2.8¢ [depending
oo tachniral paramaters of thely modael],
with an average of $2.17. Hecanse fhe
demand for smoking 1s downeard-
sloplog, a decrease in the smokiog rate
will docrease the optmal lotarnaliby tax.
ln Techmical Appendix X5, we account
for this coraplicallon. Becanss wa find
that Gruber and Kiszegl's vresults imply
that nat internal banafits of the rale
poual roughly 7 (=100—93) percant of
the gross intarnal (health] banalits, the
avacage nptimal tax over the relerant
portion of the daroand corvao is
0.07*F30.45 = $2.05 par pack.
hiultiplying thiz optimal tax by the
predicted role-lnduced raducton in
cigarette consurnption wonld yleld an
sstimate of beneflts that arceos to
dissnaded smokers.

T cther writings, Grober (Ref 133)
Eugpeets that, bacaonse bis work with
Kbszegi congiderad ouly a limited
degreae of time inconsistency, the
opliral internality tax on cigareties
could be rmach higher than, the Jewal
e lirnated with Kiszegl, perheyps
Debareen & and 10 dollacs per pack,
(Bven this amoennt does not, hovweier,
acconnt fior other forms of rogebat failoce
that roight e pelessnt to tobacoo wee. )
The midpoiot of the 5 to 10 dollar range,
$7.50, wialds anat Inteenal beonefity
result squal to roughly 24 peccant of
fule-induced Intecnal health benedit,
Other mordels of addiction and smokiog
would imply differvent et intermal
henefits, depanding on the iopliad
severity of the macket failrs, Cne
cominent an the proposed wide, from a
seholar who hes done a great deal of
professional teseaech on the sconomics
of smoking, sogpestad thaf smokers
would agsess the value of quitting
smoking as 90 percant of the valus of
health gained from smoking. Althoogh
this and other public cormments
sugpested high ratios of net to proes
health benefits, none provided svidence
supporting their snepestions,

The ap[}nljcability of any of the
smpgpested net-to-gross internal benefits
ratlios requires an estimate of the gross
benefits realized by indiridoalz wha are
diggsnaded from smoking, Grober and
Készepi admit that their £30.45 per pack
estimate Is not exhanstive, 20 we now
turn to quantifying morbidity, mortality,
and other effects of simoking cossation
and avoided initiation.

i. Expocted Iffe-vears saved, The
larpest health conzequence of smoking
iz the increasad mte of mortality from
pulmonary and cardiorascular diveass,
vancer, and cartain other Hlnesses, As a
rizsudt, the largest benefits of this ruls
stem from the increasad life
expectancies for thase individuals whe,
in the absenee of the rls, would be
smokers and thus snscaptible to
premature mortality from one of these
often-fatal diseases. We calenlate the
pumber of life-yearm saved using
differenees in t{: probabilities of
survival for smokers and nonsrmokers,
Sloan et af. (Bef, 116) construet Jife
tables for srarous catesoriss of
individuals, inclading “nonacmaking
smokers™ and prpical 24-veatr-old
srnokers. A nonsmoking smoker is
somenns whio does nob use cipareties
but otherwisze exhibits the lifaztyle and
personal characteristics of the average
smoker.l3 A typical 24-year-old smoker
does not necegzarily amoke for his or
her entire life, but instead faces
vessation probabilities that are in line
with values obzerved for alk ages in the
Mativnal Health Interview Swrvey; the
lifs expectaney effects of cessation at
older agas are netted out of lile
excpectancy effects of avoiding smoking
at age Z4 (results reported below], Sloan
et al.’z life tablag allow vz to caleolate
how many additional deaths, per
100,000 population, may be expected
ameng typical smokers than fmong
nonsmoking smokers hetween the 24th
and 25th birthdays, the 25th and 26th,
and & on until the 100th birthday.
(FOA aszumes that differences in yearly
survival probahilities: for smokers and
nonsmokers are negligible below ape 24
and aboye age 100,)

rverall, Sloan et al. find that an
average [or what Sloan et al. call
"typical') Eé—i,'ear—cu].d female smoker
can expect to live another 55.5 yoears,
while a comparable nonamoker can
expect another 57.8 years of lifs,
praducing an Dvaralf’regu]aticln—induoed
gain of 2.4 undizcounted life-years per
indtvidual who is prevented from
starting to stnoke, Comparing male 24-

0 (ke wolivarlabs tegrassion analysie, Sloan
=f o contral for Alechol intake, body mess index,
Bnancial plannkog horizon, meoe, edwesatior, aod
marilal £1alug.

year-old typical and nonzmoking
smokers, lifa expectancy increasas foonm
40,8 to 54,2 years, producing o gain of
4 4 undiscountad years. The gap
between mals and females 11f
expectancy results may be due to
differemt physiclogical responses to

nal amounts of smoking, differsnt

time cessation patterns, or differsnt
erooking intansitiss, Taylor of al, [Baf,
117), for ingtenca, find that mals
amokars ave more likely than female
smokers to conswme mors than a pack
a day. Sloan &t ¢!, deo not report how
mmch of the male-fernale difference in
their estimated life expectancy effects
may be attributed to each possible
mechanism, In spite of this lnitation,
FDA considers Sloan ef ol
mmathodology to be the most suwifabls in
the literature for purposes of the present
analysis due to other studies' onuissions
of a nonsmoking smoker adjustment, a
lifetime cezsation probability
adjustment, ot both.

We agzume that sach person who
reaches ages 16 o 24 during the 20
yaars (2002 ko 2031) of oor analysis and
iz dissuaded from smoking extends his
or her life by the gender-specific amount
5loan and coauthors report, For older
individuals, whose post-smekinp
cesgation survival probabilities cannot
ba plansibly azswmed to squal those of
individuals who wers nonsmokers at
aga 24 we pradict life sxtensions wsing
foryner sinoker life tables that wea
construct using Sloan ef af.’s results and
cessabon probabilities from the 1993
Mational Health Interview Survey (Rel.
128). The details of these adjustrnents
gppesr in Technical Appendis X2

iL, Banafits of reducod premafures
mortality. OIMB Clrcalar A—g (Ref. 103)
adwvises that the bast means of valuing
benefits of reduced fatalities is to
measure the affected group’s
willinpgness-to-pay to avoid fatal risks.
Three life-year values (alio known az
values of 3 statistical Hfs-yoar, or VSLY)
usad frequantly in the literatirs aod in
pravlons analyses ave $100,000,
£200,000, and $300,000 (Refs. 134 and
135; 74 FR 33030, July 9, 2005), which
we update to $106 308, $212,615, and
$318,923 in 2009 prices. These values
constilute our ssfimates of willingness-
to-pay for a year of Lifs preserved io the
pregent. The sconomic asgesament of 3
fubare life-year vaguites discounting its
waloua to make it cormroensoats with the
waloe of prosent ewvents. As vaquiced by
OMB Clrenlar A—4, w vuge 3-paroet
and F-percent discowot vafes 1o caloulats
the pregent value of the life-pascs we
predict will he saved,

For wach disspaded smaker, wa
woudtiply o VALY by the relasvsnt age-
and gender-specific 1ify sxtangion and
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then discount appeopriately to arvive at
a per-parion valos of raduced roortality.
For 24-year-olds, thls value ranges from
9,280 [for & ferals applyiog a YSLY of
106 308 and a F-percent dlscount rate
to her 2.4 life-pears pained dos to

smoking avoldance] to 8363,333 (for a
male applying a VELY of $318,923 and
a 3-percent discount rate to his 4.4 life-
years gained due to swaoking aveoidance).
Multiplying the per-persan values by
the predicted number of dissuaded

smokers and discounting the results

bark to year 2011 yields astimates of
rule-induced mortality benefits that

ranga from $1.45 to $22.58 billion.

Table 5.-Gross Present Yalue of Lifetime Reduced Smeker Maotaliey (3 mil}

YWalue of a Seatistical Life-Year = Yalue of a Statistical Life-Year = Walue of a Biatistical Life-Year=
BLOG 308 F212,6135 B8 223
%4 Discount T Disconnt 3% Discount 4 Discount 3% Discount %% Diseoum
Rale Rate Bate Rane Hate Rata
152009 14506 15,0417 20011 256245 43517

Thasa totals mag undegiats the full
walog of rilg-indvuced redoctinns in
mortality bacanse they do mot accoont
for increasing tremds in life expeciancy.
Sloan et al ‘s results, from which our
mortality esfimates are derived, are
based on data from the late 1990s. Aias
(Fef, 136) reports that betwagn 19049 to
2001 wnd 2006 (the most vecenf year for
whirh life tablas have bean developed),
lifa mxpoectancy at age 25 increased from
50,54 to 51.5 years, or 1.90 percent, for
males and from 55.41 ko 56,1 years, of
1.75 percent, for females. If these
percentape changes are al:l;iemmm' ately
correct for the typical smoker and
nansmoking smoker populations, then
our estimates of smoking-related life
expectancy effects would necd to be
adjusted npward accordingly (or
perhaps by differant percentapes
because life expectancy has continned
to change since 2006).

A further reagon to belisve the vahwes
in table 5 of this document may be
underestimates is their lack of
quantification of ary reduction in sither
the external effects atbributable to
passive smoking or the infant and child
fatalities cansed by mothers smoking
during pregnancy. Sloan ef aof, (Ref, 116)
indicate that, historically, the inclusion
of spouse and infant deaths from
exposure to secondhand smoks o
mothers smoking while pregnant
imcreased estimates of smoking's
rortality effects by approximately 26.1
percent. We do not incorporate this
adjustment into our analyzis, howasner,
becanse recent restriclions on indoor
public smoking and educational
campaigns have significantly redueed,
though not eliminated, nonsmokers’
exposure to secondhand smoke, In athe:
words, an analyzis of the rule's impact
om health benedits that accrue to
individuals ether than smelers
themselves requires three pieces of
estimaticm: {1] The rale-indweed change
in the number of U5, smokers, [2) the
relationship between the number of
syaokers and exposure of nonsmoking

indisiduals fo the hanmful effects of
cigarattes, and (3] the effect of cigarette
expaosure on nonsmokers’ mortality. The
ever-changing level of nonsmoker
vigarette exposirs means that & siimpls
extrapolation from the recent past
provides a much lezs raliable prediction
of the near future for element (2} than
for nther pisces of thia analyeis, Ay
estimation of (2] would therafors be
highly data-intensivae g sobject 1o ao
unaccaptable leval of potantia) ercor. In
general, FDA has been waabla to obtain
data with which to solve this problem;
it is for this reason that we do not
guantify health Benefits that will accrue
to individuals other than pookers
thenze)ves.

W do, howewar, aote that the Robert
Wood Jobngon Fowndation (Ref, 137)
reports that the percentage of the 1.5,
populanon living in hornes whers
smaoking was peroitied decreased from
BE.D percent in TO52 w1903 to 2006
percant in 2006 ko 2007 . This may
indirste that the xtln of spouse and
infant mortality effects (valsted to
passiie smaking] to smoker mortality
affocts is now approsdoately 36.7 {=
20,0/56,9) percent ar larps as the 26.3
pereent ratio derived from Sloan ef al’s
rerplis forhich wers caloolated neing
diby from the 19905 Uskog this waey
raugh gpproximation ylalds a prosent
walue of spouse and tofent mortality
bremnefits vanging from $140.3 million (=
BAB3*0, 367 *$1.45 billion) to $2.18
billinn {= D.262*0. 367522 K& hillion).
Althomgh thers ae serions weaknesses
with thiz setbmation approach that make
it inpppropriafe (o include in oo ovrxall
henefits analysis, the vesults may give a
semga of the magnitnde of moortalify
henefits penamted by the mole via
raductions in spousal and fetal smokiog

CEILTE.
ax};i. Terepreoved hewlfh statos {or
rredivoed morhidfp]. In the pravions
saction, wa estimated the bunafits that
will gerrne es 8 vesult of the suile-
fodueed redoction in pramative deaths
froin cencer, pulmoenery sord

cardicvascular disease, and other
smoking-cansed illnesses. Cigaratts
srnoking also inpoess costs an gmokars
i the foern of pain, disteess, pod
hmpaired firacHon even bafore these
illnesses cansa fatalitios. As with
prematoe death, individuals ave
aggurned to be willog to glve up
valnable vesourcas 1o order to avoid
radurctions in quality of life associated
with smokingrolated 1lnessas.

Sloan et of (Rof 116) meamine survey
raspondents” galf-reported health status
(which ran be categorized as poor, fair,
pood, raiy good, or excellent) and
estimats that a 24-year-old smoker can
axpact, on avarags, ad ekira 1.086
discounted years (using a discount rate
of 3 percenl and averaging over Sloan's
wstimatas for males and females] or
0.521 discounted years (using a
dizsconnt rate of 7 percent and again
averaging over males and females) of
fair or poor health cver his or her
lifetivoe, as comnpared with a
nonsmoking smoker.

In vrder to quantify the value of Tule-
induced reductions o years spent in fair
ot poot health, we scale our estimates of
the ¥SLY [$106 308, §212,515, and
£3148,923, ar discussed in the previcus
zection of this document) by a ratio
representing the trade-off individuals
ara willing to make between time spent
in best-possible and lesser levels of
health, Nyran ef ol {Ref 138) estimate
thiz trade-off by maatching survey
vespondents’ self-reported subjective
health stafuses with their BuroQol-50
(0—31) health index scores. The BEQ—
5D survey responses—to questions
about fiwe areas of health, including
mobility, self-care, pain, anxiety, and
ability to perform usual activities—are
mapped so that a score of one represents
best measurable health, a score of zero
represents death, and fractional valnes
represent intexmediate lewels of health.
Mywnan et ol.'s analysis indicates that,
relative to the health index score of an
individual with excellent health, a very
gaod health score will be lower by 0.03,
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a good health score will be lowar by
00768, a falr hoalth score will be lower
by 0.194 and a poor health score will be
lower by 0392, Weighting hy Nyman et
al’s reported percentages of
rezpondents in each health catepory,
FDA finds that the health adex score
for the avecags individoal in good, wary
good, or excellent haalth 1% lower than
the index for excellent health by 0.036
and the health index score for the
average individual in fair or poor health
iz lower than the index for excellent
health by 0.244; Lhe difference between
these pverapss is 0208, This meealt oy
be infarpreted az follows: The haem
eperiencad by an individual whosa
health changes, for 1 year, from good,

vexy gacd, ot excellent to fair or poor is
equal, on average, to the harm
experienced by an individual in the best
ossible health whose death is hastened
E}r 0.208 years. Thus, the walfare affact
of smoking-related health statns chaoges
raay be fownd by oultiplying a plansibla
lifs-paar valoe (such as $106,308,
%212 15, or $318,923) hy 0.208; this
yltiplication yields estimates of
£21,800, 543 600, and $65,400 for the
amounts individoals are willing to pay
to avoid a year of reduced health statns,
The 0.5, Census Bureau (Ref. 130)
predicts that the nation's 24-year-old
cotort will be 2,17 million females and
2.25 yoillicn males in 2013 and rise
steadily to approximately 2.25 million

females and 2.33 millicn males in 2031,
FDA'z astirnate of a 0.0688 percentags
point reduction in the U5, smoking mate
thua iranslates to a decrease of 3,906 24-
year-old sinokers in 2013, with the
decreaze rising to approximartaly 4,154
1n 2037, Muldplying thoso ostimates of
the rule-induced reduction in the
muvnhber of synokers by Sloan et ol.’s
predictions of discounted redueed
heaalth-paacs pear smoker and the quality-
oflife loss per year of fair or poor health
darived from Nyromm of al., and
discounting appropriately, vields a rule-
irudicaed werlfane gaio, of $0.5 to $4.7
billion. Detailed results appear in table
& of this docoment.

Table b.--Present Valoe of 24-year-olds’ Lifetime Health Suws Improvements (8 mil)

Yalue of a Siatjslica]l Life-Y car = Yaluc of a Siatistical Lifo-Y o= Walue of a Stattstical Lile-Your =
L1046, 108 F212,615 $31E 9323
1% Discoum T4 Criscounl %4 Disiount T% Diseonnt 3% Disconnl T Discaunl
F.ate Rate - Rate Ralc Rale Rarte
[.580.7 00,5 31014 Lol f 4,742.2 1,5045.5

Zloan and coauthors do not report the
affect of smoking oo fair or poor health
yarrs for dissuaded smokers of ages
ather than 24; in the ghsence of a
reliable sstimats of the mochidity effact
of smoking eessalion for Individuals
aged 25 and above, FOA takes the
conservative approach of estimating
benefits only for adults wha are at ar
below that age sometime during the first
20 years of the rmule's implementation,
Smoking cessation brought about by this
rule will improve health statns, In some
cases substantially, for many
individuals who are over age 24 at the
tirne of the rule's implementation., Cur
oniissian of these benefiis to older
individuals produces an underestirmate
of the rule’s morbidity benefits [which
iz why we describe our estimate as
conservative] but there are several
reasons to believe the magnitnde of the
underestimate may not be
overwhelmingly large. First, although
individuals aged 24 and below make up
a fairly small porfion of the smokers we
estimate will be dissuaded fram
smnking in 2013, they make up the vast
majority of smokers newly dissvaded in
years 2014 to 2031 because it is young
people and a few immigrants who will
be exposed to graphic warning labels far
the first time in those later years,
Owerall, then, our morbidity results
include effects for 9A,355, or 338
percent, of our estimated 201,103
[undiscounted) simoking dissuasions,
Sacond, the reduction in health risk
axperienced by smokers who quit at
ages 25 and above will be smaller than

the benefits experienced by individuals
who quit at age 24 and below or who
avaid smoking initiation altogether.
Third, in a study conducted with a
methadology different from the one
used in this repulatory impact analysis,
Stewart ef af, (Ref, 139) sstirnate that
smoking avoidance can increaze
discounted life expectancy by 1.73 years
and quality-adjusted life expectancy by
2.17 years; thiz implies that, in the
realm of smoking avoidance, the
magnitude of morbidity benefits is
around 25 percent of the magniLud& of
mortality benefite, Compared with thiz
independent evidence, FDA's morbidity
msuﬁs. which are 15.3 percent
fundiscounted), 21.0 percent
{discounted at 4 3-percent rate] or 34.5
percent {discounted at a P-percent rate)
as large as mortality effects, appear to be
anly moderate nnderestimates.

iv. Medical services. Sioan ef af. (Ref.
116) estirnate that smolecs vse more
medical services over their 1ifs cpeles
than do comparable nonsmokers, with a
specific net cost of $3.757 por female
24-year-old smoker and $2,617 per male
2d-year-old smoker [in 2000 dollars and
with a 3-percent discownt rate], Of the
female smoker’s net cost, 2,031 will be
boroe by the smoker herself and the
rmainger by nonsmoaokers in the form of
imcreases in private insuranee preminrmng
or taxes usedpfu fund government health
programs such as Medicaid, QF the male
smoker's net cost, 51,372 will be borne
by the smoker himzelf and the
remainder by nonsmelers. We adjnst
these cost estimates for inflation wsing

the ]nmsL recent medical care CPI (Ref,
140,

Sloan and coavlhers do not report
expoctod modical costs for former
simokers, so sstimating benefits for
individuals aged 25 and abowe who
cease smoking as a pazult of the wle
requires some asswnptiong, For this
analysis, we assnme glat smoking-
related annual excess medical costs are
the same whether smokers are compared
with never-smokers or former smokers
and that the payments, reportad by
Sloan ef af, as Emsent walues for 24-
year-olds, ave disteibuted equally from
agas 24 t0 100 (in other words, we
gnmualize Sloan ef af. s eetimated
prosent vabue over the 77 years betweasn
ages 24 and 100). With these
assumplions, given FOA'S projected 20-
vear reductions in smoking prevalencs,
we anticipate that the regulation will
canse amoking-related meadieal
expendituee: to fall by $359.9 million,
of which $453.2 million will be realized
a5 savings by smokers themselves and
$401.7 million by nonsmokers, With a
7-percent dizeount rate, the fotal
derrease in expenditure hecomes $491.3
million, with $261.2 million of those
savings accruing o smokers and $230.1
million to nonsmokers. Further details
ahout the nonsmoker portion of

expenditures ﬂEESﬂI in the
Diztributional Effects portion of this
analysis,

In the absence of the rule, some
portion of smoking-related medical
expenditures aceraes to health seevics
providers as economic rent [2lio known
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as produger suweplog 4], Aoy redacton
nf this portinn will not conteibute to the
social benefit of the rule but will instead
be a transfer of rasources from health
gervice providers to consumers, public
and private inswurers, and others. A
forther complication in the analysiz of
the mearket tor health is gensmated
besraws e nonsrogkers” payneants take the
fornn of a subsidy for srmnking-relatsd
medical servicas and thus some portion
of their expemditlure in the ahsence of
the mle is greater than smokers’ owan
willingmess-to-pay for those medical
servicas, Hoth bor this reason and dos o
the exigtence of sconomic rent, the
avoldances of gt least some portion of
nonsmnkers' smoking-ralated spending
will teansfer value from ane portion of
society to another but not contribute to
an overall social benefit of the mle. We
do not kmow the size of this portion
relative to nonsmokes' overall vule-
indured sxpanditrs chaogs, a0 we
agznre that 50 percant of nonsmokers!
smoking-related spending accrues asa
net social benefit of the rule. This
produces an overall estimate of rule-
indurced reductions in medical
expenditures of $659.0 million,
calealated with a 3-percent disooant
rate, o $376.3 million, caloulated with
a T-percent discount rate.

. Other financiel effecis of smoking
cessation. o section X6 of this
document, we will discuss in detail the
effects of the rule on Social Seeurity,
income taxes, private penzions, and life
ingutance, Sunatias of thoagse sffects

will gppear in tabla 23 of thls docnowent.

For the most part, we will characterize
the values appeariog 1o table 23 as
transfars, haviog squal and offsetting
affucts on varlous membars of socisly.
Thava are, however, some additional
conseguances of these tansfers that

muost by consideved n light of the
optimal infernality tax estimation
approach and the related need to
estimate pross internal benefits and
costs of dissuaded smoking. The
mixture of positive and negative valves
in table 23 shows that socletal fransfecs
can bake the form of both subsidies and
additional costs of smoking; when
sunmmed together, the positive and
negative effects in table 23 show a net
smoking subsidy, which individuals
relinquish when they avoid initiating or
fuit srnoking.

There 15 a difficulfy in guantifying the
affoct of the types of transfars appearing
in table 23 of this document on nternal
benafits. Smookers” experience of these
transfers may already be included in the
gection R1.0.2.b.ii and X1.0.2.b.iii of this
document estimates of pross health
benefits becawss the willingness-to-pay
reaznre o which we bage owe
meehidity and mortality calcuwlations
inclodos all the offecls a person will
likaly axperience as a result of
improving his or her health and
extending his or her life. These efferts
include increased opportunities to
collact Social Secutity and defined
benafit pension payments, a decreased
chance of leaving swvivors encugh life
lnsurance to make up for the amoont
paid in preminms, and increases in
pension and income tax payments {due
te working longer and receiving higher
wages in compensation for higher
productivicy). If the rasulls in section
XID.2bi and X112 b li of this
document alveady reflect these
phenomena, what is missing from cur
analysis is nof the intrapersonal effect
associated with smokers' experience of
table 23 transfers but the direct benefit
to the general public of no longer
providing a net staoking subsidy; in this

casa, the total value of the subeidy, or
100 pervent of the salues In table 23,
would need to he added to our net
benefits estimate, Becanse morbidity
and mortality are the primary but not
the only ways in which smoking affects
Socinl Secuwity, incoroe tex, pension,
and lifs insurance payments and
recaipts, wea do not koow the extent to
which our morbidity and mertality
willingness-to-pay measures caphire
smokers” experienre of these fransfers.
e will assurne that 50 percent of the
raldpoint valwes in tabla 23 are included
in our morhidity and mortalicy
estiynates; with this assumption, cur
astivnated net benefits will changs in
twa oppozing directions: They will
increasa by 100 pexcent of the midpaint
valnes in table 23 (mpres enting the
reduced subsidy payraent from the
genaral public), but will decreaze by an
amount egwal o 50 percent of the tahle
28 midpoint values times the net-to-
gross benefits i (representing the
effects on dissuaded smokers that are
not included in the morbidity and
roartality estimatez).

Summing our estimates of role-
induced life-year extensions, health
status improvements, madical cost
reductons, and financial effects, we
Find that the presemt value of health-
rerlatad and financial benefity aocroiog
to dissuaded smokers totals $9.29 to
%27 50 billion [with a A-peccent
discount rate} or $2.10 to $6.01 bilkion
[with a F-percent discount rate). As
shown n tabla 7 of this doeomeant, the
present value of financial benefits
accruing to the peneral public tatals
£733.1 milllon (with a 3-parcent
discovmt egte) ar $330.3 million [with 5
7-percoit discount rate)],

Table 7.~Financial Benefits Acoming i General Public (8 million)

Discount Bate | Discownt Bate =

= 3% i

Smoking-F.elated Medical Cost Subsidies, Met of Reduced Producer 20049 L1150
Surptos for Health Care Providers

Social Seewity Oullays -645.2 -263.2

Income Texes on 3opial Secvrity-Taxable Earpings T46.5 3045

Drefined Benefit Private Pengion Qutlays 0068 =361

Life Insurance Outlays 1,341.7 54131

Total 7331 3303

Mote: Posilive eniries in the table represent ransfers of value Gom individuals dissuaded from stooking w the
general public. Megative enibes represent transfers in the opposite direeiion.

vi Summeary of benefits accrugng o
dissuereded smokars. Tabla 8 of this

M The difusnce balsmaen whet o suppliar s pald
fora govdd or service and the mssginal cost of
eupplylng el good or earelee.

document presents benefits estimates
that reflect a varlety of nat-to-gross

ratios, ranging, a2 discussed in
Technical Appendix K&, fromn the 7
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percent derived from the work of Gruber
and Kiszegi to the 90 percent suggestad
in a public comment. Also presantad e
the net internal benefite results derived
frorm Warner ef al.’s work on the value
to smokers of cessation programs. For
pach discount rate and VSLY, we alzo
report the midpoint betwesn the lower
and upper bound benefits estirnates,
whers the upper bound §s vielded by tha
a0 C{:ement net-to-prozs bemefits ratio

and the lovwrer bound by the 7-percent
ratio in some cases and by the cessation
ralue approach in others, Given the
greal rariation in estimates of net

beneafits to dissueded smokars, wa

filloe the recornmendation of (VB
Cireyalar A—4 sod wse the midpolots fox
pur primmary calealatinns n the

vernginder of this analysis. The resaltiog

wridpoints rangs from $4.37 ta $12.56

billicn (writh p 3-percent discoont rato)

ar 51,02 1o £2.86 billion (with a 7-
parcant discount rata). We mnphasize
that gll the net benefits appearlng o
tahle 8 gre intrapersonal and thus could
not he posities if all tobacen conswmers

wern fione-gonsistent, fiully rational, sali-

coniznllad, abls fo vesist ternptation, and
in pozaession of pecfect and complate

nformation: instead, cur results are
qualitatively consistent with policy
lnplications of econonvic models in
which consumers are characterized by
hypwbolic discounting, incorrect
forecasting, temptation utility or self-
contral problems (in addition to Gruber
and Kiszegi {Ref 104), see Bernheim
and Rangel (Ref. 105) and Gul and
Fesendoxfar (Ref. 110)) and with Gruber
and Mullainathan's [Ref 182)
examination of the affect of cigarette
exrige taves on the happiosss of
Individuals with a high propensity to
amnoke,

Table B.--Present Value of Met Intemal {i.c., [nirapersongl) Bensfitg (F millions)

VSLY=%106308 VELY=$212,615 YSLY=%£318023
384 Discount | 7% Discount | 3% Discount | 7% Discount | 3%4 Discount | 74 Discount
Eate Ratle Falc Eale Rate Rare
Totals Calevlated with Aliemative Methods or Net-io-Gross Benefits Ratios:
Wy Percent Ratio 834043 18042 16,5557 36502 4,747 54061
Deriverd from Fublic
Comment
24 Peroenl Rafo 22347 06,9 4. 473.0 015 6,700.3 1. 460.1
Derved fom Oruber
{Ref. 133)
T Percent Badio Derved €242 137.7 [250.7 2720 18772 $06.3
fiom Gruber and
Kiszepi {Ref, 1043
Value of Cessation 3703 3224 ATh.3 174 703 3224
Derived fiom Wiainer
ctal. (Ref 131
hidpoint Between 43573 1.816.0 £A530 1,961.1 12,558.7 2,864.2
Lower and Upper
Bounds
Alloeation of Midpoiot Total:
Life-Y ears 315542 o2 6,910.2 1,402 & 10,305.1 20750
Heallh Suatus 142,58 241.6 14545 484 .0 21655 7159 |
#edical Bxpenditure 2153 126.] 2108 1263 2093 124.6
Ieduclion ]
Crher Financial -125.0 -51.9 -123.4 -52.0 -121.3 ~51.3
Efferts

3. Baduced Fire Costs

Each year, fires started by lighted
tobacco products ldll and injure people
and destroy structures and ather
property, I the United States in 2007,
civilian deaths cansed by smoking-
rolated fires totaled 720, with direct
property damage of $530 million (Ref,
141). A reduction in the number of
smokers, and the comciding number of
cigarettes smoked, will redoce the
number of future fires,

FDA estimatas the male-induced
decraase n cigaretes smoked by
aultiplying together the parcantags
changa in sooking whose calealatlon
wiw described in section X1D.1 of this
doeupent, the projectad population in a
given year (Fef. 130) and aga-

appropriate discounted lifetine
vigatette ponswmption (in packs) pee
smoker. FDA caleulates average
consuwnption for 18- o 23-yeae-olds
using the May 2006, August 2006, and
January 2007 Tobaceo Use Supplemeants
to tha Current Populathon Survey [Ref.
142). Sloan et ef. (Ref 116] ropart
lifatime discownted coosumnption for
typical 2d-year-old smokors. Comparing
agrinet total consoooption o 2006 (e
most recent year for which the FTC [Ref.
143) rapocts chigscaths salss), wea find that
discomted lifefime cigarette
conswinpiion will decresse by an
amount equivalent to 3.9 percent [using
& J-percent discount rate) or 2.1 percant
(usimg a F-parcent discount rate) of a

present-day anmual total as a regult of
the final rule,

The rule-induced percentage
reduction in [es may not egqual the
percantage raduction in cigarette
opnsnrnption, howewar, becanse all 50
States have passad logislation that
raquiras cigarattas to ha salf-
extinguishinior firg-safe {Ref 1d44],
FIA acknowledges some uncertainty in
the effectiveness rate of fire-safe
cigarettes; 1% for thiz analpeis, we

1% One of the Hrat Stalee 1o snact Leee laves, Mow
Yok, raqulray cigareltas o selectinguih 75
pecreast of Oue Likoe (W, 145), 1414 Croon Mew Fork
shaw a 1aducticn in smoking-censad ficea of sbout
106 pavranl foom Whs avarags ol tha 4 pearvs (2000
Lo 2003) pirier bo passage of the Hresale clgaetle
law b the ficst 2 years (2006 10 2007 ) after
imaplemenlation wes conpleta (Fef 148].
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estimate that 10.6 peccent of appareatly
sulo-tonduced futues five reductions
would have besn avolded evan withoul
this final mile dus to fire-safe clgarette
design. :

“The MNatienal Fire Pratection
Asgociation (Ref, 147) reports the
percentages of fire fatalities by age
category; along with the COC's sstimals
of averags Amarican life expectancy
(Haf, 136], these deta allviv FDA to
calculate that the average munber of
life-yaars lost by fire victims is
approximately 37.3; we project that total
discounted life-years saved as a result of
the rule will be 317.4 {at a 7-percent
disoount rate) or 1,198.5 [at a 3-percent
discount rate). Using—as in sections
HLD.Zb.ii and KL0.2 b.iii of this
document—¥SLY ranging from
F106,304 to $318,923, FOA estimates

total ruls-Induced flre-cost savings of
5106.0 fo $262.5 mnillion [at a 3-percent
discount rate) or $34.1 to £76.5 million
(at a 7-percent dizcount rate]; of thesa
totals, $12.9 [F-percent dizcount mte] or
§27.7 million (3-percent discount rate)
consists of averted propexty damage,
with, the remainder being the valos of
Yife-peurs saved. These sstimated
savlngs may significantly underestimate
the final rule’s fire-related benefits
becanse they exclude noncivilian
mortality and the value of reduction in
Lirecansed nonfatal nfuries, Thers will,
horewsr, ha some doabde cowotiog
hetwesn the estireated firerelatad
ronortality benefits and the mortality
benefits estimated in section XIDL2.b.ii
of this document to the axtent that it is
smokers themselves who are killed in
cigarctte-canged fres.

Table 9a,--Present Value of Benefits (§ oil)

4. Summary of Benefits

The discussion aboes demonstates
the considerable magnitude of the
econcinic henefite aveilabls from
smoking reduction efforts. As shown in
table 9a of this docwoent, oo midpoeint
benefits estimates range from $5.21 to
$13.55 billion (with a 3-percent
discount vate) or $1.38 to $3.27 billion
(ivith & P-percent discount catal,
Estimates are presented as annualized
vatues in table ob of this docoment,
rapocted over Hime In Appendix X3, and
subjected to Uncertainly Analyaia in
Technical Appendix X6 Nonquantified
benefits inclnde reduclions in
nonsmnokar movhidily and mortality
aszordaled with passive smoking and
mothers smoldog durlog pregnancy.

YELY=E106,308 YELY=$212613 WELY=5318,923
atg Digcount | 7% Dizcount | 3% Diseount | T Discount | 3% Discoum | 7% Discount
N Fate Rate Raie Eare Bate Rate
Totals Calculated wilh Allerative bMediods or Met-to-Gross Benefils Ratios.
9% Percent Ratio 4703 19283 16,740.0 3,705.5 25,0097 54826
Deerived {rom Public
Comwnent
24 Pevcent Ratio 23607 5410 4 6621 10388 60,9638 1,536.4
Decrved frarm Chroteer
(Fef 133
T Percent Batio Degived 7302 I718 1,435.0 33 2,130.7 4828
frown Gruber and
Fdszepd (Ref. 104) ]
Yalue of Cessation 476.3 1565 5546 T 6328 IS5
Drerived from Waner
et al, (Ret. 131)
Midpoint Between 52064 13803 93803 2.M4.6 13,554.3 1210
Lower and Upper
Baounds
Allcaion of Midpoio. Toral;
Life-Yenrs 15342 0.2 6,020.2 L4028 19305.1 25750
Health Siatos T42.8 241.6 | 454.5 484.0 21659 71508
hedical Expenditur: 416.2 2412 4117 2414 41401 2300
Redoction
Ciher Financial 4072 163.3 LR 163.2 4107 163.9
Effects .
Five Loss 1060 340 184.3 553 262.5 76.5
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Table ob —cannualized Yalue of Benefits (F mil}

V5L Y=$106304 | VSLY=§N2615 VEL¥=531% 933
T8 Discount | 795 Discount | 3% Discow | 7% Discoumt | 3% Discount | 7% Discouw
Rate Rare Fale Bats Rale Fate
Tokals Caloulated with Allemative Methods or Met-1o-Crosg Beuefits Ralios: 1
4-Percent Ralio 3693 182.0 11252 149 8 1,681.0 517.5
Derved fiom Public
Qrment
24-Percent Ratio 158.7 511 313.4 Q8.1 4681 14540
Derdsacd from Gruber
{Ref 133} o
T-Fercenl Ratio Derved 491 .2 Ba.5 300 1439 456
frowm Giruber and
kbszeri (Ref. 1043
Valwe of Cessation 240 ija 373 35.7 425 LY
Denved finm Wamer
eral (Rei 131)
Midpodat Between 3499 130.3 630.5 2213 011.1 3088
Lowrer and Upper
Bounds - o
Allacation of Midpoint Total; .
Life-¥mars 2374 LiTiN | 4651 1324 Ga2 7 135.%
Heslth Saus 40.9 228 97.8 45.7 145.6 67.5 |
Medical Expendince 280 208 7.7 728 774 2246
Feduclion
Onher Financial 274 154 214 5.4 7.8 15.5
Effects
Fire Loss 7.1 3.2 12.4 52 17.6 T2
E, Costs sectors will experience lost salas and retailers, We nse detailed data from the

Imjplymentation of this final tale, and
the statntery requirements diractly
linked to it, will ereats new buedans for
cigarette manufactorers. In particular,
mnanufacturers will incuar the upfront
costs associaied with a major labeling
change, 1% Thevea will be additional
onpobng costs associaied with equoal and
random display of the warnings
roquired in thiz rule, as mandatad by the
Tabacco Control Act. Cigaratia
mpunutacorers and redailers will be
responsihle for the removal of
noneompliant point-ofsale adwertlslog,
Consumers are likely to ultivaately bear
& shevs of these costs in the foon of
jncressod prices. In addition, the
tobaceo industry and possibly other

AT of the uplrent iosts of this vole are Rasum el
to aecar it We fist paciod of the ime horizis of
thie rula (20121, Tle cot tablas preganl cew

employment, bt thess revenie transfers
will be offset Wp gaing to othar sectars,
ag dizcussed in the “'Distribotional
Effacts" sectinn of this document.

1. Wumber of Affected Entities

Labeling and gdvartising requirements
will affect domsstic cigarmte
manufacturers aod importers of foreign-
made ciparetios, Statisthes of TLS.
Businesaes data show that there were 24
ciparette manufactociog flrms in the
United States in 2007 (Fef. 148). An
undetermined womber of Importers will
also be affectsd,

MNoncorapliant point-of-sale
advertising will be remowred by
manufacturers (or mnportas) and

aneliseouwaled calenlations ol lhaes oue-lLme cosls.
Fex swmmery tables reguicing a presant value, thees

2002 Economic Cangug report on
product line sales for establishments
with payroll Io sstimate the percentags
of varinus bppes of vetall establishments
that zell tohacen products. Seacching by
the Economic Census product line
20150 {cipars, cigarettes, tobacea, &
smokars’ accessories), we find
aecomroodatlon and food service
establishments (MAICS 72] and retail
trade establishoenits (MAICS 44-45) that
report tobaceo sales [Rafs. 1409 and 150).
Although seme establishments in ather
{ndusiries may have wnreportsd sales of
tobacco products, the product line salas
data proiide a reazonable basis to
dletsrmine which establishments will be
affected by the mila.

coste ave diseounied 1 yarr bock Lo the presend
[20x11),
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Table 10.--Eslablishments Wi Payroll Thal Sell Tobeceo Produels, 2002 Beanomic Census

Kind of Business NaICS Number in | MNumber Selling Percenape
MAICS Tobacoo Selling Tobaceao
Produers Producis
eneral merchandise 453 40,723 5,991 17%
Food & beverags 443 excluding 119,592 635,135 558
44512

Convenience” 44512 20212 24 871 Ba%
Gusoline stations with convenicnee” 44711 D364l 86, 152 924
Gasoline slalions 44719 27,755 8,745 22%
Health & perzonal care 448 31,797 17,761 2%
Ofher retail establishments t 505 558 3,470 1%
Accommodation and foad services 72 excluding 7224 516,734 12,347 204
Dyinking places T234 45, 356 11,490 249
Tobaceo stoves 45300 0 154 6, 184 100%
Monsiore relailers 454 49000 g4E 24
Vendiong machiie opetators 45342 5921 woa 15%
TOTAL 1,615 1023 245 (W6 15%
Sources; Refs 149 and 150

" Includes MAICS 441, 443, 444, 438, 451, 452 sxeluding 453991

Becsgwwe the 2007 Census data on is unchanpged [wincs 2002) within sach establishments in 2007 as for

product Hne sales for retail category. Likewisa, wa lack 2007 Census  sptablishments with payroll in the 2002
establishrents with sinployess are not data on product line sales for

yet available, we update the oumber 0f  noonemployer establishments. Withowt

Census. As shawn in fable 11 of this
docament, we estimate that about

varigus types of retail astahlishrsntg additional information, we assue that, 245 000 velall sstablistments with

using 2007 Statistics of (LS. Busineszes  within a NAICS catepory, the share of

pavrall and 126,000 nanemplayer

data but assume the share of eatablishmeants selling tobacoo products  fetahlishmants sall to ducts
eptablizhunents sclling tobacco products will e the sams for nonemplayer ablishmans sell tobarca pro )
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Table 11 --Ectablishinenis Thal Sell Tobacco Producis
¥ind of Business MANCS Euiablishiments With Payroll Monemployer Establishmens ]
Percenlape Mutobes™ Estitpated Humber® Esuimalcid
Selling Tobaoso Munber Selling Wirmber Selling
Produeis Tohaces Praducts Tohacco ProduéLs
General merchandise 452 1% 47.456 8,147 124978 5,601
shores
Food & beveraps 445 550 22858 67037 104028 56,741
sigres excluding
44512
Convenienes sloces 44512 B 28,173 ] &
Gasoling stakions with 44711 AR 3,389 87713 “
OV ETCE BIOTCE
CGiasoline stalions 44719 2% 144 6347 9454 2,079
Health & personal 445 22% £0.406 12413 138.EQC 30,138
Care slones
Cither retail slores ] 1% | &0E3537 1499 T35 266 4284
Acconunidalion and 72 2% 385,541 (991 |- 281,104 6717
Coned services excfuding
7224
Dnnking places T 24%% 46,248 11041 37070 6.390
Tolacon sigres 45300 L00%% 6,45% 5458 &
Tonstore retailans 454 2o 42 565 737 782,739 13347
eepluding
4542
Yending maching 4343 1504 5.15%8 77 27503 4157
operators
Tonal 15% [ 1050633 249,147 | 2.139.152 126,477
* Pereentue of estallishments with payeol] lrom whle 10 of this docwment.
MRl 148
“Rel 151

Mncludes NATCS 441, 443, dad, 448, 451, 453 excluding 45359
* Dy o ol oyer eslablishments wnayeilahle far this MAICS category

2. Couts of Changing Cigaratte Lahels

We havs updated our analysis of the
cost of changing cigavatta labals based
oo the geailability of inproved
astimates ganerated by the new FDA
Laheling cost model. Unless stated
otherwise, pur estimates in this analjsls
came from the now modsl.

The front and back of every clgavatts
packape izt ba redesigned to
tnevrporate graphic warnings that will
oeenpy the entiee top half, and the
cusrent warning will be eliminated. This
ia classlilad by the 1abeling model as a
malor change. [Any change that afferts
more than coe colar o changss the
layout enough to tequira a redesign iz
major.] In addition, the regoirement to
ineorporats nine different warnings will
inerenza costs beyond what the labeling
mwdal sstimatng. FIvA acconnted for the
additinnal warnings by first caleulating
the standard cost of a major change for
cigarette labels and then inflating
specific cost components expacted to
increase as a direct vesilt of the

mitemant fox nine warniogs.
Fe%a FI#, ahaling cost mordesl
incorporates threa potential cost
componants of a labeling chanege: Label
design costs [incueed on a per-UPC
basiz), inventary costs (ncurred o a
per-unit bagis), and tasting costs

(incurred on a per-formnlation basis].
Ereeanse the model has a greater focus
ar analytic testing (e g, measuring fat
prams o & candy bar) than on marcket
testing (which is the aspect of testing
applicable to cigarettes), we perform
savera) modifications to the medel's
tegting oost sstirnation. Fist, we
calonlate coets on a per-brand, rather
than pec-formmdation, basis and, second,
wa teefrict the caloulation of roarket
testing costs to the Jargest flvms. The
large cipavetis manufacturers can
plassibly be expected to conduct
quantitatiie spudiss and focos group
besting for each of their brands to gange
the eifsct of the new graphic warnings
amed b spucdy heve they oodght best be
ahle to roitigats their affacts. By
confrast, sogll rianufariovers with
[eviarer grles raverias are highly unlikely
to condust expensive markat testing in
response o the new regulraments,
Further details of e esdmation
approach will be discuzsed 1o seclion
XILE.4 uf this docurneat.

The labeling modsl astimates that a
total of 4,312 cigavatts UPCs [3,784
hranded and 523 private labal) will be
afferted by this tule, Howevar, it 1
extimatad that label changes for 335
UPCs (8 percent of branded and &
percent of privats bel) can bo

coordinated with previously schedulad,
nonragulatery labeling changes,
Coordination of a regnlatory changc
with a nonregulatory change reduces the
incremental burden of the regulatory
change.

As discussed in the responses to
comments, FDA follows its previons
labeling cost model (Ref, 152) in
agsuming 10-percent rush charpes under
a 15-month compliance period. Using
the labeling model cost estimates for
uncaordinated changes and
incorporating 10-percent rush charpes,
we estimate that labor costs for label
design, including administrative labor
costs as well as graphic desipn and
prepress labor costs, ave $4,147 to
&10 590, Materials costs are estimated ko
bo #6644 to $10,934; ncluded in this
total are both prepress materials and
printing plate costs.1” Recordkeeping
costs are esfimated to be $55 to $99.
Summing labor, materials, and
racordbesping costs yields a per-UPC
label design cost of $10,846 to §21,923,
The randel estimates that far
coordinated labeling changes, there iz a
per-1UPC cost of $340 to $840, This cost
is nomesra bacauss there will still be

17 Ronoprvice, Hie mogl expedaslse pelbbing
mallod, 18 weed far cigaratts packape labels,
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gorae administrative labor and
recordkeeping associated with
conrdinating 4 reguiatory change with a
previously scheduled, nonregulater
changa. Total label design costs of this
change are thus estimated to be $23 o
F&87 million,

Manufacturers incur costs if thay
discard unused label inventory at the

end of the compliance period and thus
have to print new labels instead of using
that inventory. (Thers is also a small
poat associated with disposal) The
labeling modol ostimatas that 767,016
lahels will be dizcarded at the end of the
15-month compliance period, sach
having a cost of $0.028 to $0.03%9. The

howantory-replscament ogt of thig
labeling change would then be $21,000
to $30,000. Tahls 12 of thiz docuwment
summuarizes the total cost of a standard
major labeling changs (one warning per
UFC), which is estivnated to be $43 o
£89 pillion,

bel Changs for Cizansies

Table |2.--Cost of 2 Standand Major La

Low Cost Medinm Cost Hiph Cost

Label Design Costs
Number of un¢oordinad UPCs 1aT8 1978 K%k
Labot cost (5] 4,147 b, 380 10,890
Matenials cost (5} 6,644 6,994 10,924
Recordkecping eost {3) 55 bt ag
Frer-UPC cost (11 L}, E46 13,464 21,221
Label Design Cosls for Uoeoordinaled UPCs (3) d3, 145 388 53,359.702 87,200 a04
Mumbey of ¢nordinaled UPCe 135 135 315
Labot cast [F) 31¢ 550 190
haterials cost (F) | n ]
Recordkesping com (§) 0 40 0
Per-UPC cast (5) 40 90 a4da
Label Design costs for Uncoordinated UPCs (E) L 13,900 197,650 281,400
Total Label Desipgn Cosis {§) 43,239 288 53,757 442 E7.40] 00

toveptory Costs

Muniber of discardsd Labels TETA1G Ta7,0l4 T6T,016
Uit cost per discarded label (§) 0.028 033 0.039
Total Invenlary Cosls (5] 21,081 3312 20530
43 280 381 53,782 754 A7.520,024

Total Cost (8]

We expect materials costs for printing
plates and preprass activities to be
approximately nine times as large as
previously calenlated for uncoordinated
UPCs because of the requirement far
nine separate warnings. Each UPC will
require nine printing plates, one for
each wamning label. Additionally, the

18 Senka of the subeovoponen & of other cost
celegarias mlght increass dve Lo e nlns-warning
requizeanent, Inal there ig Far Teas reason (o believe
thewa will be a divect, propoetiooal relationship

incremental materials cosfof a
coordinated label change will ba eight
Hmes the uncoordinated materlals costs,
becanse eight extra prioting plates will
be needed. We assuma that this
adjustment accounts for all the ooe-Home
costs that avise from the requlvement to
use nine warnings.1® Tabla 132 of this

between Diage cogl calegories and (he oumber of
warnings. Fer ecarple, tha pavt of the Jabal that s
under the imanulacturer’s conlvol only hag 1o ba
designed one becavse the same design will be

document shows the total costs of the
cigarette labeling change, making the
adjustmest for the nine-waming
requirement, The labeling cost cange
inereases to $273 million to $465
nuilliom.

paired with all nine letsels. Likewisa, e srosuml
of unnsed nvenlocy diseacden is unaffected by the
reucober of wiorn lnge vged vonder e momer
requiremanie,

-
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Table 13.--Cast of a Major Cigarette Label Change With Nine Waming Labels
Low Cost  Medivm Cost High Cost
Labe ] psts*

Humber of unegordinated UPCe 3978 3978 3978
FLabor cost (1) 4. 147 a 380 140,890
Mlarerials cost (5) J0.7006 ok 9o D8 406
Recordkeeping cost {) 53 BY 2

Per-UPC cast {§) 63,908 a0,412 109 305

Label Design Costs far Uncoordinated UPCs (8 254,584,044 276200496 435,173,310

Number of coordinated OPCs 335 335 335
Labor cost (%] 30 350 790
Materials eost (B) Ji.f32 35 068 87472
Eecordkeeping cost (5 Bl 40 50

Per-UPC cost (B 53,492 36,558 q8312

Label Dresign cosis for Uncoordinaed UFCs (§) 17,218,520 18,244 930 20 584 520
Total Label Design Cosls {$) 272,503 864 205,147 426 464,757,830
lpvenlory Costs

Mumber of discarded Labels Ta7 016 Ta7.016 TT7. 014

Unii cost per discorded lalel {5 00275 0033 R385

Toual Lvveatory Costs (§) 21,003 252312 20,530
o] Tt 272 524 957 295,172,738 464 787 360

" adiscounted amount gssumed o be inenrred in e Brst perod of the time borizon of this rule.

The rost of changing cigarette labals
is largely driven by raterials cogts. The
disteibution for the eptimate of materials
eosts is extramaly shewed (o the right,
as erldenced by the fact that the low
and medinm estimate are moch closer
than the medium and high ssilmates.
W ropoif tho 80th povcantllo cange but
tuote that the high value appears to be
driven by a faw extramely high walues.

3. Chgoiog Costs of Bgoal snd Raodom
Display

The Tobacta Control Act calls for
equal and random display of the peaphic

warning images reguired by thiz rule.
Although the initial design and
ioplementation of a sjretem for agqoal
and random display will be part of the
upfront Jabel changa, continoed
operation of such a system in
gubgequent years will have incremental
ongolng admindstrative and
recordkeeping coats, Such 2 system will
be mors irdensoms than the corrent
system of quarkerly rotalion of four
warnings. FDA assumes that the
ongoing yearly administrative lahor cost
pex TPC will bo squal te 10 parcent of

the (non-tash] adoriristeative labor cost
of an uncoordinated labeling change,
and the yearly recordkesping coat will
be equal to 50 percent of the (non-rush)
recordkesping cost of an wneoosdinatad
labeling change. As shown in table 14
of this document, FDUA estimates that,
under these assumptions, ongoing
anmual adminisrative and
recordkesping costs aqual £375,000 to
F876,000,

Tahle 14.--Estimeted Ongoing Cosis for Fqnal Random Display”

Low Cost Medium Cost Higl Cost
Nuomber of UPCs 4,311 4113 4,313
Cngoing Adwmin. Costs per UPC a2 110 LS8
Total Onjoing Admin Costs 267 406 474, 430 nitl 454
Onimoing BE Costz per UPC 23 40 45
Tatal Ongoing Recordkeeping Cosls 107,825 172,520 104 (85
Total Dupoing Costs 175231 i, 030 B75 539

" Costs for maintaining a system of equal random display are assumed to be incumred in years 2 through 20 of the

time horizon of this rule.

4. Market Testing Costs Azzeciated With
Changing Ciparette Packape Labels

Az stated previously, FDA axpects
thyt ondy the large mansfactarers will
conduct ruarket tests for their brands.
Ushop saveral State dlvectoriss of
ceptified tobacce products, FDA
astinates that 75 brands are marketed
by the 4 larpest domestic manofaclucers

(Rafs, 153 throueh 156], If we grsome
(as in the labeling wmodel] that & percent
of ehanges for thess brands are
coordinated, then changes for the
remaining 69 brands are not

coordinated. lncluding msh charges, the

cost of focns group testing is estimatad
bo ranga frorn $8,000 to 14,000 per
brand, and the cost of 2 quantitative

study is sstimated fo vangs from §14,000
{o 5105,000 per brand. fAssuming bath
types of taeting ave condncted for 62
brands yields a total cost estirnate
ranging from $1.5 to $6.2 maillion with

a medium estimate of $2.1 million, as
shown in table 15 of this document. Wo
asgumd fhat the mquiromont (o nse nine
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diffavant color praphic-text paive doas
nat affoct thase costs.

Table 15.--Cos of Market Testing”

Lowor Cost Medium Cost High Cost
Mumber of brands 1o be tested 60 6o i
Cuost of focus prowp testing {33 &.030 11,000 13,970
Cuost of quantitative stadics {§) 13,750 19,800 105,10
Marke kesting cost per brand {5) 21,780 30,800 119,130
Tolal Market Testing Cost (5) 1,502,820 2125200 82095970

* Undiscoumnted muount assmned w0 be meurred in the fiest period of the time hovizon of this rale.

5. Adveartizing Restrictions: Remowal of
MNoncompliant Point-of-Sale Advertisinp

The principal effect of the restvictions
on adverfising in the rule sten from the
reguirament thet retailas and
rnannfactorers of cigacetias rerove any
Ssrmt-nf-sale advwertising for cigarettas

at fails to conform to the
requirements. In thiz analysis, we
estimafe the social resource costs for the
removal. In the analysis of FDA's 1996
fonal tobarco mlo, wa based much of oor
astinate of the cost of rernoelog
noocomplizot point-of-sale adsertsing
on a report from the Barents Growp that

uged averaps removal costs for seven
typas of vafall establishments, caleolated
tslog lo-store surrays conducted by
AT Kearney, Inc. (61 FR 44336 at
44580}, WWe Tetain our assumptions from
1996 about the level of effort required to
remove point-of-sale advertising, We
acknowledpe, howesver, that this
g}:&:mmh may oeerstate on understate

costs for a particolar action or type
of buginess.

Tabla 1§ of thiz document regronps
the nformation from tahle 11 of this
dosument according to the catagorles
stodled by A T Kearney. Becanss oo
analysls conslders oaly the rernoval of

point-of-gale adwerfising from physical
retail locations, we do not include
nonstore establishoents, Table 17 of
this document shows that, in current
dollars, one-thme per-sztablishomant
costs range from about $12 for “other
gatablishroents™ to about $194 for
convenience stores. To estimnate the total
coats to comply with the restriction on
point-of-sale advertising, we apply the
updated per-astablishment costs from
table 17 to affected establishments. As
shown in table 1% of this docoment, the
one-time costs to yemove point-of-zale
materials will total $45.4 millicn

Table 16.--Estimated Munber of Bsleblishments Selling Cigavettes Producty Affecled by the Bule

Kind of Business Establishments With Neonemployer Tolal
Payrotl Establishioents®

AT Kramey Calepory

Ceneral Merchandize B 147 3,661 13,808
Supermarkel & Crocey 67,037 56,761 123, 740
Convenienee Stores 23,5986 13406
Convenience Siores with Gas aT7L3 LA
Service Stations o, 3T 25970 9334
Brug Sioees (2413 0,138 49,553
Spocialy Tobacco Siores 458 f4a8
Cither cstablishments * 28,531 17,351 45922
Tatal 247 633 112,831 260,564

 Source: Table 11 of this docusent
P lncludes miscelianeans retai] establishoenls and secommodations and food services establishroents {including
drinking places), bur excludes nonstone: relailers,



36734

Federal Repisterf Vol 76, No. 120/ Wednesday, June 22, 2011/ Rules and Regnlations

Table 17.-Estimatzd Aversge Per-Establisliment Costs w Remove Prohibived Matcrials

AT Keamey Business Calegory Remove Promotional Materials ($)
1994 dollas Curent dollacs
Generl Merghandise 2342 1094
Supermarket & Grocery 12514 165.30
Convenitnee Slores 15002 198.16
Convenience Stores with Gas T46.43 193 .42
Service Statinns 1609 47 67
Dirugr Sroves 1172 15.48
Specialty Tobacco Slores 12121 162.73
Oither establishments © 937 1238

" Sources: G0 FR 44396 at 44585, Table B; 1906 o 2009 {most recent) GDFP deflator cose 12, 1% (Ref, 132)
" Bxcludes adult-only estallishmens, oonstors relailers and vending machine operators.

Tahle 13 --Enimated One-Time Costs to Lemove Point-of-3ale Matenials from Affected Establishments
AT, Eeamey Category b af Average Cast (%) Total One-dins
Establishments Carsts®

(% million)
General Merchandise 13 B0% 304 4
Supermarket & Grocery 121700 165,30 20.5
Convenicnee Sweres 23936 19816 43
Convenience Slores with Gas &7 713 193,42 17.0
Sepiee Siaiions 0324 47.67 0.4
Drug Sioves 49,552 [548 0.3
Specialey Tohageo Stores a,458 162.75 1.1
Cher catablishiments® 45422 12,38 06
Tatal 360 564 ) 45.4

Sources: Tables 16 and 17 of this document.
¥ Exeludes adult-anly establishments and nonstove relailers.
® Undiscounted eosts assumed (o be incurred in the first period of e time hordzon of this mle.

B, Grsrermiament Administration and
Enforcement Costs

FDA'a estiaated bnternal costs for
administering and emforcing this
regulation ae uncertain. As a bast
estimate, however, FDA projects that 25
full-time equivalent enoployess (FTEs)
willl be needed to inopleyneat the rale.
Fully loaded emploves coats vary with
the lypa of exaployes (&.g., Hald
inspectors versus administrative), but an
avecags of §247 049 per FTE places tha
dollar cost at appioximately $6.2
oillion par year.

An additional cozt of the final rule,
horns by govenmment but not necaszatily
FDA, arises due to the requived
tafomnes to tho cessation vesourca. The
rule requires the final graphic warniog
labels to refer b an already-existing
cessation resource, Therefore, only costs
asgocisted with additional traffic to that
resource are attribuntable to this final
rule. FDA has not quantified these costs.

7. Summary of Costs

Tabla 19 of this documsnt
summarizes the cost estimates frorm the
precedlng sections and tablo 20 of this
document displays the prasaot valuea

and annnalized value of casts. The
tehles in Tachnical Appendix X4 show
the undiscounted streawn of costs. The
range of tofal costs presented in tabla 20
of thiz docunient is an approximate 90
percant confidence interval and, as
such, corresponds to the uncertainty
ranga of banefits presented in table 51
aof this document. The distribofions of
coats and benefits, howewver, are not
correlated: Lo othor words, it may be the
cage that the actual effects of the rule
[all inn tho high ood of fhe cost eogs aod
the low ond of the benefits range, or vice
Varsa.
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Table 15.--Summaty of Cosis

Requirements of the Rule Aormal (¥ million) | One-Time (§ million)*
Linw Med | High | Low | Med | High
POyale Seclor
Label Chanpe 2725 | 28952 | 4648
darket Tesrting . 1.5 21 42
Poinc-of-Sale Advertising 454 | 454 | 454
Continuing Adoiin and Recordkecping” 0.4 0.1 to
Sublinal o 0.4 0.5 09| 3195 3427 | 3184
o nent
FhA® a2 6.2 6.2
Onher (Cessation Resource)”
Subiotal a2 f.1 6.1 - - ~
TOTAL 6.6 6.8 71| 3195 | 3427 | 5184 |

* Undiscoumed value of one-line costs assumed to be ineurred in the first peciod of ihe 1ime horizon of this wle,
" Ongoing cost assumed Lo be incwred in years 2 throwgh 20,
¢ Annual cosis assumed to be inewred in each period for a woral of 20 years.

Table 20 --Fresant Value and Annualized Value of Costs

Requiternents of the Ruls Present Yalue (§ million} Anmualized Cosls (& million) |
3 percent 7 pereeni 3 percent 7 percent ]
Low | Med | High | Low | Med | High | Cow | hied | High | Low | Med [ High
| Privawe §eclor
Label Change 646 | JBGL | 4512 | 3347 | II59 | 4344 ) 174 | 183 | 303 | 244 20.0 [ 410
hlarket Testing . L5 2.1 50 1.4 2. 1.7 0.1 (}.1 0.5 0.1 02 0.7
Fuint-ol-Sale Adverising 44.1 44.1 44,1 42.5 425 425 3.0 3.0 0 44 4.0 4.0
| Contineing Adimin and BE 52 2.0 12.2 18 5.2 3.3 0.4 .4 0.4 03 0.6 k3
Subilalal 134 | 418 | Sk35 | 3022 | 3366 ) 4930 ) 312 | 0] 347 ) 3RS 303 [ 465
Covermnenl
FDA 319] 915] 919 654 654] 654] 62| 62] 62] 62] &2] 62
Oither (Cessulion Resource)
Sy laial a1.9 a1.9 919, &54 65.4 854 6.2 ) f.2 6.2 52 il
TOTAL 4073 | 4336 | 8074 | o076 | 3900 | S5AA [ 3v4 | 207 ) 4Adf ) 34T | 270 SLY

F. Cost-Effectiven sy Aralysis

We measure the effectiveness of the
final rule as the sum of saved life-rears
and QALY In order to assess the cost-
gifoctiveness of the mle, we most adjust
the roats to account for effacts that are
nol captured by life-yeaes or QALYs. As
shown in detail in the pravions section,
we calenlated the Frst 20 posrs’ costs
atiributable to the rule and found
prezent values of $367.6 to $552.4
millinn fusing a 7-percent discownat rate)
or $407.3 to $607.4 millinn (nsing 4 3-
parcent dizcount rate]. We add to each
total the estimated monetary vahae of
lost consumer surplus {as dizenzaed in
datail in Technical Appendix X5, this

and healih improvement benefitz
estimates caloulated in section XLD.2D
of thiz document); this yialds overall
erats of $1.46 to $3.70 billicn [using a
7-parcent discouat rata) o $5.33 Lo
$15.55 hillion (nsing a 3-percent
discount xate]. n order to foous oo the
costs associated with extensions of
quality-adjnsted life (2ee Ref 103 at ]:IF.
11-12), we then subbract both medica
cast redoctiong and the valoe of
property savings dus to reductons in
accidental fives and arrive at a not cost
of $0.94 to $3.18 hillinn (using a 7-
percent discouat vate) or $4.98 1o $14.59
hillion fusing 4 3-percent discount rate).
Discounnting ovar the same 20-year
time perind, we calcolate that this mle

dizcountad sroking preveantions or
cessations. Similarky, we find that
15,534 to 86,326 discounted QALYS will
be saved [this includes both fractional
life-pears aspociated with raducaed
morhidity and full life-years associated
with reduced pramaturs mortality—hoth
for smakers thernselves and for others
caught in the path of cigaretteralated
firns). This yvields a cost per stnoking
prevention of 4,530 to $59,2687, and a
cost par (MALY savad of 350,746 to
$172,082. Braithwaite et of, (Ref. 159
find that prefarencas in the United
States are such that the threshold for
eoub-affective Intarvantons 1s
somaewhere in the range of $109,000

was implicitly netted out of life-yeara will lead o 208,525 to 246,137 $£207.000 per QALY saved.
Table 21 -Cosl-Effectivencas
Cost (5) 3 percent T poreant
Low Mediwm High Low Mediwim Hizh
Fer Smoking Prévenlion $17,79% F3B,243 £59.257 $4.530 o470 | 1572652
Fer QALY Saved 50,746 [ S100.M0 | SLE9.040 | F50.972 | $106,563 | §172.482
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& Distribuiionasl Effects

This final rule will lead to losses to
soine sagments of .5, society that will
most likely be offset by equal gains to
soime other segments of society; as such,
these alfacts da not constlule net social
costs ar benefits and have not yet bean
discussed in detail in this Analyeis of
Trapacts. In general, sectors affiliated
with tebacco and tobacco prodncts will
losa salas revennes as a result of this
final rule. Simultaneouzly, nontobacco-
velated Induatries will gain sales,
becauss dollars not spent for tobacea
products will be spent on olhex
corimadities.

1. Tobacco Mannfacharers, Distributors,
and Groirers

FIt4 agtirnates that implementation of
the regulation may veduce the annual
cigarette conswmption of U8, smokers
by 30,8 roillion packs (o 2013) to 40.5
moil)ien packs {in 2041). Meanwhile, the
FTC [Ref, 142] reports that, in 2006, 17.5
billion cigeratts packs were
e nfactured and distributed to
eonguners, These oumbers imply that
tobaces manufacturer revenues will be
0,176 percent lowen in the rule's first
year, and 0.231 percant lower in 2031,
than they weres in 2006, The 0.5, Consus
Buresn [Baf 160} reports that tobaces
manpfacturers' vavenues totaled $41.6
killinn fo 2008; heaoce, the tule-indvced
decrease in annval tobacco sales will
ranpe from approximately $73.1 to $96.2
mnillion. These eslrates wonld rise
gomewhat hipher 1F we were accounting
for the decreass Lo price that
acenmpanies the decrease in demand for
4 gond (o this case, cigarettes).
Experimantal evidence from Mexico
(Ref, 201) indicates that praphic waining
labels roqy decroase simalers'
willingness-to-pay for cigarettes by 17
percent; however, withaut supply
elasticity data, we canmot determine
lioaw rach this decline in willingness-
to-pay will change cigaretbes’ market
Prrive.

Wa sstimate that the tobacco
manufacturing, warshowsing, and
whalesale rade sectars employ ahout
74,000 full-time workers (Eef. 1468).
ITnder the assmmption of conztant
producton-to-employment ratio, we
penject that a 00176 to 0.231 percent
raduction in sales will resull in the
displacement of 130 to 171 jobs armong
rogonfacturers, warehousers, and
wrholesalors.

Effects of the rule will also be
ohsprved in the agriculiucal sechor.
Acrording to USDA’s 2007 Canzus of
Aprlenlture [Ref. 161, theee ace 16,234
tobacca farms. Upon implementatdaon of
iha rule, these farms may shift somne of

thaly acreage from growing tobacco ta
producing other agricultoral products.

. Mational and Regional Employrment
Fatterns

Soveral studies estimate the
conkeibution of tubacco to the LS,
ecanomy or, alternatively, the losses to
the .5, eoonoryy that will follow a
decling in tobacoo-related conswmption.
Econoiniste bave shown both
themetically and empirically that, for
the nation as a whole, employment
gains froim spending on other products
will offzet any emplogment losses from
reduced spending on tobaceo products
[(Ref. 162). The major tobacco-growing
statng, however, will meperience some
adwverss seonoimnic affects. An economic
gimulation of the regional impacts of
spanding on tebacco products carried
oul 1o 19944 found that after & pasrs,
#-percent per year fall in fobacco
consumpiion fwhich pubstantially
exceeds the FDA foracast for the effects
of this final rule] wonld ceovse the loss
of 36,600 jobs for the Southeast Tobaceo
region of the [pited States (0.2 percent
of regional emploimeant), whereas the
nontobacco regions of the Toited States
wonld gain 56,300 jobs [Bet. 122). That
study, if carried out today, would find
a rmeh smaller et affect becavse total
employment in tobacco-ralatad
industries has fallem, Ovarall, FOA finds
that the income and employment effects
azzsocizted with the esfimated reduction
in tobacca consunpticn will ba small.

2. Ratail Sector

As will tabaceo growers, distributoes,
and manufachurers, tobaceo retailers
will bo affected by any decrease bn
cigaratte sales. Retailers will, howaver,
be in a position to shift shelf sapace and
promotional activitias to nontobacco
products, in order to take advantage of
the inrveasze in demnand for other
products that will be expected to
acconupany the decrease in spending on
ciparettos. It iz possible that some
retailass who rely heavily on cigaratte
salas may not be able to fully offeet their
raduction in cigarette sales with ealse of
other products. Cther retailers would
then exparience some of the gain in
pales azsociated with an increase in
demand for other products, This wouald
be a dispfbutional effect within the
retail soctor,

4, Advertizing Industry

The gveral] bmpact of (he rule an the
advertising industey ks nuncertain,
Advertiser revernus may decrease
because advertisements with graphic
warning labels are dass desirable from a
cigarette saller's standpoint and thus
tobaces mai fachicers will choose to

conduct less adiertsing, On the ofher
hand, advertising industey revenue may
increase due 1o cigaretta sellers’ need Lo
redesign advertizamants to
anconamodate new warning labels and
to devise new promotional strategies. In
aither case, few net socdal costs ar
benefits will be generated, bMorsover,
the effect on advertizing revanue will
likely be relativaly small becanse
spending v clpavetts advertising has

erlined substantially in recent years
and is now quife small campared with
tha 1980z and 1990s [Ref. 143], By 2006,
expenditures on magazine adverticing
had fallen to about $50 million and
autdoor adsertizing to wnder $1 million.
Most of the ramgining affected
advertising expandibores were point-of-
zala proraotions, which totaled $240
million (Rof 143].

5. Excige Tax Revenues

In 2009, Fadenal tobacen tax revenues
totaled $16.3 billion, while State and
local tobaceo tax revenues totaled $16.5
hillion [Ref. 163). This rmle will
decremase povernment tobacoy tax
revemies as fewer AMericans Consuirna
cigarettes, Sales tax wevernues ganorated
throuph tobacen sales will also fall as a
result of the rule, tuf those changes will
b imch sroallar than the changes in
geise tax collections and have not bean
guentified by FOA,

FDA asthmates this change in excise
tax revernmes by multiplying togsther the
percentage change in smokiog rate,
whose caleulation wag describad in
seetion X101 of thiz document; the

rojectad population in a given year
ﬁ'{ef. 140); ape-appropriate dizcounted
lifatimao clgacette consumphon (in
packs) per smoker; and current Faderal
and average State tax rates (Rafs. 164
and 165), FDA caleulates airerags
consumption for 18- to 23-year-olds
using the May 2006, August 2006, and
Jaray 2007 Tobacen Tse Supplements
to the Current Fopulation Survey (Ref,
142], Sloan et al. [Ref. 116) report
lifatime discouwnted consumption for
typieal 24-yam-old smokers.

A wstimates that average direct
aneal rule-lnduced decreases in éxcise
iax collections will he approximately
$33.4 million for Stats povernments and
$25.7 raillion for the Federal
gosrernnent. Approximately 25 percent
of this vedoction may be offset hy
incregeed kales of other taxable goods
arul gervices [Bef 166); thus, the annual
reductions in tax collections will be
g25.1 million for Stale governments and
19,3 imillion foo the Federal
govermmgnt, Assurning that excise taxes
Tige, 01 average, at tha rate of inflaton
albows us to gurn these values over the
time horizan of our analysts, yielding an
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overall yevenue loss to State
povernments of $454.9 million (prasant
value with a F-percent discount rata) to
£977.5 million (prasant valus with 3 3-
percent dissolnt rabe) and, oo Bhe Fadearal
govarnment of $348.1 million [present
value with a 7-parcent discount rate) io
57496 rofllion (present value with a 3-
percent discount rate).

Because we cannot dmow if nominal
cigarette excise taxes actually will
increase at the rats of nflafion, we also
caloulate thesa disconnted present
valuas for the cage in which tax rates
sematn 8t their current nominal levels.
In this case, the real tax rate will fall at
the rate of inflation, which we forecast
using the difference betwean infarast
rates for standard and ioflation-
protected long-tewyn Treasury bills, The
.5, Daparbment of the Tragsuy (Ref,
167] reports that, as of Febroary 11,
2011, the composite rate for long-term
standard hills was 4.33 percent, while
the composita rate for long-term
inflatico-protected bills was 2.00

inflation forecast of 2,43 percent per
year. At this rate of inflation, the overall
rule-induced tax revenua loss to State
povernments will be $327 8 to $5490.0
million and to the Federal govarnment
will be $25006 to $451.% million. FDA
amphasizes that these estimates wounld
be altaed, possibly a preat deal, either
by fotore cl!:anges i, fax rates or
imaccuracy in the tnflation forecast,

We note that, leaving asida potential
deadweight lass, thars are twa principal
effects of tax reductions: Galns to formear
pagers and losses to former recipisnts.
Bacaves thase transfers exactly offset
each other, thera is no net social cost or
benafit assnciated with, the reducton in
exclse tax collactions ndoced by the
rule.

B. Covernment-Funded Madical
Services, snrance Praminrg, and
Social Secoriby

Elaan ef ol (Rof 116] sstimate that
smokers wse mors radics] services owver
their life cycles than do comparable
nonsmokers; in 2000 dollgrs aned

net costs ava $3, 757 per farnala 24-pepi-
old smokar and $2,617 per male 24-
wear-old smoker. Smokers bear a portan
of these net costs thenisalves, but 4
portion agualing $1,726 par female
sookgr or $1,245 per male smoker is
borne by nonsmakers thrangh increasaed
private insurance presolums or taves
uzed to fund povernrnest health care
programs; hence, a reduction in the 1.5,
smokinp population will fransfer valus
from smokers (who mcukvo madicel
sarvicas paid partially by the peneral
puhliz] to nonsmokers. If nonsmokers’
payment portions are adjusted for
inflation and distefboted over ages 24 o
100 as described in section ¥LIL2b.dr
of thiz document (“Medical Services'),
given FDA's projected 20-year
reductions in smoking pravalancs, this
teanzfar totals $200, 7 pillion, With a 7-
peccant discount rate, the total becomes
$230.1 million. 5loan et al. indicats that
thiz reduction will be distribmtad
unequally acrogs Madicars, Medicaid,
end athar inzurance types. Details

percant; differsnce yiolds an discounted at a 3-percent rate, specific  appear in table 22 of this document.
Teble 22, --Dhigswribution of Medical Cost Reduetions (§ millions)
Discown Rate | Medicaid | Medicare | Medicare Other Private Uninsured | Tola
| Parta Parr B | Government
3% 1042 -13.1 -174.1 50,4 35001 75.2 401.7
% 503 -14.5 -109.1 285 2310 43.9 23001

Mote: Positive entrics in the table vepiesent trmsfers of valuo from Individials dissuaded Som smoking
to the peneral public. Megalive enfrics represent (ransfers in the opposite direction.

Sloan ef al. {Ref. 116, at p. Z55)
estimate the effect of smoking, per male
and feinale smoker, on net Social
Secovity, private pension, and life
inzveance sutlayz, as well as on incorne
tax pagments. In the cazses of Social
Secarity and private pension outlays,
smoking-related prematire mortality
causes simokers to collect less from the
%;'Dgrﬂms than they contribute during
their lifetitnes, Therefore, any rle-
induced reduction in the (1.5, smoking
population will shift value from
mmeinbers of the ganeral public wha pay
Social Security taxes and who
conbelbute to private pengion plans to

the Individuals who are digsuaded from
smoking by the regulating, A mnsfer n
the opposite divecticn—frarm
mndividuals dissoadad from smoking by
the regulation to the gensral public—
will occur 1o the realimg of life insurance
programs and ingorme taxes.

Becauze Sloan et qf. only reporl
affects for 24-pear-olds, we can ooly
directly calculate these transfor effects
for cohorts whoe ara ne older than 24
durving the pariod foom 2072 to 2031,
The sum of thess affects appears in the
lower bound colwerrg of tahle 23 of this
document For the wpper bownds, e
assume that sffacts ara the same for

smokers aged 25 and above as they are
for 24-year-olds. In convertog Sloan of
al. s present values, calculated with 4 3-
percent discount rate, to pragent valuss
calculated with a 7-porcent discount
rate, further assumptions are nacEsIEc,
e calculate the rabios of F-peroent
present valuas bo 3-parcant presst
values for all gross bonofits categariag
(life-years, health statns, medicel cogt
reductons, and fira loss redwetions] gond
uze the lowest and highast ratios for the
lower and upper bounds in bl 23,
Finally, we note that we update Slosn
ef al.’s estimates usiog the mogt vecsnt
annual GDFP daflator (Ref. 132).
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Tahle 23.--5ocial Security, Income Taxes, Prvate Fensions, and Life Insurance Transfers (8 millions)

Lower Midpoint Upper Lovwer Midpoint Upper
Bound Effecl of Bound Bound Effect of Bound
Eftret of Rule, Eifect of Effecl of Rulg, Efiect of
Rule, Discounted Fule, Rule, Discownled Rule,
Dhscaunted al 3%, Disconnted | Discounted at 74 Disconued
arikh ar 3% a1 7% at 7%
Social Security Onllays -2E0 4 -548.2 -1.017.9 -35.3 <2612 -491.0 §
Inepime Taxes on Social 3270 T46.5 1,166.1 41.1 nls 618
Secunty-Taxable Bamings
Defined Benefil Privee -397.4 -006. & -1416.2 -50.8 -3ak.1 -682 1
Pension Cutiays
Life Insurnee Cuilays 827 1,341.7 2,100 4 Fi3 5431 1,102.8
Total 2318 5322 4326 252 215.2 4013

Mate: Positve sntrics in vhe table represent transers of value from individuals dissvaded from smoking to the
peneral public, MNegarive enlries represent wansfers in the opposive direcrion.

H. Irterrctional Bffacts

Of the $37.9 billicn worth of tobacea
products conswmed in the United States
g 2004 [Ref 188}, only $156 million
conzlsted of boported clgarettes, with
another £897 million imported as
tobacco in a less-processed state (Refs.
169 and 170], As in the United Stakes,
foreipn mamafacturers, disteibotorg, and
growers of Wwhacen and tobacgo prodocts
wrill lose revarmae s a vasult of the mala,
throph theic loss will be a small fraction
of the overall revenus loss. As
consumers wha would have been
synokers purchase other products, thers
could be a shift in patterns of
international trade, depending on whera

the d substitute products are
o

The rule does nat apply to cigareties
rnanufactured for export, whose valne
totaled $417 million in 2000 (Ref, 164),

W he erease i the proportion of TPCe (hal ca
ba cocrdinated is also expected o affeict Lhe dunaber
afbrands that ara oarket taeted.

I Regulofory Alfernaiives

We cormpara the vule to bwo
hypothetical alternatives: An otherwize
identical rule with a 2¢-month
compliance period and an olherwise
identical rule with a &month
compliance period. Even though we
estimate costs and benefits for these
alternatives, they do not provide wiahla
regulatory options, as they are
inconsistent with FOA's stabutory
mandate. We also describe alternativas
associated with different graphical
warnings,

1. 2a-bdonth Compliance Period

Extansion of the compliance period fo
24 months reduces the ane-time casts of
this ruls theough three avenues: The
ournher of UPCs that can be coardinated
with a previnusly scheduled labeling
change 1s increased, msh charges for the

Label desigm and market testing costs are
eliminated, and discarded inventory
costs ara eliminated.

Table 24 of this docurment shovws that
extending the compliance perind to 24
months wonld reduce the upfront labal
changa cost by 830 1o $53 million, to a
total of 5242 to $411 million, Table 25
of this dornment sheows that market
testing costs would be reduced by $0.3
1o $1.8 million to a total of $1_2 to $6.4
million.1* Extending the complisnca
period to 24 mnnths wonld also delay
all costs by about 9 months, We accownt
for this by disconnting the prosent value
of costs an extra & months in the
supnaey of alternatives table at the end
aof this section.
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Table 24.—Cost of o Major Cigarcite Label Change With Nine Warning Labels {24-Moth)

Lovw Cosl Medinm Cost High Cost
Label Design Cogrs®

Muinber of uneoordinaied UPCs 3,395 3,395 3,395
Labor eost (£ 3,770 5B 9,500
Maierials cost [F) 4, 300 57240 Hd460
Resordkeeping cost () in RO Of
Per-UPC cost (35 58,130 63,120 20 450
Late] Design Costs for Lneoordinated LPCs (83 197,527, 100 214,792 A0G 337,632,750
Mumber of eoordinated UPCs a7 217 17
Labwr cost (1) 30 550 700
haterials cost 5) A8.320 St B8R L U
Recordkesping cost () 30 40 S
Per-UPC cost (3] 48 460 51,470 A0 360
Labe] Design costs for Uncaardinated UPCs (F) 44,621 220 47,197,500 1,690,120
Total Labal Design Costs (F) 242 142320 261,480,390 411 322 870
_Tatal Cost (§) 243,142,320 261,490,350 411,322 870
Changs from 15-month Compliance Pedod -30,352,637 =13 652 348 ~-33 464 490

® Undiscowited amount assumed o be inoarred in the fivst period of the Time horizon of this mle.

Table 25, --Market Testing Cost With a 24-Month Campliance Period
barker Testing Cast” Low Cioat Medium Cost High Cost

Mumber of brands o be texted 5o an 59
Cost of focus group resting (F) 7300 10,000 12,700
Cost of quantivative stadies (5) 12,5040 1 5,000 55 60
Marker testing cost per brand (5) 19,300 25,000 103,300
Total Market Testing Cast (F) 1 168 200 1,652 000 6,389,700
Chanpe from 1 5-menih Compliance Perjod <334 620 -433,200 ~1 530,270

" Undiscounted value of costs assumed to be inturred in te first period of the time horizon of his Tule.

Extending the compliance period to
24 months waould delay the accanal of
health and fire reduction benefits by o
raonths. An approxdmation of the effect

of thiz delay may be found by
discounting, at 3- and 7-percent
discount rates, the previously calculated  decrease the present value of benefits by

total benefits. As showan in table 26 of

thiz document, FOA Bnds that a 24-
month compliance period would

between $65.4 and $2594.6 million,

Tahle 26.--Present Valoe of Bepeins with 24-honth Compliance Feriod [$ million}

WELY=§10630% VELY=$2126(3 YELY=F3 105925

% %% 0% T 3% T
Diseount Djseoun Dizcount Driscount Discovnt | Drgcoumm

Rale Rawe FLate Pare Bae Rl
Life-Years 34567 Bbh3.6 b, THE 4 1,333 4 10,0751 15724
Health Status TI6.5 2706 14126 4060.1 IR 4 tAk.5
Medical Expenditure Bedagting 407.0 2252 A0 4 1204 40011 22T R
Oyer Finencia] Effects 082 1552 A0¢1.8 [53.1 4017 155.8
Fire Loss 1037 24 {802 32 AT 127
TOTAL 509232 13120 ) %1747 2,230 13,2571 31082

Chapge ftom 15-Monlh

Compliances Pegod -[14.2 -68.3 -205.7 -116.1 ) -161 K

2. -Month Compliance Period

With a B-month compliance perind,
the labeling cost model assumes that

assumption of 40 percent rush charges,
rather than assuming 10-parcent mish

charges as we did with & 15-month

compliance peviod. The labeling model

solution, Therefors, with a 6-month
complinnce pariod, te cost of discarded
inventory is the same as under a 12-
raonth, conmplignce pericd, bat thers is

there is not enongh time for any of the
labeling chanpes to be coordinated with
praviously schedoled changes. Alsa,
FlA aceepts the labeling madel's

further pepomes that 12 monthe is the
shortest compliance period that can be
ret without resorting to coveriog up the
old lahala with stickers aa a tempoeacy

an additicnal cost for applying
appropriate stickers to cover the old
package label dasign.
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The model, bazed an current sales
data, astimates the number of units sold
aroroally to be about 8 billion,
Therefore, 4 hillion units would be
rualabalad with stlckers. The perunit
cogt for the stcker and application is
hetwean $0.045 and $0.323. Reducing

the cornpliance period to & months
woubd then incraazs Jabal changa costs
by 5258 to $1,430 million to & total of
$531 to 51,805 million. It wonld also
increase the market tasting costs by 0.6
to $3 million to a total of 52 to §11
miillion. Finally, abortendng the

compliance period to & months wonld
e all costs wp by abour 9 months.
We account for this by eompounding
the prasent walue of costs 9 months in
the summary of alternatives table at the
end of this section.

Table 27.-Cost of & Major Cigavette Labe] Change Wilh Nine Warning Labels (6-hMonth)

Low Cost Medivm Cost High Cost
Poy-LIPC Costs”
Murnber af wocoordinared UPCs 4312 4312 4312
Labor cost {§) 5,278 £120 13,860
Materials cost {$) 7, fid B 136 1352044
Recordkeeping cost (3] 70 Iz 125
Per-UEC cost (5} 21,452 BE 368 139,23
Per-UPC costs for Uncoordinaied UPCs (5] 150,221,024 1R[M2 416 G, 159760
Total Por-UPC Cosis (5] 151,221,024 381042 815 GO0, 35% 760
Per-nit Cosls
Momber of discarded labels 1,087, 66 1,087,966 1O#7 366
Unil cost per dizcarded label (F) 0.03% 0.042 0049
Digcarded Inventary Cost 38,07 45 895 53310

Sicker and applicalion costs per unat (%) 00448 0313 0.3234

Mumber af upits sold in 6@ months 4,0602,007,332 4002057332 4,002,097,232
Sticker cost {5} 179 253,960 4549 440,774 1,294 273277
Total Per-Unit Costs 179,532,030 459 436,408 1,204,331 548
Tonal Cost {5 530,353,003 Raf 5329 284 1,804 59§ 348
Change from 15-maonth Complianes Pericd 258078 106 545,155,547 1,425,003 987

* Undiscowted value of eosts assumed to be incwred in the first period of the ume hovizon of this rule.

Table 28.--Markel Testing Cost With a 6-Month Complisnee Period

Market Testing Costt Low Cost Medium Cost High Cost
Mumbet of brands to be wsted 75 13 Ti
Cost of focus grovp lesting (3] 10,220 14, 0iKD 17,740
Cost of guantilative studies (§) 17,500 35,200 133,340
Macket testiog cosr pec brand (5) 21720 30,2043 151,620
Total Market Testling Cast (F) 2073000 2,540,000 11,371,500
Chenge fvorn 1 5-monith Compliance Pericd 576,180 B1d 800 3 E51L550

t Undiscounted value of costs assumed v be incund i she first peciod of he fine honzon of this nde.

Reduciog the coropliance perlod to @
months wemld hasten the accual of
health and tire reduction banefits by 9
months, An gpprosimation of the effect

of this change in timing may be found
by compounding, at 3- and 7F-percant

this document, FDA finds that a 6-
mnnth compliance period would

discount rates, the previonsly calculated  increass benefits by between 3688 and

tatal benefits, A= shoswrn in table 29 of

$301.2 million.
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Tahle 28.--Presenr Value of Benefis With §-Month Complisnes Pertod (F million)
YELY=F 106,308 VELY=F212,615 | WBLY=$1]5921
A% Discount | 7% Digcounl | 3% Discownt | 7% Discound | 3% Discount | 7% Discount
Rate Rate | Rate Rare Fate Rate

Life-Yews 16134 T36.7 70753 14758 10,5361 2,811
Health Stabys Ti0.5 25d.2 1,487.] 509.2 22145 7312
Medica] Expenditre:

Reducrion 425 5 2337 4G O 23349 4193 252.1
CHher Finanéial

Eficeiz 416.3 1718 4190 i71.7 L1805 ¥i2.5
Fire Loss 1084 330 18R.4 3B.2 2a8.4 EdS
TOTAL 520 14522 9 5004 2. 460.8 13,8581 14413
Change from 15-

Maonth Comgpliance

Periggl 116.7 718 2103 1222 303 8 17).3

A, Alternative Graphic Imapes

A legally availahle alternative to this
tuls wiould be Lo select a different set of
praphic images. Although we are unable
to quantify the etfects of different
graphic images, we note that some
irnages may have a larger impact an
emoking rates than other images.

Another alternative suggested would
be to wse more than nine graphic images

warnings. We cannot assass the effact of 4. Swonraey of Begnlatory Alternatises

additional images oo the benefits of the
tule but more images would lnceeass
coats, Althoueh not all costs dse in
proportion to the muabear of graphic
binages: the materials eost, which is the
largest cost componant, would rise in
proportion to the number of images.

Table 30 of this docurnent
sunimarizes the regolatory alternatives
ralated to the compliance period by
displaying rnges for the present values
of the tutal benefits and total costs.
Egtiniatad ranges for the cost ratios [per
smoking prevention and per life-year
gavad) of the male and its regulatary
alternatives appear in table 31 of this

to aceompany the nine statutory

dociment,

Table 30 --Summary of Regnlatory Allematives

Compliznce Petiod Present Value of Total Benefits (3 milliocn?® | Present Value of Total Cosis(§ million)”
3% % 3% %
A4-Muonth Tolal  5.092.2 10 13,257.1 1,312.0403,109.2 3642t 5416 3221 w4817
(Fival Barle) 13- Tom!  J20046 I55545% 13803032700 073 1 6074 7.6 b 358.4
Mowsh
i-tlonth Tetal 33231 w 13,858.1 145221034413 6731 to 20435 841.0 10 1.996.5

* Ranpe in benefits is based on & VILY of $106,308 1o $318,921.
u Fanpein ¢osts is based on low cost and high cost values.

Table 11 --incremental Cost-Effectiveness (CE) of Repulaony Alemalives

Discownt Rate = 3 parcent Digeount Rale =T peregat
Lowy Ineremenial High Tueremenial Low ! lcrememal High I Tncremedtal
i CE* . CE* | CEt ' CEr
24-Womh Compliones:
Per Smoking JITHIT WA | 550068 | A 84,476 M/A | EI54L3 R
Frevenlion i i
Per QALY F50.401 Mid [ SlaR41 ! Hia £50,30% MNin | §173452 A
Sarved ) g !
| 5-Month Campliance:
Per Smoking LY AL 821203 | 559.287 69,014 34530 ¢ £5.550 152002 ¢ £12.033
Frevvention ' :
Per QALY 50,746 ° 566057 | Sl6904 T 5196781 | 1S007C £62,557 | ST7Z082 . TLA5.766
Savd . o - i
G-honth Complianee;
Per Smaking FIEALE | 564332 | Se4030 0 5310100 55,607 : F26,2%9 521,554 T %137 812
Frevenlion : i i ;
Fer QALY 253,095 ElB33%% | S185,1% SO04.120 [ B03.094 ) FRR59AZ [ F240304 ¢ 51530923
Suved 7 I i

* Az the compliance period docyeases, the number of rule-indueed smeking preventions and Life-years saved increases.
Henee, the incrementa) costs of | 5-Mont Compliance are calcoloted relatve to 24-hMonih Compliance, sad De incremenal

coglg of fi-Monlh Compliance ate caloulaled telalive ro | 5-Momh Complionce.

e
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I Impeact on Small Enfitias

Tha Regulatary Flexibility Act
requires agencies 1o prapare a final
vegulatory Aexihility analysis if a final
Tule will hase g significant effact an a
sabstantial number of small entities, We
expect this rule to heve a significant
affact oo a substantial number of small
entities, Congequent]y, thiz analysls,
fopather with other relevant sections of
this document, serves as the Final
Bagrolgtory Flexibility Analysis, as

Statistics of U5, Businesses data
shaw that 1,067 of 1,158 tobacco
wholesgle trade fiems (92 percent]
employ fewer than the 100-eroployes
threshold that constilutes a small
business according to the SBA. [Refs.
145 and 171). If the siza distribution of
cigaralte imparters iz simifar to that of
all ibaccn wholssals trade fivims, then

required wnder the Ragulatory
Flexibilily Act.

1. Dasceipfon and Number of Affectad
Siriall Entilles

The final role will affect small entities
in several indnethes, from tobacen
farming to the retall industey. Most of
the Nation's 16,234 tobacco farms are
small; batween Q0.7 and 45 8 porcent
(between 14,732 and, 15,555] of the
farms prowing tobacco o 2007 had total
farm sales nnder the 118, Small
Business Administration (SBA) small

“[able 32.--Ciggrens Manufacioeers by
Mumber of BEmplovess
Size by Number of Miymber of
Emplovees Firmz
Less than 20 a4
0 09 7
100 1o 499 4
Sources Ref. 171
SBA size standard: 1,000 cmployees

92 parcent of tham will be affected
amall businasses.

Alzn likely to be affected by the
rogulation are small rotail and servica
antities that sell vigarettes, Ratail
establishments bear shared
responsibility with menufacturers for
the coat of romoving nonconpliant
advertizing, SBA siza standards for the
retail trade sod the arcommadations
and food services ladusiries differ from

business size standacd of $750,000
(Refs. 161 and 171).

Table 32 of this docwment shows the
breakdown of domestic cigaratts
manufacturers by emnplojament siza.
Census data indicats that most cigarette
mamafacturing fivmes wm smoall
businesses, with only 4 of 24 flvms
employing more then 500 employaess,
while the small businass sise standard
established by the SBA, for this fndustry
is 1,000 enployesy, o 20 small cigaratts
manufackarers will be affacted (Rofs.
148 and 171).

dize categories wsed by the UL5. Census,
Table 33 of this docoment shows the
2002 Cansus size calegories that most
closely match the 5BA size standards. In
all casis, the closest Census size
categary is smaller than the SEA size
standard, As a consequence, any
astiate based on the Census sizs
catepories mey nnderestimate the
number of affected small entitiss.

Table 33.--5B4 Size Standards ind Census Sive Calegories for Retail and Service Firms in MAICS Calegories

With Tobeceo Product Line Sales”

NAICS with Dreseriprion of WAICS Catepory SBEA Size Cenous Size
Tabacco Srandard (% Caregaiy [
Product Line millian midliow)
Sales .
| General Merchandise
452490 Ovher General Merchapdise 11 10

432 excluding | Depaytment |, Dizcount Department. Warehouse Clubs a7 15
452900 and Supersones

Bupormearket and Grocery .

4457 and 4453 | Onhier Food and Beverage Storcs 7 )
445110 Supermarkers and Grocery 'y 23
4451 Convenicnoe Slores . ¥ 23
447110 Convenience Trores with Gas 7 25
447190 Service Stations q b

446 Health and Personal Care Stoves 1 3
453991 Specialty Tabavsen Slores 7 5
" | Other Kinds of Business | Vancs VT Varies

“Souree: Refi, 17) through 173,

* Inclndes only firms with payroll.

B Includes NAICS 4413, 443112, 444, 448, 451, 4532, 453008, 72 (excluding T2231), 722310
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The Census vaports establighoent
numbers for business by prodaet Jine,
and establishment and fivm aize by type
af business, but provldes ao sizs data by
type of business and product line, To
estimate the oumber of affactsd entities
that SBA classifies as small, we begin by

counting the pumber of firms that fall
below the Cengus size standard shown
in table 33 of this document, including
only firms in NAICS categories with
tobarco product line sales, Mext, we
caleulate the percentage of small firms
in each NAICS category. Depending on

the catepory of business, the percantags
of srnall firme ranpes from 41 percent for
Discount Dapartaent, Warahouss Clubs
and Superstores to almast 100 percent
for Conveniemncs Storas.

Tahblp 34.--Extimated Percentape of Small Bemail and Service Finns in NAICS Cacporics With Tobacco Product

. Line Sales”
MAICS Deseripion of MAICE Cavepory Mumber of Mumber of | Percenlage of
Firma Firmnz Below | Small Fivpos
Census Size (%)
8 andard”
Genaral Merghandize
452110 Digcount Department, Warehowse Ctobs and b 36 40,9
452410 SUPEIS OGS
452990 Crher General Merchandise TA51 7,320 %2
General Merehandise Subtotal 7,530 7156 47 4
Supermarkel & Cirocery
445110 Supennatksts & Grocery M7 33328 Q8.0
4452 and 4453 | Dhher Food and Beverage Siores 34 807 34,082 o979
Suptrmarket & Grocery Subtotal GE 3249 a7,410 a7 .4
445120 Convenience Slores . 18703 L8876 Do
447114 Convenienes S1ores with Gas 37437 36 A% o84
| 447180 Service Starions 19,5822 18,103 21.3
ddgl Drug Stoves 5,198 33,804 XN
4539491 Tobacco Siores 1,138 3,017 3.2
(nber Kindy of Business 589400 ST2E1D 972

Somwice: Befs, 172, 173, 149, and 150,
"Includes only firms with payroll.

" Based on the Census size standards shown in table 33 of iz document.

Finally, we apply the percentages in
table 34 of this document to our corent
estimate of the number of affectad
establishments with payroll [table 15 of
this document). This approach
implicitly assumes that syall

astablishonents ave shnilac whethee or
not they sell tobacco products, In
addition, we clarsbly all nonemplover
astablishynemts as smiall In toral, we
ostinnate that about 355,000 syl rotail
and soevice estyblishoents will be

affected by the rule. This nuvaber

vapregents about 98 percent of the
wetimated 361,000 establishrents
selling tobacce products,

Table 35.--Esiimated Mumber of Small Establishments With Tobaccao Produet Line Sales by Kind of Business

Kind of Business Percentage of Number | Small with Non- Esrisnated
Small® with Pasynoll Emp]u},rc:rs" Troal Mumber

) Payroll® of Simall
Establishments
Creneral Merchandize 7.6 8,147 7,940 5661 11611
Supermarkel & Grocery 2E.0 67,0137 65,679 56,76l 122 441
Convenience Siores 408 23 9%6 23,049 0 23 49
Convenicnee Storer with Gas O &7,713 86,313 ] £6,133
Service Stations 413 6,347 5,797 2,575 8,775
Chug Siores 93 6 1%.413 13,178 AN 13K 4B 316
Speciahy Tobacco Stores a3z 0 A58 6,017 i 6,017

COther Establishments 972 28,531 27,719 17,351 45,110 |

Tuotal 247 633 241 511 112,931 354,352

? Froo mble 34 of this document,
Y From 1able 16 of this document.
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2. Deseription of the Potential Impacts
of the Final Rule on Smaall Entities

4. Effect on manufactirers. In order to
estimate how muach of the label change
and rotation costs will be incarred by
srnall domestic clgarette manmfacturers,
FDA subtrants from the tofal costs those
costs estimated to be incatead by lacge
domestic manufacturers and foreign
rnamufacturess. Scannar data froma AC
Mialssn indursts that approximately 49
pereent of TPy can be readily
identified as belonging to & brand
marketed by one of the four largast
cigarette firms by volume (Refs, 153

through 158). Becanse the costs of label
changes are ronghly proportional to the
nuntber of UPCe, FOA then attribates 49
percent of the total Jabel desizn and
inventory costs to the four fivms
eraploying at least 500 peopla. FOA
aticibupes wn additional 3 pexcent of the
lahel change costs to foreign

manifac borars. 20 Thesa adustments
leave 48 percent of costs, or $131 to
%223 million 1o npfont costs and
180,000 to $420,000 in ongning costs,
to be incurrad by the 20 small
roanufpcturars. Assumlng costs are
distriboted equally among these firms
implies one-tioe costs of $5.5 to $11.2

million and ongolng costs of $0,000 to
$21,000 per fizm, Table 36 of this
document cormparaz thega estimatad
compliance costs to average anoual
receipts in order 10 gaoge the potential
tpart of labeling change requirernents
on small ciparette manefactueing fems.
Becainsa tho number of UPCs is probably
larger for larper firms, costz are Tikely
greater four larper flums than for smaller
firons; if so, this method overstates the
hmpact on the sroallest flems and
understates the impact on the largest
fterng Gwithin the category of Orms
smploying fewer than 500 peaple).

Table 36.--Polential Lopaci of Complisnce Costs on the 20 Small Cigarete Manpfaciurers

Size by Mumber  Mumber  Awerage Avempe Compliance Costs (8] Average Compliance Cosis asa
of Employees of Anmal Ui of Averapr Annuwal Receipls

Firms  Receipss(8)  Lewer Bound  Upper Bound Lower Bound  Upper Bound

Panel 11 Upfront Label Change Costs

L than 20 o 51,095,000 6,341 (W0 11,153 000 58% T00%

2010 9y T 21,265,000 .54, 0(H 11,155,000 3% 52%

100 (o 459 4 147 896 000 6,541 00D 11,155 D0 4%5 2%

Panel 2. Cngoing Rolglien Cosls

Less than 20 o L),195,000 0,04 21 000 0.1% 0.2%

20 to 99 T 20,265000 5,000 21,000 0.0% 1%

100 o 499 4 147,856 000 9,000 21,000 0.0% 0.0%

Source: Statistcs of LS. Businesses, 2007 (Ref, 148)
SBA size standard; 1,000 employvess

b. Effect on refailers. As shown in
tahle 37 of this document, retail trade
businesses accaunt for ahnost all sales
of inbacco products [Hefs. 149 and 150),

20t 2008, 0.8 billicn ool of 345.5 billien
individual Ggarelles sold weee tmported (Ref. 123).

" About 90 percent of tebacco product

line sales oocut at gagoline stations,
food and bevarages stoves, genaral
merchandipe plores, oo tobacco stovas.

PO agtnmies ihe saioe preporlon holds By UPCe.

Convenience stores [with gasaline
stations and stand-alone convenience
stores) account for about half of all
tobacca product line sales,

Thues UPCa should nat ovarlap with thaoae
produced byr the four largast dormestic producard.
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Table 37 --Sales of Tobacco Producl Line by Kind of Business and Indusry Sector®

Kind of Business and [ndustry Sector | Sales of Tobacon Produet | Sales of Tobacen Produet
Line by Kind of Business | Line by Industry Sector
(% billion) (%) (§ billion) [%n)

Reradl Trade

MAKCS 447-Cazoling Siatians 217 433
Convenienee Blores: with Gag 21.2 41.3
Fasoline Siations 10 24

MNAICS 445-Food and Beverage Slores 14 262
Supermarket & Grocery 7.7 150
Convenience: Shores 1.5 LR
Liguor Slores 1.2 14

MAICE 452-CGeneral Merchandise 71 3.0
Genaral Meschandize T1 13.9

MWAICS 453-Misccllanzons Store Retailers 54 11.3
Tabaaca Stores 57 1.1
Miscellaneous store retailers 0l na

MANCS 446-Healls and Pertona) Care Stores 1.5 30
Drupg Swoies e [5 0

MAICS 454-Nonstore Rerilers 07 13
Monstore Retailers 0.4 La
Vending machine operawrs 0.2 a.4

Oiher Subseclors ™ (.1 n.2
Cither Kinds of Business 0.1 0.2

Accomprodation & Fopef Servioes ]

MNAICS 72 0.4 e
Ciher establishments ni| - 0.3
Drrinking places 0.l n.3

Tital 0.2 100

*meludes establishiments with pasroll with tohaceo product Tine sales,
P lucludes esablishments in MAICS 441320, 443112, 444130, d44220, 448110, 448320 431010, 4512110,
451212 and 451722).

To illustrate the sffects of theruls on illnsteated in table 37 of this document,  reverme for these stores, composing over
a typical small vetail stare, we look at sales of tobacco producks in these stores 12 parcant of total salas [as shown in
ong-thme costs for & consrenience abooe account for about 50 percent of all table 38 of thi: document).
and & convenience stove with gasalins,  tobacco sales. In addition, tobacce
We sslact thess businesses becaose, a2 prodocts are an important part of overall
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Table 38.--The lmportance of Tobacen Sales by Kind of Business: Raunked by the Percentaps of Total Sales

Fram Tobacea Product Line

Kind of Business Sales From Tobaceo | Toral Sales From All Pereemiage of Total
Praduct Line" Praoduct Lines Sales Feom Tobaoro
% billiow) (% billion)" Froduct Line (%)

Tobacoo Slores 57 6.5 B69
Convenience Srores 4.5 181 25.0
Monstorz Retailers .5 24 M3
Convenicoce Stores with Gas 21.2 1734 12.2
Vending hMachine Operators 0.2 1.7 Iz
| Miscellaneans siore retailers 0.1 1.2 nz
| Liguor Siores 1.2 128 9.7
Other Kinds of Business 1 1.4 6.5
Drinking placcs 0.1 3.9 | 3.5
Gasoline Stations LG 294 35
General Merchandise AN 244.1 2.9
Sopermarket & Grocery 73 %35 2.0
Dirug Stores : 15| 20.0 1.9
Oher Accorunodalion & Foodservics 0.3 3.3 UL
Total 512 493 9 52

*Tobaceo sales froon wble 37 of this document.
® Inciudes toial sales for firms wilh whacco produce line sales (Refs. 149 and 150).

For both types of convenlence sloves,
table 39 of this document shows that for
the smallest firms with less than
$250,000 in annual salez, the ane-time
cogts of the rola will equal less than 2
percent of anaval averags sales of
tobacoo products. Fuctherroore, one-
time costs total lass than 0.1 percant of
anmual average sales of tobacco products
for stores with 51 million or mare in
average gnnual sales. Although the
iropact om other small retail and service

enfities 1s uncertain, this example
suggests that the rule will beunlikely to
create a significant direct burdan on
small retail stores or service
establishments.

If individual small retailers are umable
to fully offeet reduced cigarette sales
with increased sales of ather items, thalr
zales revenue may fall, Although this
decline wonld not be a social cost (as
dizrugsed in the distributional effects
section] it would be a cost to the

retailars who experience it. FDA has not
quantified this additional potential
affect, but believes that it is minor
becawse the overall vaduction in
ciparette consumplion is predicted to he
lags than one half of & pexcant, the
demand [or other poods is expected to
imncrease, and vetallers can be axpectsd
to shift shelf space ta the other goads for
which demand ncrsases.



Federal Register/ Vol 76, No. 120/ Wednesday, June 22, 2011/Rules and Regulations

36747

Tahle 39, --One-Time Casts as a Percentage of Average Sales of Tobacco Products for Convenience Stores and
Convenience Stores With Gasaling

Sales Size of Fim Mumber of Esmablizhments Sales Sales of Toboccn Products
Averags Oue-lime
Cogls ag
Percenlaps of
AnErags
(% mullion} (% million) )
Convenience Store-NAICS 4451200
f eag (han 230,000 4,231 £53 0.0 0.5
F250,000 10 F499.999 o 5,294 1,920 0.1 0z
$500,000 10 $999 509 - 5,150 3,044 .2 N1
1,000,000 10 §2 400 094 3,580 4,914 03 Nl
$2,500.0600 1o §4,055,999 H3Y 1,601 0.6 0.0
5 00,0040 1o 9,990,359 34 712 0.5 0.0
[0 DO fo 24,555,900 215 440 5 » 0.
Convenience Sows with Gasoling- NALCS 4471100
Leeg than $250,000 2,244 143 X1 1.0
F250,000 1 F499 000 3,801 1425 0.0 0.4
F5000, 000 10 900 009 7,667 5,624 UN| nz
$4 0400, (M 1o 52 400 094 14,309 22309 0.2 i1
F2,500, 000 10 54,959 908 70277 21780 3 [.1
Sowrce: Ref. 1487,

" Tobaero product line sales account for 25,0 percent af sales for all firms in NALCS 445120 (see table 3B of ihis
docwment); Chie-time costs equal $198.16 (see table 17 of this decument).

" Tohacen praduct line sales account for 12.2 percent of sales for ali firms in NARCS 447110 (see table 28} One-
lime ensls equal F193.42 (see lable 17

3. Alternatives To Minimize the Burdon
on Small Entities

a. fncraege the commplicnce perfod to
24 months for smoll menufoctorers or
all manufroturers. Allowing all
manufactosess, or only small
manufacturers, 24 months o comply
with tha label changes would eliminats
orverfirne and rush charges, elinlnate
costs for replacing discanded brvantary,

and increase the nwmber of LTPCs for
which the addition of graphic warning
labels could ba coordinated with
presiously schadaled labal changes.
Under a 24-month compliance period,
tha nne-timea label change costs would
fall by an average of 0.7 to §1.3 million
per small firm. Table 40 of this
document compares the reduced
estimated compliance costs 10 aierags
annual receipt? in order to gauge the

potential impact of this regulatory
alternative oo cigarette maoafacturing
firinz employving fewer than 500 paaple.
Ag g eopoparison with table 36 of this
document shows, this option wowld
provide sorme relisf, ut the burden
would ramain sipnificant. It would also
delay the public health bonefits of the
rule and be inconsistent with FOA's
statutory mandats,

Table 40.--Poential Impact of Complisnce Costs on the 20 Small Clgareie Manofacturers With a 24-Maomh

Complisnce Period

Size by Number  Mumber of  Averaps Average Compliance Costs (8] Average Complignes Costsas a

of Binpleyess Firms Annual % of Average Amual Receipis
Beceipds (3 Lower Bound  Upper Bound  Lower Bound — Upper Bound

Panct 1: Upfront Label Change Cogls

Less than 20 o 1195000 5,871,004 0.572.000 528 B8%

20t &9 7 11268000 5,811,000 0,872,000 % 45%

100 w 499 4 147 856,000 3E11,000 0.872.000 40 T

Panel 20 Onpolig Rotatiom Costs

Less than 20 o 11,195,000 5,000 21,000 0.1% 0.2%

20 1o 99 7 21,265,000 L 21,000 0.0% 0.1%

100 10 $95 4 147 B0 W) .00 21,000 0.0% 0.0%

Source: Stalistics of U.5. Businesses, 2007 {Ref 148)
SBA size siandard; 1,000 cmployoes

randomly selected warning and praphic
image per UFC would veduce thele
upfront labal chanpe cost substantially.

b. Affow small memefocturers fo wee
ane warning per UPC. Allowing small
cigarette manufacturers to wee only one

Tha costs to stoall businesses of
implementing this option can b
approximated by assuming that the 20
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smallest fitins bear 48 percent of the
cost of a standard (one warning)
cigarette 1abel changa. The gvarages cost
per sinall manufactorver would be
reduced by $5.5 to 58 million par fiem.
Additionally, theve would be gooe
small cost at the beginning to erwnre
random selection of the warnings, bt
the ongoing annual rotation cost of

$4,000 to $21,000 per firm would be
alimingted, Table 41 of this docurnent
coimparas the reduced estimated
commplisnce costs o average annual
receipts tn order to pauge the potential
impact of this repulatery alternative on
cigarette manufaciuring firms
amploying feswer than 500 people. Az a
cornpavison with table 36 of this

docnment shows, this altematiine weald
provide sipnificant relief. However, it is
Inconslztent with FOA's statutory
mandate, Smokers who use only one
specific prodoct aroald not be exposed
to all the warnings, which would likely
hinder the effectivenass of this rule.

Table 41.--Pateniial lmpact of Compliance Costs o1 the 20 Small Cigarstte Manufacturers %ilh One Label per

UEC
Sizeby NMomber of  Number of Averags Aoverage Complisoee Costs Avcrage Compliznce Cosls
Employees Firms Annwal [ as o Percenrape of Average
Frcriprs (£} .. Annual Hecelipls
Lower Upper Lower Upper
Bound Bound Bound Baund
Panel 1; Upfront Label Change Costs
Less than 20 9 1L155000 1035000 2,100,000 5% 15%
0 39 ¥ 21,265,000 1,035,000 2,100,000 5% 1084
L00 1o 499 4 147,596,000 1,039 000 2,100,000 1% 1%

Source: Siatistcs of U5, Busfinesses, 2007 (Ref. 148)
SBA size standard: | 000 eraployess

c. Exempt simall mamfaeturery fresr
the labeling change requireieants,
Exeynpting small manufactovers foprn
the lahel change vequirenents wonld
eliminate their label changs costs and,
ongoing rotation costs (an averags
taduction of £6.5 to $11.2 million in
upfront cosls and $9,000 to §21,000 in
ongoing costs), thus providing
maxinmm relief The combined market
share of the four largest roanu facturesres
wag B9.7 percent in 2008 (Ref. 122). The
immediate irmparct of exeoapting sroall
manufachivers would therefore ba to
allow 10.% parcant of clpavaties 1o be
marketed witheout praphic waxning
labels. This proportion would grow oear
time, hewever, 08 SOme COLSrNES
would be expected to switch to brands
marketed withoul graphic wearnings.
This approach would be loconsistant
with both FDA's statutory mandate gnad
the public haalth objactives of this rale.

d. Exernpt smoll cigareite refailers
Jram the peint-of-sate advertising
requirerments, Bxempting small cigarette
retailers from the point-ofsale
advertising requirements would
eliminate their need to remave
noncompliant adwvertising, reducing
iheir direet costs to zero. Howewer, table
35 of tlﬁii document shows that the
overwhelming majority of retail
establichments sellliugtycigarettes are
small. Althongh the few eatablishwents
operated by large firas might be
expected to have higher wolums, a
significant proportion of consumers
would continue to be exposed to
advertising lacking the new graphic
warnings, This situation would be

inconsistent with the public health
abjective of the rale as well as FDA's
statutory mandate,

XII. Paperwark Eaduction Act of 1905

The raquired warning disclosures ara
the "public diselosure of information
originally supplied by the Federal
perverroment o the recipient for thiat]
purpose.” and are, therefore, not within
tha acopa of the Paperwork Reduction
At (see 5 CTR 1320.3(c)(2)).
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List of Subjects in 21 CFR Part 1141

Advertising, mcorporation by
reference, Labeling, Packaping and
containcrs, Tobacco, and Smokiog.

Therefore, under the Federal Ciparette
Labeliog and Advertsing Act, the
Faderal Food, Orup, and Cosmetic Act,
#nd nnder autherity delegated to the
Commissioner of Faod and Dirogs,
chapter I of title 21 of the Code of
Foderal Repulations iz annended by
adding part 1141 to subchapter K to
read as follows:

PAAT 1141—CIGARETTE PACKAGE
AND ADVERTISING WARNINGS

Subparl A—Ganaral Provislons
Sec.

1141.1 Soapa.

1141.3  Definitions.

Subparl BE—Cgarelle Package and
Adverilalng Warnings

114110 Reguired wamings.

1141,12 Incorporation by refeeence of
ragUired warnings.

114%. 74 Bisbranding of clgamites.

Subparl C—Additional Dieclosure
Requirements for Clgaretts Packages and
Advarising

114118 Dizcloguves repacding ceosatlion,

Authority: 1511501933, 21 TLEC. 971,
387c, 387K Secs. 201 and 202, Pub. L 111—
31, 123 Shat. 1776,

Subpart A—xeneral Provislons

§1141.1 Scape.

{a] This paxt sets forth the
reguiremnents for the display of health
warnings on cigaretts packapes and in
advertlsements for cigaveltes. FOA may
ragulra additional staloments ta be
displayed on packages and Lo
advertisements wnder the Fedaral Food,
Drug, and Cosyoetic Act or cther
authorities.

[b) The requirements of this part do
nok apply to manu facturers or
dislributors of clgarettes that do nat

marmafactore, package, or import
ciparettes for sale or distribution within
the United States.

(c] A clgarette ratatber shall not be
considered in violatlon of this paxt as it
applies to the display of health
warnings on a clgavatte packaws if the
package:

(1) Comtains a health warninp;

(2] 15 supplled 1o the refailer bya
lUeonsn- or pocmnli-holding tobaren
product manafacturer, imporbar, or
distributor; and

(3] L= not alterad by the retailer in a
way that is material to the requirements
of section 4fa) of the Pederal Cigarette
Labeling and Advertising Act [15 U.5.C.
1333{a}] or this part, including by
obgcuring the warning, by reducing its
&ize, by severing it in whole or in part,
or by othorwiso chanping it in a material
way,

(A} & cigaratte atailar shall not ba
conzidered in violatlon of this part as it
applias to the dlsplay of health
warnings in an adwertisemsot for
clgavattas If the advertisernant 1z not
croated by or on hehalf of the retailes
and the ratafler is not otherwise
respansible for the Inclugion of the
required warnlngs. This pacapeaph shall
nok relieve a retailer of bability if the
retailer displays, in a location opan ta
the public, an advertiseunent that doas
not contaln a health warning or that
contains a warning that has been altered
by the retabler bn a way that 1s matberial
to the mequiremeants of sectlon 4(b) of the
Irederal Cigavette Labeling and
Advectizing Act (15 U.5.C. 1333(b]], this
part, ar section 4(c] of the Federal
Cigarette Labeling and Advertising Act
(15 0.58.C. 1333(c]]), mcluding by
obscuring the waming, by waducing ks
size, by severing it in whols ar 1o part,
or by otherwise chaoping it in a maberial
way.

§11413 Dellnitlons.

For the purposes of thiz part,

Clgrrathe mmsans:

(1) Avy roll of tobacco wrapped in
paper ar in any substance nat
containing tobacco; and

(2] Avy roll of tobacca weapped in
any substance containing tobaoco
which, becgrse of its appegrence, the
typa of tobaceo wsed o the fillee, or its
packaging and labaling, iz likaly to be
offersd, to, or purcheged by, conanmers
a5 a cigeretfs desoribed in pacagraph (1)
of this definition.

Cogurerce TAE4DS:

(1] Conmerce batweaen any State, the
District of Columbia, the
Commonwaalth of Paarlo Rleo, Goang,
the U.5. Virgln Islands, American
Samnra, Waka Island, Bidway Islands,

Kingman Reef, or Johnston Island and
any place outside thereof;
é}jcnﬂmrﬂa brabawisen points i ey
Stata, the Distdct of Columnbia, the
Comumonwealth of Puerto Rion, Guaimn,
the U.5. Viegin lands, Avnericmn
Samna, Walke Llend, Midway Islands,
Elnpman Reaf, or fohnston Island, but
through ey place outside thessof; or

(3] Commerce wholly within the
District of Columbia, Guara, the TS,
Virgin slands, American Samoa, Wake
Island, Midway [sland, Kinpman Reef,
or Johnston [sland.

Bisfribufor means any person who
furthers the disteitmtion of clgarettes at
any point from the odginal place of
manufacturs to the person who sells or
disteibutes the product to individuels
for personal consamption, Common
carriers ars not considered disteibotors
fox tha purposss of this part.

Front pane! and reer pane! mean the
bwro larpest sides or .mrgcas of the
package.

Faprorfer mesns any patson who
imports any chgarette that is intended
for sale or distribotion to congumers in
the United States.

Monufacturer means any person,
including any repacker or relabeler, who
manufactures, fabricates, assembles,
pracesses, or labels a finished cigarette
praduct,

Pockage means o pack, box, carton, or
container of sy kind in which
clgaeattes wea offersd for sals, sold, or
otharwizs diztributed o congumers,

Person means an individual,
parmership, corpaoration, or any other
business or legal entity.

Required warning reans the
commbination of one of the extual
wrarning statements and its
ancam;;lau?ing color praphie, which are
set forth in “Cigarette Required
Warnings,” which is incorporated by
reference ab §1141.12.

Refafler means any person who sells
clgavaftes o individuals for personal
consumption, or who opetos g facility
whers vanding machines oo salf-sarvice
dizplays of cigarettes are pacroitted,

United States, when used ina
geopraphical sense, includes the several

. States, the District of Columbia, the

Commonwealth of Puerto Rico, Guam,
the U.5. ¥irgin Islands, American
Samoa, Wake Island, Midway [slands,
Kinpman Reef and Johnston Island. The
term “State" includes any political
division of any State,

Subpart B—Cigareite Package and
Advartising Warnings

§1141.10  Renulred warnlngs.

(a) Peckopas—{1) It ghall he unlzawiol
for sy person tn roamafactore, packags,
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sell, offer ko sell, disoeibute, or lmport
for zale or distribution within the
Trnitard States sny cigavettas the package
of which fails to bear, in accordance
with saclion 4 of the Federal Cigarette
Labeling and Adwvertising Act (15 U.5.C,
1333) and this part, one of the required
warnings on the front and the vear
panels.

(2] The required werning shall be
vhtained from the electeonio bmagss
contained in “Cigaratts Requived
Warnings,” which ir incorparated by
rofercnee at § 114,12, and accorataly
reproduced as specified in *'Cigarstte
Required Warnings.”

(3] The requirsd warniog shell appear
directly on the packegs and shall ba
clearly visible underneath the
cellophane o other clear woapping.

(4} The required warning shall be
located bn the wpper portion of the front
and rear panels of the package and shall
comprise at least the top 50 percant of
these panels; Provided, howorar, that on
ciparelle cartons, the reguired waming
ghall be located o the laft side of the
front and rear panels of the carton and
ghall cnmtpme af Joast the laft 50
percent of these panels.

(5) The reduired wamning shall be
positioned sach thas the taxt of the
roquived warning sud the other
information on that penel of the package
have the same srientation.

(b Adrertigaranis— 1} I shall be
unlawful for any raanfacner,
importer, disteibutor, or retailar of
cigarettes ta advertise or cause o ba
advertized within the Unitnd States any
cigaretts unless ity advartising bears, in
areordance with section 4 of the Federal
Ciparette Labeling and Advectising Act
(15 11.5.C. 123%) and this part, ane of the
requirad swarnings.

?2] The text in each roguived warning
ghall be in the English language, except
that

{i] T the case of an advertisement that
appesry in a non-English publication,
the text in the wgoied warning shall
appear in the predominant language of
the publication whethor or not the
advertigenent is in English; and

(if] Tx ther coge of an advertizement
that appeacs in an English language

ubliration bt that 1z nof in English,
the best i the requived warning shall
appear in the sarmoe language as that
priscipally used in the advertisement,

(4] For English-lanpuags and Spanish-
Langnaes warndngs, sach raquired
warnling shall ba obtatned from the
elecironic images containad in
“Cigaratte Bequived Warnings,” which
ig Ingorporated by reforomee af
§1141.12, and arcovately reproduced as
gpecified n “Ciparatts Required
Warninps "

(4] Far foreign-language warnings,
exvept for Spanish-lanauage warnings,
each required warning ghall be abtained
from the electronic images contained in
“Ciparette Raguived Warnings,™ which
is incarparated by reference at
5114112, and accurately reproduced as
specified in “Ciparatts Required
Warnings," including the inzertion of a
bewe gond accurate transladon of the
textual warning. The inserted texhaal
warning must conply with the
requirernents of section 4(h)(2) of the
Federal Cigarette Labeling and
Advartising Act (15 U.5.C. 1333(b](Z)).

(5] The peguired warning shall occupy
al least 20 percent of the arsa of sach
aclwertizameant, and shall be placed in
accordance with the requirements in the
Federal Cigarette Labeling and
Advertiging Act

() Ireenovable or peretanert
warnings. The required warnings shall
b indalihly printed on oc permanenily
affixed to the package or advertsament.
Such warndngs, for example, st not
be prhited or placed on & labal affixed
to a clear outer wrapper that iz likely to
e reineired fo accass the product within

the package.

§1141.12 Incorporation by relarenes of
required warninga.

"Cigaretts Requived Wammings"
Edition 1.0 (Juns 2011), consisting of
electronic files, 11,5, Food and. Doy
Administvation, referred to at $1141.3,
§1141.10(g) and (h), and § 1141.16(a), iz
incorporated by rafarancs nto this
section with the approval of the Director
of the Fedeval Register under 5 U.S.C,
652[a) pnd 1 CFE part 51. To emforce
any edition ofher than thet spacified in
this section, FDA must publich notice of
change in the Federal Eegister and the
ynAterizl most be available to the public,
All approved material s svailable for
inspection at the Mational Archivas and
Racords Adodnistration (MARA). For
Informetion oo the availability of this
material at MAR A, call 202-F41-6020 or
go to Attp:ffwww.archives.gor’
faderal regicterd
code of fadaral ragulations/
hr locations il Also, oo oy
ohtain a copy of the material by
contacting the Cantey for Tohacco
Products, Tood and Diug
Adwinistration, Office of Health
Commounication and Bdueation, ATTH:
Cigmeatte Warning Fila Requests, 9200
Corporate Blwd.,, Rockville, MD 20850,
1-87F—CTP-1373, or
vigeettewarningfilesdfda khe.gov. You
inay also obtaln the matecial at httpds
www. fio.govioigarettewnrningfiles.

§1141.14 DMisbranding of clgarettes.

{a} A ciparette shall ba desmed to ba
misbhranded under section 03(a){1) of
the Federal Ford, Dinag, and Cosmetic
Act if its package does not bear one of
the required warnings in accardance
with section 4 of the Foderal Cipaeette
Laheling and Advertising Act (15 TLE.C.
1333) and thiz part. A ciparetts shall ba
deemed to be mishranded under gaction
90Map 7N A) of the Federal Food, Drog,
and Cosmetic Act if its advectising does
not bear one of the required warnings in
accordance with section 4 of the Fadaral
Cigarette Labeling and Adwertising Act
(15 [1.5.C. 1333) and thiz part.

(b} & cigarette advertsement or
package will be deemed to include a
brief staternent of relevant warnings fir
tha purpases of section S0Ma)(B) of the
Federal Fond, llrug, and Cosmelic Act if
it bears one of the required warninps in
acrordance with section 4 of the Federal
Cigarette Labeling and Advertising Act
[15 U.5.C, 1333) and this part. A
ciparette distributed or offered for gale
in any State shall be deemed to e
nishranded under secticn 30300(8] of
the Federal Food, Drug, and Cosmetic
Act unless the manufacturer, packer, or
dispibutor includes in all
advertisements and packages izzsued or
caused fo be issued by the
manufacturer, packer, or distributor
with respect to the ciparette one of the
required warnings in accordance with
section 4 of the Federal Cigarette
Labeling and Advertising Act (15 U.5.C.
13313} and this part.

Subpart C—Acditional Disclosure
Ragquiremanis for Cigarelte Packages
and Advertizsing

§1141.18 Dlzgelosures ragarding
cagsatlon.

(2] The required warning shall
intlude a referencs to a sroking
cessation agssistanos resouece in
aceordance with, and as specifisd in,
"Ciparelle Rﬂqﬁired Warninga'
(incorporated by refersnes gt §1141.12).

[b) In meeting the smoking cecsation
needs of an individual caller, the
smoking cessatinm assLAEnoe resmroe
requi.t:ﬁ ta be referenced by paragraph
{a) of this section must, as appropriata:

(1) Provide factual information abeot
the harms to health associated with
cigarette smoking and the health
benefits of quitting smoking;

(2} Provide factual information about
what smokers can expect when trying to
quik;

(%) Frovide practical advice (problem
solvingfekills training) abowut how to
daal with common issues faced by
smokers trying to guit;
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(4} Provide evidence-based advice
abrout howr to formulate a plan to quit
srnoking;

(5} Provide avidence-based
infarmation abont effactive relapse
prevention strateglos;

(6} Provida facival lnformation on
smoking cessatinn treatments, including
FDA-approved cessation yoedications;

n

(7} Peowide information, advice, and
support that iz evidence-based,
unbiased [including with respect to
produocts, seevices, persong, gnd other
entities], and valovant to tobacco
cessation.

fr) The smoking cessation resouvce

muost:

{1} Other than as described in this
sechion, not advertize ar promote any
particulge product or service;

(2} Except to meaat the particnlarized
neads of gn ndividwal caller as
determined in the confest of fodividgl
counseling, not selactivaly prasent
information about a subset of FDA-
approved cessation products or product
categaries while failing to mention other
FDé-approved cessation products ar
prodoct cateworias;

(3} Mot provide or ofhecarigs
anconrage the wse of aoy deiag or othar
medical product that FORA has oot
approved for fobacco cassation;

4) Mot encourage the use of any non-
evidence-based smaoking cessation
practices;

(5) Ensure that stalf providing
smoking cessation Information, adwico,
andl support are trained specifically to
help smokers quit by delivering
unbiazed and evidence-hased
information, advice, and support; and

{6] Maintzin appropriate controls to
ensure the criteria described in
paragraphs {b) and [c) of this section are
il

{d] I the Secretary of the Departrnent
of Haalth and Human Sarvices
[Secratyey] detarmines that & pat of the
smoking cessatinn assistance tesouree
raferencad by paragraph {a) of this
secton does nat moot the crltorla
described in paragraphs (o) and [c) of
this section, the Sacretary shall taka
appropriate steps to address the
noncoyaplianca.

Dated: Tane 9, 2011.
Margaret A, Hambung,
Cormdtssfones of Food ed Drogs.
Dalad: Tane 5, 2011,
Kathlsen Sobalius,
Saaratory of Haalih ond Humon Servove.

Woie: The followdng Appendices will not
appear [n the Code ;g Fegeral Fepulations.

Appendices

I Technical Appendix X1: Smoking Rates
. Technical Appendix X2: Life-Years
. Technical Appendix X3: Timing of
Banefits
IV. Tachnical Appendic X4: Timing of Coaka
¥. Technirs]l Appendiv X5: Additiongl
Driagrams on Benafits
%I Tachnical Appendix X6: Uncerlainly
Monabysis
A Alternative Estimution of Smoking Rats
Feduclion
B. hdonta Carla Sivroalation

I. Technical Appendix X1: Smoking
Rates

FOA"s primacy and secondaey
methods for sctimeting the redoction in
synokiog rates realized in Cangds, dues to

that cowntey's introduction, n
December 2000, of graphic waming
Lahels both fneolve several gteps. In both
methods, the first step is to estimate the
simwaking rate teand for Canada in the
years from 1991 up toe and ncluding
2000. {We perform a similar analyeis for
the United States, but this will ba usad
enly fn the primary method.)

In response to conuments on the
Prallminary Regalatory Irapact Analysis
of the proposed rule, we refine our
astimate of the Canadisn smoking rate
trend by accounting for tax changes at
the Federal and provincial lewalz The
Ontaria Flue-Cured Tobaceo Growers’
Markating Bosrd [Raf. 174) raparts time
series of cigaratte taxes for Canadian
provinces and territories, (Because thase
Hme series only extend back to 19591, wa
haes had to sstimate s shorter time
tremd than the one wsed in the analysis
of the proposed role) We find avarage
tax levels for all of Canada by waighting
by provincial and territorial populations
(using Ref. 173). Wa then adjust
nomingl ciparette taxes for general
inflation using the broad Canadfan CPL
{(Ref, 176). (Canada has estimated a GDP
deflator only shnce 2002, 20 we use the
Canadian CPL, even though consurer
price ndices tend to be chavacterized by
zlight upward biases in their esimates
of inflation.) O results, along with
rosults from an analogous estimation for
tho United States, ave teported fn Table
42,

Table 42.—Zmoking Rate Trends, Canada and United Sraes’

Repression Resulis, Canads”

Repression Results, United States?

Intercepl

Time Trend = frfYam--
1985

Excise Tax (fr)

N

Iniercept = 4,475
Standard Error == 0.215%
l-slatigtic = 2071 5%
Croefleient = -0.377

Standard Error = {.063%
T-statigtic = -6.012°
Cocfficient = -0.215
Standard Errar = 0.0%0°
tstatislic = -2, bR

7

* Underlying smoking vate deta appear i tahle 4 of this docomenl.
" Regressian equation; nfSmakingRare) = Ifercept + Cogfficienr*niYea-1981) + Coefficianrt fnfExeiseTex) +

EFrdr,

Intercept = 3.451
Slandard Error = 0.202°
t-slarigte = b7 084"
CoelTicient = -0_115

Standard Frror = 4.074°
t-statistic = -[.351°
Coefficient = -0.101
Standard Erroy = .106°
statistic = -[1.950°

5

© Stanhard etrors end t-stadistios reported here dre uof adjusted for uncenatnty introdunced by he use of sarvey

dara,

d Bepression equation: IniSmokigRers) = frrercept + Coafifcfear® infYear- 19830 4 Coefffcienrt hnfExeire o) +-

L P
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Using the estimated time trend, we forecast and the achal Canadian srnaking rate batwean 1954—2000 and
foracast the Canadian smoking rate that  srookiog rate yislds the portion of the 2001=09 yields the estimate of the effect
wiauld have baen realized post-2000 had  srooking vate that is unexplained apart of graphic warning labels, 0.574

graphic warning lahels not been froro the noeduction of graphic percentage points, that appears in part
intraduced in that country, The watnirg labols. Calenlating the {a} of Technical Appandix Xé.
diffarence hetween the smoking rate differerca in the avarags unexplained

Teble 43.--lmpact of Graphic Waming Labels an Canadian Smoking Rals

Smoking Rate, Time Trend Forecast Unexplained Smaking Rame,
Canads’ Smoking Rate, Canada fanada’
150495 M5 nin ERLLY
199697 28.6 28372 0428
199899 T 16237 1.463
190 252 25855 -0.653
2000 244 25000 -0.69%
2001 pA ) 24 088 -1.388
2002 214 22247 -0B4T
2003 0.9 20274 (626
2004 19.6 10,594 0,01k
2005 LBT 15,242 -0.542
2006 [8.6 LE 950 -0.350
200¥7 o2 L5.al7 1.53
2008 [ FR 1%.291 -0.3%1
2009 17.25 L7957 {707

¥ Source: Health Canada (Refis, 126 and 127).
b pean for 1994-2000 is 0129 mesm for 200 -09 s 0 445; differonce in means iz 0.574,

In oo prefereed estimation method Contral wod Prevenfion (Ref 177) and United States and Canada, Finally, wa
(zea sertion X1D.1, above], we use the Jarnison of of, (Ref. 178), population data  apain subtract the avarays for 19942000
1.5, arferica as an addifional control.  foom tha 17,3, Censos Bursaa (Refs. 179 from the averaps for 2001-049; this
We find the wnexplained smoking rate and 180), and mflation data from the produces the estimats that graphic
in the United 3tates using calculatons 1.5, Bures, of Economic Analysis (Ref.  warning labels decreasze the national
anglopous to those used for Canada and — 132), W then calcolate the diffsrence in smoking cate by 0,088 parcentage
bax daka from the Centars for Disease uniexplaingd srooking ratos between the  points, Details appear in Tahls 44,

Table 44.--lmpact of Graphic Waming Labels on Difference Belween Uneaplained United States and Canadian

. Smoking Raes
Smoking  Standacd Error, Time Trend Onexplained Difference in
Rate, United  Smoking Rate, Forevas: Smoking Rate,  Unexplained Smoking
Siales" United Staves”  Simoking Rate, Uniled Slates Rates (Urited States-

o Linjted Siales Canadaf’
159405 24.5 ' 24742 0142 -0.251]
15946-57F 24.558 0.29 24.213 0.344 -0.082
19938 23018 .30 2397 -0,053 -1.514
1590 23302 032 23,504 -0.261 0353
2000 23.065 0.32 23,005 0060 0.759
2001 22,644 030 22 RaD -0.226 21a2
2002 22262 032 22.141 0121 0.967
2003 21310 0.30 2] 945 -0.635 -1241
2005 20,724 LAl 21518 -0.814 -1.272
2006 20564 035 21447 -0.BB2 -0.533
2007 12449 .40 21211 -1.762 -21.356
2008 20409 .38 20943 -0.53% -0.148
2005 20.513 037 20150 0.323 1.030
* Sourees: Mational Cenler for Health Statistics (Ref, 1299 and FIMA snalysis of Notenal Healih Iverview Survey

(Ref 122),
U ot roponed far 1994, but likely 1o be near the standard ecvor of 0.3 found For years 2000-03.
 Wean for 1994-2000 is 0. 140; mean for 2001-09 15 -0.051; diflerenee in means 15 G088
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IL. Technical Appendix X2: Like-Years

In calculating expected lifo-poars
gawed per dissuaded smoker, FDA relias
hewwily on the life tables developed by
Sloan et ol (Ref. 116). The lifs tahles ava
caleulated from the perspectiva of 24-
year-olds, 2o the caloulation of role-
induced effects on males and famales
who turn 24 spmetime aftar the wla
takes effect is relatively stralphtforward.
Ini the following example, wo wlll show
the calenlation of expected rule-lnduced
effects for 24-year-old fernales, nndar
the agsumption of 2 3 percent discount
rate; the ealeulations for males or far a
7 pereent discount rate wonld be
analngous,

The life 1ables shoi that, of one
hundred thonsand fernales whe smokes
at their 2aih birthdaps, 08,530 will
survive to thoir 25th hivthdaye gogd
99,876 to their 26th birthdays. DF ane
hundred thousand Z4-pauc-old, femals
nonsmoking smokars, 98,946 will
survive to their 25th birthdays and
89,889 ta their 26th bixthdays, Thess
numbers imply that, for sy ane
hundred thousand females who smake
at their 24th bisthdays, smoldng will
cause seven deaths batwaan bivthdays
24 and 25 and six deaths betwaen
hirthdays 25 and 26. The tehlas
continue to show aumbear of sucvivoes
in each category (and thus the smoking-
related excess probability of dying) for
every hirthday up to age 100; the
discontinuation of the tables at this
poiot requires us to assome no sueviial
in either category to the eos-hundred-
and-first birthday.

Enmeons who dies at the age of 24
Ioces all the Life-veags wp to and
including age 100, Without dizcounting,
this would be a total of 77 years; with
a 3 percent discoumt wte, however, the
total is 280 years, Similaely, someone
who dies at ape 25 loges 76 .
vndiscounted or 28,8 discounted life-
yaars. By roultiplying together the age-
apecific discountad lifs-year losz and
the age-spacific smoking-related exvess
probability of dying, then sumining over
all ages, wa arrive ot the overall
expected wombex of life-pears saved per
dissuaded faogle sogker. Tsing a
discount rate of 3 pearcent, this rmsalt is
[7/100,000]*29.0 + [6/100,0001* 29,5 +
., =054,

For individuals who are older than 24
at the time of the rule’s implementation,
we want to perform a similar
calenlation; howewver, direct application
ofthe nonsmoking smmaoker life tables is
imappropriate because the life
expectancy effect of smoking cessation
at a particular age is almost certainly
different than the effect of having
refrained from smoking since at least the

age of 24. Thus, it is necessary to
develop age-specific survival
probabilities for former smokers.

There are four possible events that a
24-paar-old smoker can experience
batwaen anj bwo Wixthdays: staging
alive and remaining a smokar, staying
alive and becorning a former smokst,
dying in the state of heing a smoker, or
dying in the state of being a former
amoker. The percentage of farmer
synnkers who do not experience the last
of thega evants ju the former smoker
survival probability that we sesk to
calculate. Wa will lusheats this
calculation for 25-year-old famalas,
under the assumption of a 3 percant
dizcount rate; the calculation for males
or pther dizconnt rates or age categories
winald ba analogous.

Wa again congider one bundred
thouzand famals pmokers at their 24th
birthdays. According to the National
Health Interview Survey (Rof. 128), 3.4
percent of thewn will becorne formes
smokers by their 25th birthdays.
Follvwing Sloan &t af., we use the 1998
NHIE and define former smokers as
ndividuals who guit at least 5 pears in
the past. Sloan ef al's life tableg
indicate that another 81 of the origingl
one hindred thousand will dis bafors
their 25th birthdays; all 61 die in the
state of being smolkers [becauss no Hme
hag slapasd since they were smakers at
the definitional age of 24). This leawes
06,540 who are alive and sl simoking
and 3,399 who are Nwing formes
smokers at the 25th hirthday.

Sloan ef al s typical smoker lifa tabla
indicates that 63 of these 25-year-old
giririvor: will die before their 26th
bivthdaye; we must caleulate how many
of them die in the gtate of being smokers
and hevwe ooy o the state of belng
former smokers. To find death
prabahilities for those indlwidvals who
are still smoking at age 25, wer look to
Sloan et al.'s life table for lfstime
smaker:, Whereas the typical smoker
life table shovws survival patterns for
imdividuals whe srooke st age 24 and
may quit somatima later o life, the
lifetivoe stnoker lifo table lenlates
survival patterns for individuals who
srnoke at age 24 and continne to a
specific ag; The lifetime smoker life
tabla will bepin to diverge from the
typloal life table at Tater apes, but for
birthdays 25 god 28, the wezults ave onee
again 99,934 and 99676 sureivors;
tharafore, the percentage of 25-year-old
female smokers who survive to birthday
26 15 00 07600 5359, Wultiplying this
parcantags by the 96,540 srnokers alive
at birthday 25 yields 61 deaths,
Therefors, twa (=63 — 511 deaths of
former smokens grg axpocted betwesn
birthdays 25 and 26, and the age-

specific former smoker survival
probability ia 1 —(2/1,399) = 0.6993F,
[This techinirue for astirnating former
smoker survival probability does not
distinguish betwean recent quifters and
those who quit many years ago. Not
imaking this distinction, which becornos
increasingly important the further
beyond age 25 we consider, will Tesult
in our estioates of cegsation-related life
expactancy benefits befng koo preat for
those who quit at an advsnced, age and
too low for those whao quit at an savly

age.]

To find the expected number of Lifa-
jraars pained for a female who quits
srooking at age 25, we subtract from
0.93637 the gupeival probability for a
siaker of the same ags (calculated fomn
Eloan et el s typical soonker life tabla),
then roultiply by the discountad mworber
of life-years lost if death necurs at age
25 [previously found to be 28 8), and
finally add the expected walue of life-
years gained by quitting at age 25,
discountad 1 yage, Becanze there 2 no
extension of Life twought ahout by
quithing at age 100, thiz addition ks
ieasible for age 99, and than for age 98,
and s on back to age 25 The final
vasult for fernales who quit smoking at
age 25 is 0,081 discounted life-years
sawad.

For the year 2003, we multiply our
estimated age-spacitin expacted
discoumnted life-yoars saved by the
cohort sizes (for ages 18 and ahows)

rojected by the U8, Census Bursan

f. 130). For pears 2014=31, we

multiply cur estimated ape-specific
expected disconmted life-years saved by
the cohorts that woold oot haie heen
included n our 2013 caloolation,
specifically new 24-yoar-olds and oldar
individuals whose cohorts grow from
one year to another (for examnple, if the
projacted nuniber of 35-year-olds in
2014 ig greater than the projected
mumber of 34-year-olds in 2013, the
differerice iy included in the 2014
calculation). Finally, we estimate effects
for ndividnals who are 16823 in the
yeer 2031 by discounting the present
value of benefits accruing to 24-year-
olds by tha number of years until each
cohort veaches that ape threshold.
Regalfa are further multiplied by FDA's
asmats of the rule-induced reduction
in the 1.8, smokinp rate ta yield our
tinal sstirmate of the number of life-years
sarerd by the reculation,

II1. Technical Appendix X3: Timing of
Benefits

Fha's estimated benafits appear as
undiscounted strearns 1o Table 45, Parks
1 through 12. Benefits ave realized as
late az 2113 becanse wa calenlats affacts
aver lifetimes extending to apgs 100 for
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coharts aped 18 and ebove during the
first 20 yoars (2012 to 2631) of the final

role’s forplementation.

Becaige mayny of onr sources report
only pregant values of smoking-related
efferts, estirogting the timing of those

aiffects raguires us to make various
aasumptions, Changing thaze

assumptions would change the results

appearing in Table 45. Sirmilacly,

berawse rpany of sur sources report
present values calewlated only with a

discount rate of 3 parcent, changing our
assumptions about the tirning of effacts

wonld changs the present values we

have reported af the 7 percent discount

rate {an important exception bolng the
precant walue of reduced mortality for
Za-year-olds because Shoan of al’s life
tables allow ws to know the timing of

those benefits].

BILLING CODE 4160

Tahle 45 --Undiscaunted Strean of Benefils and Consumet Surplus Costs (F mil), Par 1

pail vl 23 4 2015 2016 2017 2018 2010 2020

Murlalivy, Apge = 18-24 0.0 0.0 0.0 Q.o -] -0t <01 -0l -0.2
duriny 2013-2 1, with
YELY =%X12.615

Mortalivy, Age = 24 in a0 L 209 L3 41.7 520 622 124 E2.1
2003, with ¥S5LY =
5212615

Health S, wilh YSLY 0.0 6.1 123 I5.5 246 0.6 6.5 424 482
=£212 515%

Medical Costs Reductions, 0.0 1.2 25 3.8 50 8.3 7.5 £7 R
Age = 18-24 during
013374

hedical Casis Reduclions, a.0 A Il T 21.7 7 1.7 217 Ila 214
A = 24 im 201 Y

Financial Effects’ 0.0 1.1 L& 21 26 il 1.6 4.1 4.6

Five-Related Maortality 0.0 40 40 50 51 52 5.2 513 54
wilh 3% Dse, Rae and
VELY = §212 415%

Five-Rocfatead Mortality 0.0 2B 20 149 10 .0 il kN | 12
with 7% Disc. Rate and
VELY = f212 815

Fire-Relawed Prapery 0.0 G0 09 na 0.9 ne 0.9 0% 1.0
Dramags'

Consumet Suius wilh 0.0 3081 3130 TR 324 3274 3324 3177 3430
1% Drise. Rate and
VSLY = $212,6157

Consumer Surplus with g 1399 1422 1443 1465 1487 1510 1534 1558

794 Dise. Rate and
VELY =£212615%
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Table 43.--Undiscounted Siream of Benelils and Consumer Surplus Costs (§ mil), Parl 2

Iﬂ‘g]_F 22 2023 024 2075 26 2027 pad il 2025

bortalicy, Ape = 18-24 -2 -h2 -h1 -1 07 2.2 4.5 1.7 11.6
during 2013-31, with
VELY =5212615

Motality, Ape = 24 in 91.8  101.3 1104 1197 1283 1364 1440 1511 1575
2013, with VALY =
iz 615t

Health Siatus, with VLY LER!] 596 653 TL1 Tl X g3 954 10l4
=522 615

Medical Coss Redosiions, 11.0 12.2 13.4 14.6 158 17.0 183 19.5 208
Ape = [8-24 dwing
2013319

Mudical Costs Redoctions, 216 216 2148 216 il.6 216 26 21.4 2156
Ape = 2400 20]3°

Financial Effrcls’ 50 35 50 .4 6.9 T3 .8 g3 E8

Fire-Related boreality 55 5B a7 5.8 5.8 59 6.0 6.1 6.2
with 3% Dige, Bate and
VELY = 212,615

Fire-Relmed Monalivy 3z i3 i3 34 14 35 s kN RN
wilh T4 Dise. Rate and
VELY = 5217 51540 _

Fire-Relmed Property 1. 1L L& 14 L0 1.1 1.1 1.1 1.1
Damage

Consumer Surphis wilh ME4 35348 35394 3650 3708 Zres 3826 3ABET 3ME
3% Dhse., Rale and
VALY =%212.4)54

Consumer Surplog with 1522 Iel?Y 6313 LS A 1684 §TL1 1738 (P65 1793

T Drse, Rate smd
VELY =3$212 6154
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Table 45 ~Undiscounted Siream of Benefhs and Congumer Swplus Costs (8 mil), Pan 2

2090 21031 2032 2033 2034 2035 2036 37 2038

Muorality, Ane = 15-24 16.3 i 280 367 454 557 3.5 El.O 0a.4
during, 2013-31, with
V5LY =§212 615"

Mortality, Age = 24 in 1639  l603 1746 1792 1833 i%68  18%4  19[8 1934
2013, with VELY =
212,615

Health Siaiws, with WELY 1070 1142 1204 126% 1332 1306 1460 1524 1524
=§212.615

Medical Costs Reductions, 221 234 347 260 1.3 IB.6 549 a1z iz
Apge=18-24 during
2013-31"

Medical Costs Reductions, 215 213 214 1.2 2L 21.0 s | N e
Ape =24 in 20] 3

Financial Effecis 0.4 2.9 10.4 1.0 1.6 i2.2 123 i3s 139

Fire-Relaled Mortality 6.3 6.4 6.3 6.3 6.2 4. 6.1 6.4 6.0
with 3% Disc. Rale and
VALY =3212.615"

Fire-Relsed Martalicy 37 7 37 kil 36 16 35 A5 35
with 7% Disc. Rate and
VSLY =8212,615"

Fire-Related Prapeory 1.1 11 11 11 1.1 1.1 Ll 1.1 11
Damage

Conzumer Surplus with 4004 4053 4006 39TT 3008 3A0F  3ESe 3313 3793
3% DHse. Raeand
YELY = 5212615

Conzumer Surplug with 1818 1841 1824  IBO7  1TES 171 1751 1FRL 1723

7% Disc. Rate and
VSLY = §212,615"
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Table 43.--Undiscouned Sream of Benefits and Consumer Surplus Costs (3 nul), Parl 4

2025 040 2041 2042 M3 20dd HMS 2046 3047

Momality, Age = L824 1135 1327 1540 1774 2002 2315 2625 29646 3339
duriimg 2013-31, wilh
VALY = 212615

Momnualiy, Age =24 n 1644 1948 1946 19329 1924  1%0E 1834 1854 IB1M
200, with ¥ELY =
212,615

Heallh Staws, with ¥SLY 1sx4 1524 1524 1524 1524 1524 1524 1524 1524
= 212615

Medical Costs Bedueiions, 1.2 3 283 8.3 7.4 20.5 355 4.6 237
Ape = 18-24 during
2013-31°

Medical Cosls Reductions, 203 2001 199 197 19.4 19.2 13.9 187 18.4
Age =24 in 201 ¥

Financisl Effeers” l4.4 150 155 16.1 168 17.5 13.3 19.1 204

Fire-Related Moutality 5.9 549 5% 58 5B 5T 5.7 i6 5.6
wilh 3% Dise. Rate and
WSLY = 5212 61540

Fire-Related Morali s 3.4 34 34 34 4 33 33 i3
witly 744 Dise. Rate and
WELY = 212,615

Fire-Relmed Fropemy .1 1.0 1.a [ 10 14 1.0 1.0 1.0
Damape’

Consumer Sirplus wilh T2 49 X724 AT0Y 0 36T AG43 361 35330 35510
3% Chisc. Raleand
YSLY =%212.6159

Consumer Swplng with 1713 1703 1522 1681 1a6R 1RSS5S ladl I62Y I4lLA

T% Dige. Rale aad
VELY = §2[2,415'%
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Table 45 —Undisconnted Stream of Benefits and Conswner Sunplus Costs (5 mil), Pan 5

048 2049 M50 2051 52 2053 M54 2055 2056
Movtalicy, Age = 18-24 3745 4187 4654 5155 GeRd4 sra4 GRS T4AT ELLI
during 20013-31, wilh
VELY =5212.515
hMonalicy, Age > 24 in 1774 1734 1884 1631 1573 1512 1449 1333 1315
2013, with ¥SLY =
Fr12,615% .
Health Staws, with VLY 1524 1524 1524 1524 1524 1524 1524 1324 1524
= 5212615
Medical Costs Redypelions, e 22.0 AR M2 19.2 1B3 155 12.6 47
Age = |B-24 during
2013-317
bedical Costs Redoctions, 18.1 17.7 1.4 [XAL 6.6 16.3 159 15.5 15.0
Age =24 2013
Financial Effects’ 210 2321 23.3 24.5 258 7.2 286 NG 316
Fire-Related horialily 5.5 35 54 53 53 52 51 5.0 50
vl 3% Dige. Rawe and
VELY = £212 5% :
Firc-Related Mocality 1z iz iz 1l il ER1) 3 2.0 2.9
wilh 7% Dise. Baie and
VELY = F212,615"
Fire-Related Property 1.4 1.0 1.a 09 09 0.9 0. 0.9 09
Dramngess’
Comsumer Surpls with 3501 3470 3419 3386 3343 3293 3237 3RO 3153
344, Disc. Rale and
VELY =$212,6159
Consunmer Surplus with 1595 15748 1557 1538 1493 1477 1435 432

7o Dise. Rane and
VELY = §212,615F

1515
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Table 45.--Lndisconmed Stream of Benefitg and Consumer Surplus Costs (8 mil), Pan &

2057

2058

255

2060

2061

3067_

2063

e

2063

MMoradivy, Ape= 1E-24
during 2013-31, with
VELY =£212.615"

Manality, Ape =24 in
2003, with VELY =
g212.81 50

Healuh Staties, wilh
VILY =3212 615"

Medical Casts
Beductions, Age =
1£-24 daring 2013-
3

Medical Costs
Reduclions, Age > 24
in 2013°

Financial Effects ©

Fire-Relaled Moralily
with 3% Dise, Rate
and V5LY =
P21 615

Fire-Relaed Bordaliny
wills 7% Dhise. Rale
apd WSLY =
5212615

Fire-Belaizd Propery
Dramape!

Conmuiner Swrplus with
3% Dise, Rale and
VELY = 52126154

Consumer Surplus with
7% Disc. Rale and
VSLY =§212 615%

B7DS

[24.5

152.4

6.8

14.6

Azl
4.9

2.9

0.5

ilo2

1405

9510

1175

152.4

3.9

td.2

35.0
4.8

2K

LAY

3049

1385

1.025.4

j§ [

152.4

1.1

3.7

KL
4.7

2.8

.8

2598.5

136.1

LH1e

103.2

1524

-1.7

133

38.6
4.4

2.3

0.8

2941

1306

WEDE

961

152.4

4.5

[2.8

4.5

27

0.8

28BS

1310

[ 3588

8o,

1534

123

42.5
4.5

P

08

3830

1285

1,23&.1

8.2

1524

=10.1

10

44.5

2.0

0.8

215

1200

14200
54

524

-125

406.5

4.3

2.5

0.4

1720

123.5

14995

658

1524

-14.7

6.9

48.4

25

07

2664

1210
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Table 45 ~~Undiscounted Swean of Benefils and Consurnes Surplus Costs (F ouil), Fan 7

2066 2067 2068 2069 2070 2071 2072 2073 2074

Mortabily. Awe = 18-24 15772 16525 1,7252 17946 18570 15144 1. Bed8 200490 20379
during 2013-31, with
VSLY = $212.615"

Mortaliry, Ape > 24 tn v 505 0.7 45,2 400 52 0.8 26.8 231
213, with ¥SLY = '
5212615

Healle Status, with 1524 1524 152.4 i51.4 1524 152.4 1524 1524 152.4
VELY = 5212 615

Medical Cosis -l8.6 -l3.s S 2213 -24.2 262 2R <000 =324

Eeduclions, Aps=
§3-24 during 2013-
3
Medical Cosls 1% 10.0 4.0 Q.2 BE B3 79 7.5 7.1
Rratuctions, Age = 24
in 201 %
Financial Effecis’ 50.4 523 5.1 558 574 IR 50,0 G0 817
Fire-Relaied Morlality 4.1 4.0 4.0 39 3k 17 KN 35 15
witly 3%4 Disc. Rabe
and VILY =
212 6505M
Fire-Relaled Manality 24 14 23 23 2.2 132 by | 21 2.0
wilth 7% Disc. Rate
and W5LY =
$212,615
Fire-Related Property 0y 07 0.7 07 0.7 07 L6 0.6 0.5
J:Ilzm'na.gv.‘:L
Consumer Surplus will 2610 2554 2508 M55 MO 2353 130 2230 2403
3% Disc. Ratcand |
VELY = $212,6150
Consumer Susplus with 1185 116.2 113.9 1LLT 1023 R 04,3 1022 100.0
7% Dise, Rawe and
VELY =§212.615%




Federal Register/ Yol 76, No. 120/ Wednesday, June 22, 2011/ Rules and Regulations

36765

Table 45 —Undiseounled Suream of Benefits and Consunier Surplus Casls (5 oil), Par 8

2075

2076

209y

Moriality, Age = 1824 2,0562 20602 2,0508 2.028.3

during 2013-31, with
YWELY =3212615

Morlality, Ape =24 in
2013, with WSLY =
5212,615F

Heallh S1ams, with
VELY = £212,815%

Medical Cosls
Reductions, Ape =
14-24 duning 2013-
i

Muedical Costs
Reductions, Age = 24
in 230

Financial Effects’

Fire-Relmed Morialiy
wilh 3% Disc. Fate
and VELY =
£212,615"8

Fire-RBelated Monality
willh 7% Dige, Rale
and VELY =
§212.615"

Fire-Relaled Propeny
Cramape’

Conswmer Surplos with
3% Drizc. Raleand
VSLY = 5212,615M

Consumer Surplos willi
7% Disc. Rate and

LU VSLY =§212,615F

19.8

1524

-34.1

6.7

621

20

a6

2554

979

6.8

152.4

361

6.2

2.1

1.9

N4

2108

95.6

14.1

152.4

S|

5.8

G617
31

0.a

20579

93.5

1.8

152.4

-40.1

54

609
32

1.3

0.6

200.9

91.2

2078

2079 2080 2041 2083 2083
1,%95.5 19507 IA9%4 1%37.1 L7682
8.7 5.0 6.5 5.2 4.1
152.4 1524 1524 1524 1524
-40.] -40.1 481 -40.] -40.1
s 4.6 4.1 37 iz
599 .G 50 553 533
4.l 30 2.9 iR 27
1.8 1.2 17 1.7 1.6
(.5 ) 0.3 .5 s
1958 190.7 1853 (R 174.3
8o VS i4.1 B1.7 792
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Tuble 43.--1Undiscounted Stream of Benefits and Consumer Surplus Costs {$ mil"_r, Par ¥

2084

2085

2E6

2087

2088

2082

2090

2091

2092

biontalify, Ape = 1B-24
during 2013-31, with
WELY = §212,6] 5

Mortalivy, Age > 24 in
23, with VWELY =
$212,6157

Healih States, wily
WELY = $212,615%

Medical Costs
Reductions, Age=
13-24 during 2013-
34!

Medical Cosly
Reductions, Age =24
m 2012

Financial Bffecls”

Fire-Reloled Mortality
with 3% Disc. Role
and ¥5LY =
212,615

Fire-Related Mortality
witlh T4 Dhsc, Rale
and WELY =
$212,605

Fire-Belated Froperty
Damage!

Crnsumier Surplus wilh
3% Disc. Rae and
VELY =F212,615%

Conguner Surplus witl
T4 Disc. Bale and
VELY = $212615*

1,692.7

13

152.4

4001

18

51.1
27

(%]

a5

1639

78.7

6119

2

[52.4

~44.1

2]

48.8
2.6

L5

0.3

[&3.4

42

[5264

24

b52.4

-40.1

Ls

463
a5

L5

0.4

1575

7.7

14364

13

152.4

401

1.4

438
2.4

1.4

04

152.4

69.2

1.342.4

1.1

1524

-40.1

0.9

41.1
2.3

1.3

a4

1465

66,7

12454

0.5

[52.4

-40.1

0.4

8.3
2.2

13

.4

141.1

641

1,147.1

a8

146.4

o

0.4

354
PR

17

a5

i35

34.4

10479 9431

0.6

140.1

-360

0.4

s
2.8

1.7

0.5

Ires

8L&

0.5

133.4

2351

a3

9.6
27

0.5

1730

5.4
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Table 4%.--Undiscounted Suwcam af Benedits and Consbmer Surplus Costs (§ mily, Pan 10

2093 2004 2095 2004 2007 2098 2009 2100 2101
Mortality, Age = 1§-24 8482 TARS  BS1LE S3K4 4604 3848 3080 1373 1805
during 2013-37, with
YVELY =§212.615
Movtality, Age = 24 in 0.4 0.3 0.2 a2 0.1 01 0. Q.0 0.0
2003, with ¥5LY =
$202,615%
Health Status, with ¥5LY 1278  121% M9 1104 104.2 Q8.3 0T G a7l gl.2
=§r12,615%
Medicel Costs Reductions, -7 321 -30.5 250 274 -1s&% 0 2450 14 114
Ape= 1824 dwing
2013-311
Medical Cosis Beductions, 03 03 L2 4.2 0.2 ] 0.1 a1 n.1
Age =240 2013° .
Financial Effects 26,4 237 208 18.] 15.4 129 10.5 g5 6.8
Fire-Retaled Marlalipy 26 23 24 2A 23 22 21 20 20
wilh 3% Dise. Rale and
YELY = §212.6(5
Fire-Related Muartaliny L3 1.5 1.4 1.4 1.2 1.3 1.2 1.2 1.1
willy 7% Disc. Rare and
VLY =5212,615""
Fire-Related Broperty 0.s 04 04 0.4 .4 a4 0.4 0.4 03
Damage
Consunier Surplus with 1665 fo0.3 1524 1490  [42.7 1386 1338 1100 1242
3% Dise, Rate and
WELY =§212,8)34
Consumer Surpheg with 73.6 728 70.1 677 653 63.0 605 5B.6 6.4

T Dise, Rate and
VILY =§212615%
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Table 45 --Undizcounted Stream of Benefis and Conswmer Surplus Casts (§ mil}, Paro L

2102 2103 2104 2105 2106 2107 2108 0% 20

Mortality, Aee = 18.24 1338 964 a7.2 454 wr 1712 a5 4.7 1.9
durings 2013-31, with
VELY = 5212615

Morlality, Age 14 in 0.0 (Hi] 0.0 o] 0.0 EF 0.0 00 Vil
2002, wailh V5LY =
§212 6150

HMealh Seius, with Y¥SLY 753 65,3 a3z 570 508 44,5 383 2400 254
=5212.615%

Medical Cosis Keductings, -19.5 -LE2 ~lt6 -1580 -134 0 -11.7 0 -1k K4 -8
Ape =18-24 during
20133

Medieal Costs Reductions, 0.] 0.0 0.0 0.0 a0 0.0 0.4 0.0 0.0
Age =24 in 20137

Financial Effecis’ 5.3 42 iz 23 1.9 1.4 1L 0.4 .6

Fue-Felmed Maortality with 1.0 1.8 1.7 1.6 14 1.5 14 1.2 [0
3% Dise. Fate and VSLY
=8212a15"

Fire-Relaed Maraliy with 1.1 1.0 1.0 1 0 0.5 0.3 0.7 0.k
7% Dise, Rawe and VELY
=$212,615*

Five-Relawed Propeny 03 0.3 0.3 a3 n3 0.3 02 0.2 2
Damﬁignfi

Consumer Swplns with 3% 119.1 1139 108 8 1038 8.7 EER B8.0 745 af.9
Dise, Fare and WELY =
$212.6154

Consumer Surplus with 7% 54.1 518 49.4 47.1 448 425 00 33§ 2746

Dise, Rae and VELY =
$212.615
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Table 45.--Undiscounled Stream of Benefits and Conswimner Surplus Costs (5 mil), Part 12

2111 2112 2113

hMortality, Age = 18-24 .3 (.0 0.
during 2003-31, with
VELY = £212.615"

Morality, Age > 24 In 0.0 0.0 0.0
2003, with VELY =
$212,60 54

Health Status, wilh VY5LY = 1.3 125 )
$212 6158

Medicel Coss Feductions, 251 214 -7
Ape = 18-24 during 20)3-
3

Medical Costs Beduclicns, 10 .0 0.0
Age =24 in 2013

Financial Effecis’ 0.4 0.3 .1

Firc-Relared Monality with 0.7 0.5 0.3
3% Dt Raie ond WSLY
= §212,615%2

Fire-Belated Mortalivy with 0.4 0.3 02
T Diise. Rae and VELY
=§1]2,615""

Fire-Relmed Property 0.1 0.l 0.l
Darnaged

Conswmer Supls with 3% 47.2 134 19.5
Ihse. Rale and VELY =
$217 6|54

Consurmer Surplus with 7% 214 15.2 58

Disc. Rate and VSLY =
$212.,615
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* Mumbess ik 1his row may be muttplied by 0.5 o produce resulis for WSLY=3106,308 or by 1.5 o produce
rezublis for WSLY=53118,921.

¥ Alsa includes individuals who warn 24 berseey 2003 and 2031 but are first exposed 1o graphic waming labels a1
larer ages due 1o wmigraion. Underlying assumplions discussed in detail in Technical Appendix X2.

¢ Underlying assunapiion: $loan et al's present value of years wih falrpoor heallh siatug diswibuied equally over
apges 24 to 100, Result: this row shows benefits being accrued in o pattern somewhit less concenwried in the
middle years of life than the Hkely reality. Becadse Sloan et al. report vndiscounted effecls of 26% years for
females aud 1.41 vear for males, and discountng reduces e effects o [L27 and 0.90 years, Lhis concentratdon, on
average, conlers on fermales' forty-ninth birthdays and males” (hirty-ninth birthdays.

! Underlying assomprion: Sloan ct al's medical cost present value distributed squally within age bins (24-50, 51-
&4 and 63+,

£ Alga includes individuals who rrn 24 between 2013 and 2031 but are firs exposed W prphic warning labels at
later ages due 1o inmigradon. Underying assumpiion: Sloan < al's medicel costs prezent value disuibued
equally cver ages 24 to 100, Resulr; this row shows benefits being sccrved somewhat bter end i lesser amaunts
1hans the Likely realivy for reladvely young quinees and someiwhat earlier and in greater amounts than the likely
realify for relatively old quitters.

U ineludes Sociab Security oullays, neeme @xes on Social Security-faxable eammings, defincd benefit private
pension omlays and lite mswrance outlays. Underlying assumption: nst {inaneial effect disoibued aver lime in
the same pallern a5 the sum of mortality, merbidily and medical cost effects,

¢ Underlying assumption for quillers aped 25 and abave: Sloan et al's cigaretie consumption presenl value
diziributed equally over ages 24 1 100, Result tiis cow shows benefits being accrued somewhat laler and
possibly in slightly greater amounts than the likely veality. Five-relared death (oss is a present value, calculated at
the tinae of deth with a discount rate of 3 percent, of future ¥5LY.

" Updezlying assumption for quitiers aged 25 and above: Sloan et al.’s cigaretts consumption present value
distribied equally over ages 24 1o 100, Resule this row shows benefits being secrued somyewhat later and
possibly in slightly rester amounts than e keely veality. Fire-vclaed death loss i3 4 present value, caleulated a1
e vime of deatl with a discoum ate of T pereent, of funwe YWELY.

"Underlying assempion for guiters aged 25 aud above: Sloan el al's cigaveile consunption present value
distributed equatly over ages 24 10 100, Result: whis row shows benefits being accrucd somewhat leter and
possibly it slightly grearer amounis than the likely reality.

'Murbers in this row may be multiplicd by approximarcly 0.4%6 10 produce results for VSLY=8106308 or by
appraximately 1.504 10 produce resuds for YSLY=5318923.

E Wunibers i this rove meay be puhiplied by approximately 0.520 to produce results foe VELY=3106,30% or by
approximately 1.500 (o produce reseits for VELY=5318921.

IV, Technical Appendix X4 Timing of

Costs
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Tahle 46 --Undiscounted Steeam of Caosts, Low Extimale (3 mil), Part 1

2012 013 M4 2015 2016 2017 2018 2019 3020
Frivate Sector
Labeling Changs i1
Market Testing 1.5
Paint-of-Sale Advertising 454
Confinulng Admin and REK 04 04 04 04 04 0.4 04 04
Subootal s 44 04 04 04 0.4 0.4 0.4 0.4
Giovernment
FDa 62 682 62 62 62 A2 .2 6.2 62
Ciher (Cessalion Resource) ¢4 Q0 00 00 00 0.G 0.0 0.0 0.0
_Sublotal £.2 6.2 62 62 62 6.2 6.2 6.2 6.2
TOTAL IZ56 6.6 6.0 646 66 fi.f5 6.6 .4 1.4
Table 46.—Undiscounted Sweam of Costs, Low Estimate (§ mil), Part 2
2021 2021 23 M4 2033 2026 2027 2028 3020 303 2031
Privale Seclor
Labeling
Change
Market Tesling
Foinl-of-Sale
Aulvertising
04 04 0.4 0.4 0.4 (4 0.4 0.4 0.4 0.4 a4
Subtolal 0.4 .4 0.4 0.4 0.4 a4 04 0.4 04 0.4 0.4
Crovermmént:
FDA 62 6.2 6.2 6.2 6.2 6.2 6.2 6.2 6.2 62 &2
Oiher 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 a0 0.0 0.0
(Cestarion
Rosouree)
Subtowsl 6.2 6.2 6.2 6.2 6.2 6.2 6.2 62 62 6.2 6.2
_TOTAL 6.8 11 6.6 E.6 6.6 6.6 6.6 6 .fi 6.6 6.6 1.5
o Table 47 —Undiscounted Srreamn of Costs, Medium Estimate (8 mail), Part 1
2012 2012 2014 2015 2016 2017 2008 2009 020
Private Sector
Labeling Change 2953
Mlarkel Testing z.1
Point-of-Sale Advertising 454
Counlinuing Admin and HE 0.6 0.6 0.6 0.6 0.6 0.6 0.6 0.6
Sulvonal 427 (0.6 06 04 0.6 0.6 06 0.6 0.6
OVEITIMIETLL :
FCrA a.2 6.2 6.2 62 6.2 a.2 a2 a.l 0.2
Orther (Cessation Resource) 00 00 oD 00 D0 00§D 0.0 0.0
Subrowal 62 62 A2 2 62 62 A2 6.2 f.2
TOTAL 348.9 f.8 6.8 6.8 6.8 6.8 6.8 .8 6.
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Table 4T.~Undiscounted Streamy of Cosls, Mediugy Estimae (8 nal), Paci 2

M2 2032 2023 2024 2025 2026 2027 2028 2029 W 2031
Private Sector
Labeling Change
Market Testing
Point-of-Gale
Adverlising
0.6 05 0. 0.6 0.6 f.6 0.4 0.6 046 06
Subtotal 0.0 0.6 0.6 0.6 0.6 0.6 0.6 0.6 (.6 0.4 0.4
Govenwmnent
FDA 6 62 a.2 a2 6.2 6.2 6.2 6.2 6.2 62 62
CHher {Cessation 0.0 0.0 0.0 0.0 .G 0.0 0.0 0.0 0.0 0.0 0.
F.esource} ]
Subictal h2 62 6.2 6.2 .2 6.2 5.2 6.2 6.2 6.2 6.2
TOTAL 6.2 6.8 [ A5 6.8 0.5 .5 .8 a3 6.8 iR
Table 42.--Undiscovnted Stream of Costs, High Bstimete {§ mil), Par | o
2002 2m3 2014 M5 2016 2017 2018 2019 2020
Priv, r
Labeling Change 464 8
Market Testing g2
Pomt-of-Sale Adveriising 454
Continuing Admin and RE 0y D 05 0D 0D 09 0.0 n.g
Sublotal- 5184 0o 0.9 a9 05 0.5 1 .0 na
Govemment
Flha 6.2 6.2 62 a.2 a.2 6.2 6.2 6.2 6.2
Oher (Cessation Besowce) o0 G40 00 00 00 00 0.0 0.0 0.0
Subioial 6.2 [ 6.2 6.2 6.2 6.2 6.2 6.2 i
TOTAL 3246 71 7.1 7.1 7.l 7.1 1.1 i1 3d
Table 48.--Undiscounted Sweam of Casts, High Estimate (F mmil), Part 2
A2 2022 I03T 2024 25 026 T 202§ 2020 7630 203]
Private Sertor
Labeling Change
Mackel Tesling
Paint-oi-Sale
Adveriging
oo 09 0.9 .9 0.5 0.0 IRU 0.0 0.0 0% 09
Subtotal 0.4 n.e ng 0.9 0.5 0.0 0.9 0.9 0.9 04 0.9
Govanmenl
FDA 62 A1 B2 B2 62 &2 62 63 62 62 62
Other (Cessation 0.0 a0 a0 00 0.0 0.0 0.0 0.0 (.0 n.a (1X1]
Resouree)
Subimal 6.2 .1 &2 6.2 6.2 6.2 6.2 .2 [ 6.2 4.2
TOTAL 7.1 7.1 7.1 Tl 7.1 7.1 7.1 7.1 7.1 T.1 i1

BMUNG CODE AAED=01=(

V. Technical Appendix X5: Additional
Diagrams on Benefils

Consitter Strpdiog Modal. Tha
banefits astivosted in sactinng
XID2hbii, IT D2 L, i3, KLD.2. b and
XID2 bow owerstate, all alee held equal,
the net internal (i, inteapersonall
bemefits [or costs, n the cass of section

# Tha dillerence babvweun whil 4 consiroes
sranld ba willing Lo pay for & good o seodce asd
whal that conaamer sctuelly hes to pay.

KLD2 0 %) of reduced smoking bercawse
they inclode only the inoreased welfars
from inproved health and expeeted,
longevity (and decreased welfae doe to
subsidy loss] and do not accmunt for aoy
lost consummer surplus ¥ associated with
the artivity of soking. In the
Prelirtinary Eegulatory lmpact Analysis
(3o pape 75 FR 60524 at 59544), FDA
adjusted henefits eztimates with a 50

percent consumer surplus reduction,
baged on a mods) created by Cutler (Ref.
134]). Several coanments on the proposed
rula gxprezsed cancern aboat the
appropriatensss of Cotler's assumptions,
go FDA haa revized the model to make

it smare applicablo to the proseont
analysis, Our revised model is
iMustrated in Figure E1.
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Fipure E1, The Marke for Smeking, Before and Afier Rule Implementation

Price

We begin with a downwerd-sloping
demand for typicel Mfstioe smoking. A
negative relationship between price and
consumpiion of clgarsttes has been
demngtested ampirically many Hoes
over (Chaloupka and Warner (Ref. 162)
rerisw this literature).

Thea heipght of 1ne DG5Sy marks the
full goat, kncluding the cost of adverse
hoglth and 11fs expectancy effocts, of
typical lifetime smoking g:hus. the
“Trcouwnted Cost of Smoking or DN2S),
while the height of line DCS ey iEtks
oy the aftar-tax price of cigareites, Tha
hefght diffavence between these two
lines i the sum of the per-perion effects
i calonlated in sections X1.0.2.huii,
XILD.2 hiii and X102 hiv. Alse
helonging in DCS,q are the effecls
caloulated in section XID.2.b.v baciaase
the concapt of the full cost of smoking,
asueed in tha model, is defined from
the private perspective of the smalker
[and thus it 1= ivrelevant whether or not
thers i somnaone else in society wha
experiences an effzct that offsets the
rost or benefit experienced by Lhe
srookar—which iz what distinguizhes
the entries in Tables 22 and 23 from. the
effects in sections X1 T.2.b.11, X1.I.2.b.id
and FLD.2 b iv). While the elemeants in
Tables 22 and 23 do contribute to
DICS oy, e posit that they should notbe
thenght of as included in DCSqm,
‘because they are intricately related to
the mortality and morhidity effects of
smoking that, unlike the after-tax price
of ¢igarettas, ava Hkely characterized by
time consistency, incornplets
infrination or other sources of macket
failure,

Snciety will be at the intecseclion of
Demgnd and DSy if the heallh costs

associated with smoking are oot kaown
ar, if known, ceannat be “internalized*
and incorporated into consuroption
decisions. The corrent widespread
wwgranaszs that smaoking posss health
tisks and the significant decline in
simoking rates over the pagt 50 years
make it highly implausible that aciual
consumphion i3 neer that hypothetical
level, The intersection of the Demand
line and DESgy vepresents the ather
pxtreme. At that hypothetical level,
consumers are fully aware of all koown
rizks and have internalized all health
costs and ncorparated them into
coasuwmption decisions. The sconomic
modals and empirical stodies of
addiction, self=control, and Hme
incansisteney (which we discuse in
detail 1o cur response to SOIMIDMENLE 00
the preliminary analyzis) steongly
suggest that health costs are ot fully
internalized; the hehavinors that lead to
less-than-full internalization appaar to
be common. In surveys, many smokes
eocpress a desive fo quit and report that
thay have irled to stop smoking. The
demand fox various aids to smoking
cazgation provides further evidence of
lozs-than-full internalization. Movaowar,
the {mmanre judgrents, short tire
horizons and lack of self-contra) of most
children and adolescents—who roaks
up tha vast majority of new smokears—
suggest that policy interventions that
prevant infHation and coeourage
cessation can increasze social walfara.
For these 1eazons, we find it
implausible that actual conswmption is
et the lotarsection of Demand sond
M=% The number of current sookers
is therefore [ound at the intergection of
Diewnand with a line falling someawheare

A
H DCEI’uII
B ;
f f bCs,,,
E |
: DCSI.E-DEW
I LK
! ! [hrrriand
in-:' Q:}-oalbq Qﬂﬂ “[ily

between DS ae ol DCS ey We have
drawn this a8 line DCSgeames CUF
finding that the graphie warning labal
ragulation will rednce stoking rates is
represonted by an npward shift of this
livie to DS (This may seem less
fnitive to zome readers than shifting
the deimand curve—which is the
approach taken by Welmer et af, (Ref,
181]—hut the two snalytic mathods will
produce equivalent rezalts, as wa
{llustrate below, ) The ntersactions of
DI i 300l D0 S0, writh Fhe deimand
curma show the number of smokers,
Chanssnco 80d (g, in the ahsence and in
the presemce of the final rule.

In the abgence of fhe flnal rule, total
cost, including health costs, for smokers
is shown by the suro of areas B through
K. We reiterate that, sven though
consumers: dn not infaenalize all costs
upfront, they do ulthmataly incor then,
The gross value smoksns place on
ciparetie consumption (lnown as
willingness-to-pay) is the area under the
demand coree as fae eight ag Qupanse, oF
A+B+E+PrHv i 4 K, Tha net valoe to
smakers of ciparetts consumplion is
thus (A+E+Er P MR -
[(B+Cri B PG FH I K] = A—
[C+D+E).

In the presence of Lhe final rule, tatal
expenditure, including health costs, by
smokers is B+ CrE+H+f, Smokers'
willingness-bo-pay is the areq wader the
demand curve as far right as Qrge. oF
A+B+E+H+f. The net value to smolkers
of cigarette consumption is thus
[A+B+E+H+) — [F+OrEvHel = A-C
Ar a result, the effect of the rule i to
Increase net value by
(A—C—[A—(C+D+6)] = D+,
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The calvulations appearing in gactions
FLDA b, XLDL2 buiil, X1 D 2. hoiw and
XLD.2.b.w sach consist of multiplying
(Detmence — Crwed by sorne portion of
(DCSna — DCSmaney); therafors,
surmining the resuldts of D2b. i1, Db,
D2b.iv and DZb.w produces an sgtimate
of (D). Becauss we have alveady
eetablizshed that the benefit of the rule
ig (D+63), reporting the vnadjosted pom
of results from sections XLD.A4bG,
XLD2 b 60, BLDL2 o and XID.2. e
would canze ws to oversstimate the
henefits of the final nus by an armoont
erqual b (EP+GHD —(THG) = (P, As
drawn in Figure BE1, [F+7) is
appraximalely 50 percent of tha
unadjusted estimate, (D474 G+, FDA
does not clatm that 50 percent is the
cortect ratio; the correct ratio of [F+ to
(D+F+G+1) is determined by the shape of
the demand curve as it divides aress F
and 5 and, more pertinently, by the
relative height differences batwean
DCS5n and DCS e and betwesn
DCS:}M:E ﬂﬂd Dcsmmz .

(D8 s —~ DS rned Tnay be mmuckh. prestat
than [DCSanzance — DS mansy) o1 it raay be
rouch less, yielding a ratio that may be
Near Zero of may be near 100 percent,
depending on the starting height of
DICSsbeence and the size of the palicy-
indueed reduction in smoking.

We now parameterize this modsl
using fne Hteralure on the econgimics of
habits and addiction, (We note,
however, that rigorous quantitative
welfare analyees of tobacen contral
interventions are rare in published,
peer-ravieved literature, so the
estimates panerated balowr ahionld not be
wiewed as definitive. ) First, the Robert
Waood Tohnson Foundation [Ref 127)
reports that, as of 2009, State and
Federal taxes made up 40,4 paccant, of
the total retail price of cigarettez, With
the Federa] ciparette sxcise tax Deaing
£1.01 pex pack {Ref 164) and the
Enpulatian-weightad wrerags Stats tax

eing $1.33 per pack (Rel. 165, with
populabion weights Beoin Ref, 130), we
estimats the averape after-tax price of 4
pack of cigarettes, or the height of

DS paney, to e $5.78. FOWA's analysis in
section X1.D.2 b of the banafits of
srnnking reduction has produced an
astimats of discounted intexnal health
and financial effects (vedoced mortality,
reorhidity, medical costs and dmplicil
sinnking subsidy) that vangss from $2.10
billion to $27 B0 billion io tatal, or from
%4 56 fo $27.69 per pack; this range
indicates the ranpe of potential height
diffararwes hatwoon DCS,, and

DICS oaey Wa can deifve the helghts of
the rewmaining DCS cuves from a
shmnletion conduetsd by Grubear and
Kiseagi (Red, 104], in which thay
asmats the tax rate that would allow
time-inconsistent srookas fo consume
the quantity that would be optimal
under parfect rationality. Becauss this
quantity iz found at the Intersection of
tha darmend curve and DCSg,y. Gruber
and Edszegh's tax rasnlt provldes an
eftiroate of DCSqy — DCS e Caltbar
gl Kisregi first estionate an intarnal
health cogt of $30.45 per pack. From
this, they calcolate an internality bax
that ranges from H0C0R Lo 209
(depending on techoical parametoes of
their modal), with an avorage of $2.17.
FDA's internal health and financial cost
petirnates differ frorn Grobar and
Kiigzagls In a mumber of respacts,
bnclading discount rate and vse nfa
VELY rather than value of a statlsteal
lifa approach. Wa therefors scals the
$2.17 internallty tay ostimato according
to the ratio belwean our ioternal health
and flnanclal cost estimates and tha
$30.45 result found by Grober and
Koszeg; this produces loteenallty tax
pstimates ranging fom $0.335 fo F1.98.
Subtracting these values fom o
pstimates of DCEy,, ylalds estimates of
DS aheomee Tangbog from $10001 fe
$31.40. Knowing DTS e &0 (g,
wre can use a Grubor and Kaszogh
slosticity estimate, — 0.R04, to find the
haight of DCS,,. This calculation yields
sstimates of the diffevance batwean
DS e & DSy that range from §0.27
to $1.21. I we asaune a Hoear deroand
curwa (fo which case Fwill bo 50
percant of the sum of F and 7, this

indirates that consumer surplus losy
offzets roughly 93 percent of rule-
induced internal heaith benefits. An
analogows calculation nsing the 57,50
per pack tax suggested by Gruber (Ref
134] Indicates thai consumer surplus
losgs offsats voughly 76 percent of mule-
induced internal health benefits.

Figures EZ and B3 illustrate the
underlying mode] for the benefits
analysiz and the uncertainty associated
with the changes in consumer surplus
rasulting from the final mle and other
lobacco contol policies. The diagrams
arg slaborafions on Figure E1, and lines
and areas should be fnterpreted as
discussed in the explanaton of that
figure. (Full internalization in Figure E2
corresponds to DCS in Figure E1; no
{atevnalization in Figure B2 carresponds
o OGS yoney i Figure E1.] Both of the
diaprarns below show the effects on
lfetivoe staoking of differing degrees of
averags internalization of the fall costs
of smoking. Figuee E2 shows a Tise in
the full price (egoal to the money price
pluz the Internalized cost), while Figure
E3 shows a downward shift in demand
acual to the level where all costs are
internalized; both diagrams illustrate
howr the market evolves as it maves
laftward from the ne-internalization
aquilibrivim be the full-internalization
aqullibriim We note that the nat
internal benefits to smokers of sTooking
reductlons, shown as shaded triangles
o leapezoids abowe the full-
internalization demand curve, are the
zave size in each diagram. Moreowver,
the area representing benefits decreases
i size as the size of the smoking
population decreases. We assume that
the wnarket is currently at some
inlermediate point given by the
intersection of one of the dashed [partial
internalization) price lines with the
solid dernand curve ot the intersection
of one of the dashed (partial
internalization) demand curves with the
solid mnoney price line, but we are not
ahla to definitively estimate where that
point is today ar where it will he after
this final rule takes effect.
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Figure E2. Smoking Market llustrated with Shifting Full Cost Lines
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Figura E3. Smoking Market lllustrated with Shifting Demand Curves
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YL Techoical Appoadis X6:
TUncertainty Analysis

Estirnation of the aeffectiveness of the
rule {opn reducing the futoge 1.5,
smoking rate) 1s subject to a Jarge
uncertainty that iz not fully reflected in
the beneflts estirnates appearlng o the

praceding sectlons, which only reflect
different estimates of the VALY and
difforant discount rates. Tn this section,
we show the uncertainty associated
wlih our estioats of the oifoctveness of

the ruls,

Quznlity

A. Alternative Estimation af Smofing
Rute Reduction

Cur primary estimate, that the TL5,
spmpking rate will decresse by 0.083
percentape points, was calculated in the
following steps. First, we foond the
decrease in Canadian smoking rates
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since 1994 over and ahove what wouald
have been expected ueing the pre-2001
trend and accouvnting for the effect of
axcise tox chanpes. We then subtracted
the anglogous woekplalned decrease in
the U.5. smoking rate over the same
period. This second step was driven b
the idea that the T.5. expetienca coul
roccy for recent social or policy changes
ch as public spnoling restrictions)
that mﬂy%lave hipd effarts on Canada's
grooking rate gnd thos needsd to be
subiracted in oeder to isolate the effect
of graphic warning labels. The last step
wiag tn caleolate tho difference between
Uanjterd States and Canadian
wnaxpleined decreases in swooking
bafiwe and after graphic warning labals
wrgpa introducaed In Canada. We
attribnted the remaining unexplained
differenca to praphic warning labels.
Howwaver, the 1.5, social and policy
climats may have been so different from
Canady’s during the years 19942009

that this proxy is inaphpmpriate. To
account for this possihility, we caleulata
the uncaxplained differgnce in Canadian
smoking rates before and after praphic
wrarning labels wers introduced, this
time ooitdog any 1.8, adustments, We
assoma that antismoking policies and
programs ather than the praphic
waming labels are incorporated in the
pre-2001 trend, with woe additional
effects of these variahles accorring affer
the introduction of praphic warning
labels, Thir approach indicates that
graphic warning labals may have been
responsible for a 0.574 percentage point
decraase in the Canadian smoking rate.
Lf the Tule were to achieve this
effectivensss level in the Unitad Statas,
benefits would b approximately six
times Jarger than thoss veported earlier
in this amalysis. For oxample, our
benefits estirnates calculated with a
YELY of 5312923 and a net-to-gross
benafits ratin of 40 parcent rise from

Table 49.--Hanges of Benefits (£ billion)

$1,881.0 ruillion with a 3 percent
digscount rats god $517.5 milllon with a
7 parcent discount rate {see Tabla 9b) 1o
£10,016.6 eod $2,360.7 million. We use
these last two nwmbers a9 global wppear
bounds in Table 1.

Although both of the estimation
methods dizenssed thios far lead to the
canclusion that graphic warning labels
will raduea smoking rates, FDA has had
arrass to veey srall data sets, so our
effeciveness estimates are i general
not statistically distinpuizhable from
weidy; wia tharefore canmot reject, in a
shatistical gengs, the possibility that the
rule will not chanpe the U5, smoking
rata. Therefare, the appropriate [ower
bierpnd on benefits 1s zero. Banges of
benefits, rapresantiog the raro-effect
caze and the Canada-only madeling
approach, appear in Table 49. Tha wide
ranpges shown o the table highlight the
uncertainty inherent in our approach.

VILY=F106 308 VELY=F212615 WELY=$318.923
K30 T 3% T 1% TG
Discount CHzcount Discount Driseoun Diseount Driseownt
Rl Rate R Rate R Rata
Prescal Value [0.338] | {0,587 [ [o,6008] | [6,152]) | [0,8207 | [0,21.2] §
Annwalized Yalue [0,23] [0, 08] [0.4.1] [0, 1.4] [0,59] [a,2.0]
{(Over Trventy
Y ears)

B, Monta Corle Simulotion

In addition to the wneertainty
smirounding the affectiveness of graphic
warning labels at reduring smokiog
rates, the other principal uncertainty in
our benefits analysis 15 the value to
srookers of cessation ar avoided
indtiation, Az disenssed 1o section

Table 50.-Benefits Ranges, Per Percentogs Point Reduction in Smoking Rete (5 mil}

XLD2, wa vse two methods and several
net-to-pross baoefits watios to produce a
range of value estimates. For every
percantage point reduction in the
natinnal smoking rate, thess satimares
become 54.2 to $281.6 billion (with a2
percent discount rate] op $1.3 to $81.1
billisn (with & 7 percent discoumnt xate),
Similarly, for ewery parcentaga point

reduction in the national smoking rate,
asbmates of banefits accruing to the
general public (including fice lozs and
financial effacts) range from $6.1 to
$14.7 hillion [with a 3 percent discount
rats] or $4.9 to $11.6 billlon (witha 7
percent discount rate). Details appear in
Tahle 5.

A% Discount Rate 7% Discount Rate

VELY= VELY= VELY= VELY= VELY= WELY=

§ 105,308 f212615 £318, 523 $106,308 | F202.615 $318,023
Avcruing to Dissunaded Smokérs:
Lower Bound 4,1841.0 4,131.0 4,191.0 L4a9s | 30077 3,648 8
Upper Bound 96, 1%0.9 138.007.5 | 281,618.1 22,3864 42.360.2 52, 134.0
Actrying o Creneral Public: .
Lower Bound 6,097.1 b,342.8 7 268.6 2,017.9 22379 24979
Lipper Bound 12 895.9 13,7817 14,667 4 6,230.0 6,470.0 | 6,710.0

We estimats tha 90th percentile range
foi the present and annnalized valnes of
total benefits with a Monts Cacla
gimalafion. We model the distribution
of the decline in smoking rates with a
pon-pararwicic bootstrap, io which we

draw from discrete wnifonm
disteibutions an individoal year's
United States-Canada adjosted cmoking

rate diffevence from the graphic warning

label period {in Canada) and an
indiwidial year's difference from the

pre-graphic warning label peciad. To
arcount for poneartainty in the ralue to
dissuadad smokers of cessation or
avoided inftiation, wa nse for sach
discouni wate and ¥5LY a uniform
distribution mrming fromn the lower
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bound estimate to the upper bound
estimate, as shown in Table 50, Benefits
accmiuﬁ to the general public are
sodelad analogously, with a uniform
distribmtion boanded below and above
by the valuss appeaciop in the tahls. We
Tun 100,000 iteratlons for sach
simaulation and report our resulls in
Table 51. Both positive and negative
Tesults appesr in the table beacauss soma
paired-year United Statas-Canada
differences show graphic warning labels
decreasing the Canadian smoking rata

and some palrad-year differences show
them increasing the smoking rate. {The
second finding is almost certainly due
bo survey noise, More specifically,
ordingry sampling varialion will cauze
the percentags of stnokers contained in
a survey saraple to changs from ooe year
ar countey to the newt; this 1s separate
from any wndeelying change in the ttoe
synoklog vate. Depeodiop on the sizes
and directions of the relative changes, a
comparkson of courntry-jear paics can
show tho smoking rate Increasing sven

wihen it has actnally decreased, or vice
versa, Becanse we expect this sureey
nojse to orerestinate the smoking rafe
chanpge in some years and underestimate
it in others, in oo peinay sstimats, we
take an average over all the ypears for
tikich we bave dets o aeder to astioate
as reliably as possible the true
nndadying changa.] The wide
differences in benefits showan in the
table highlight the uncertainky inherent
in our analysis.

Table 51 --Monte Carlo Sipnlation Banges of Bonetits (8 billion)

YELY=5106 308 VELY=52126l5 YWELY=F3115 923
3% Discount 7% Diseount | 3% Discount | 7% Dizeoumt | 3% Dhscount | 7% Discount
Raia Rate Rate Rate Hale Bare
Present Walue i i [-100.3, [-24.2, 309 [-144.5, [-35.5,439
[-54.0,094] | [-143,18.1] 127.1 ] 1851 ]
A lized %al
'E"lecfm Y:ﬂ::j [-36,4.7] [-13.17] | [-67,85]) | [-23.,29]) |[-97,1257| [-3.3.4.1]

[FR Doc 2011—15937 Filod 8-21-11; B:dF am]
EIMLLING COBE 31ED-p1-h




