CIGAR ASSOCIATION OF AMERICA et al v. UNITED STATES FOOD AND DRUG ADMINISTRATION et al

UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

CIGAR ASSOCIATION OF AMERICA, et al.,
Plaintiffs,
V. Case No. 1:16cv-01460 (APM)

U.S. FOOD AND DRUG
ADMINISTRATION, et al.,

R , ~— ~ N | ,

Defendants.

)

MEMORANDUM OPINION AND ORDER

INTRODUCTION

On May 10, 2016, the U.S. Food and Drug AdministraitidA”) published a final rule
“deemng” cigars, pipe tobacco, and certain other products (eapaeetteskubject to théederal
Food, Drug, and Cosmetic Act (“FD&C Act21 U.S.C. 8801,et seqg.as amended by th&amily
Smoking Prevention and Tobacco Control Act of 2009 (“TICAnown as the “Deeming Rule,”
the FDA'’s action subjects these newly “deemed” produatstagparablestatutory and regulatory
requirementsalready imposed on cigarettes, cigarette tobacco,-yall-own tobacco,and
smokeless tobacco. At the same time,RB&A promulgded a separate ryleeferred toasthe
“User Fee Rule,ivhich assesse@iser fees” on manufacturers and importergigars and pipe
tobacco but not other newlgeemed products, like@garettes The FDAIs statutorily authorized
to collectuser fees for the purposéfunding theFDA'’s regulation of tobacco products undiee

FD&C Act and theTCA.1

! Hereinafter for ease of referencthe court refers to the FD&C Act, as amended by the TCA, 43 @w.”
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Plaintiffs in this case aréhreenon-profit associations that represent cigar manufacturers,
importers, distributorssuppliers, andconsumers, awell aspremium cigar and tobacaetail
shops Theybrought this action iduly 2016 against the FD&nd itsCommissionerandtheU.S.
Department of Health and Human Servicé$iHS”) and its Secretary(collectively,
“Defendant¥), challengingthe Deeming Rule anthe User FeeRuleona host ofgrounds? For
reasons explaineldter in this opinion, not all of Plaintiff<hallengedo the Rules are presently
before the court Insteadthe court addressemly the following subsetof challenges(1) the
imposition of health warning requirements for cigapackaging andadvertisements(2) the
assessmeraf user fees on cigar and pipgbacco productdut not on another newlgeemed
product, eeigarettes; (3)the treatment of retailers who blend pipe tobadecestore as
“manufacturers”subject to the regulatory requireme of 21 U.S.C. 887¢ and (4)the
classification of pipes as “components” of tobacco produbesebysubjectingpipe makerdo
regulation Plaintiffs also have moved to preliminarily enjoin implementationexxfdrcement of
the Deeming Rule’ealthwarning requirements.

For the reasorset forthbelow, the court grants in paahddenies in parthe parties’ cross
motiors for partial summary judgmemtnd denies Plaintiffs’ motion for a preliminary injunction
as moot The Deeming Rule’shealthwarning requirementare upheldin all respectsas is the
User Fee Rule in its entiretyThe court also affirms the agency’s classification of pipes as
“‘components or parts” of tobacco products under the TClAe court however,concludes that
Defendants’ rationale for subjectingtailerswho blend pipe tobacco-storeto the requirements
of 21 U.S.C. §87eis arbitrary and capricious andereforeremands that issue to the FDA for

further consideration.

2 Pursuant to Federal Rule of Civil Procedure 25(d), Alex M. Azar tre$ary of Health and Human Services, and
Dr. Scott Gottlieb, Commissioner of Food and Drugs, are substitutttefopredecessors in office.
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. BACKGROUND

A. Statutory Background

In 2009,Congressmacted thd CA to “provide authority to thEFDA] to regulate tobacco
products under the [FD&C Act] by recognizing it as the primary Fédegalatory authority with
respect to the manufacture, marketing, anttidigion of tobacco prducts,”’and “to authorize the
[FDA] to set national standards controlling the manufacture of tobaccagbsoahd the identity,
public disclosure, and amount of ingredients used in such prgdact®ng other purposes.
Family Smoking Prevention and Tobac€ontrol Act,Pub. L. No. 11131, 83, 123 Stat. 1776,
1781-82 (2009). Congressnade49 legislative findingsn the Act in which it acknowledgedhe
“inherent dangerous[ness]” ¢dbacco products and nicotine atiée strong public interest in
regulatingtobacco products and their advertising and promotion, and destfDergress’s interest
in reducing youth tobacco uysm light of judicial findings that majotJ).S. tobaccocompanies
specifically targeted and marketed their products to yol@A § 2. Congress further recognized
that no other federal agency except the FDA “possesses the fecierfiertise needed to
implement effetively all provisions of theTCA].” TCA § 2(45).

In light of those findings,ie TCA authorizedhe Secretary of Healtand Human Services
to regulatehe manufacture, distribution, and marketingatfacco productsTCA § 901, codified
at 21 U.S.C. 887a (entitled “FDA authority over tobacco products”) The legislation
immediately subjectetiall cigarettes, cigarette tobacco, rghur-own tobacco, and smokeless
tobacco” toa panoply ofstatutory andregulatory requirementsand alsoreserved future
application of thel CA to “any other tobacco products that the SecrefiafyHealth and Human
Services]by regulationdeemsto be subject to this chapter.21 U.S.C.8 387a(b)(emphasis

added). Congress definettobacco productto mean‘any product made or derived from tobacco



that is intended for human consumption, including any compopertt,or accessory of a tobacco
product (except for raw materials other than tobacco used in manufga@womponent, part, or
accessory of a tobacco productl U.S.C. 821(rr)(1). The FDA’sdecisionin 2016to “deem”
cigarsand pipe tobaccas “tdacco product’ and thussubjectthemto regulation gave rise to
this litigation.

B. Regulatory Background

1. The Cigar Product

Federal regulations define “cigar” to mean any “roll of tobacco that apped in leaf
tobacco or any substance containing tobatiatis “not a cigaretté. 21 C.F.R. § 1143.1. There
are three major categories of cigar products: (1) little cigars, (2)ilog, and (3) tradional
cigars. SeeDefs.” CrossMot. for Partial Summ. & Mem. in Support ECF No. 74 lereinafter
Defs.” CrossMot.], at 6-7. Little cigars resembleigarettesn size andobacco content and thus
“are positioned as cheaper substitutes for cigaret&ese’idat 7. Cigarillos are a shorter, slimmer
version of traditional cigars and, generally speaking, contain betSvard 10 pounds of tobacco
per thousand unitsSee idat 8. Traditional cigarare the largest cigar produggryingin length
and diameter See id. While little cigars and cigarillos are machir@led, traditionalcigars may
beeither machinegolled or hanerolled. See id.

Within the category of trational cigars are a sutategory known as “premium cigars.”
See id.Premium cigars typically are hamdlled, made with a highegrade tobaccar aremore
expensive. See id. The term “premium cigar” is npthowever,defined by federal statute or

regulation. See id.



2. TheExistingFTC Health Warning Statemenegime

Long before the FDAs actionin 2016, cigar productalreadywere subject to some federal
regulation. More tharadecade earlier, iR000, insettlements with the Federal Trade Commission
("FTC"), the seven largest U.S. cigemmpanis agreed tanclude warnings about significant
adverse health risks on their packaging and advertisem8ets, e.g.Decision& Order,In the
Matter of Swedish Mah N. Am., In¢.Docket No. G3970 (F.T.C. Aug. 18, 2000), 2000 WL
1207446.The FTC settlements represented the first national requirements for ealtimgs on
cigar products and applied &pproximately 95 percent of the U.S. cigar market at the thee
Press Release, FTC, Nationwide Labeling Rules for Cigar Packagingds Take Effect Today
(Feb. 13, 2001),https://www.ftc.gov/newevents/presseleases/2001/02/nationwidaeling
rules-cigarpackagingandadstakeeffect

Pursuant to theonsenbrders which remain in effectoday thecoveredcigar companies
must dsplay one othefive following healthwarningstatementéclearly and conspicuously” on
their advertisingand packaging

SURGEON GENERAL WARNING: Cigar Smoking Can Cause
CancersOf The Mouth And Throat, Even If You Do Not Inhale.

SURGEON GENERAL WARNING: Cigar Smoking Can Cause
Lung Cancer And Heart Disease.

SURGEON GENERAL WARIING: Tobacco Use Increases The
Risk Of Infertility, Stillbirth And Low Birth Weight.

SURGEON GENERALWARNING: Cigars Are Not A Safe
Alternative To Cigarettes.

SURGEON GENERAL VARNING: Tobacco Smoke Increases
The RiskOf Lung Cancer And Heart Disease, Even In Nonsmokers.

SeeDecision& Order,In the Matter of Swedish Match N. Am., 2000 WL 1207446, at *3.

The FTC consent ordespecifythe size and formaing of the health warningsndrequirethat



they appeapon the principal display panel on cigar packages and be raataddom on a 12
month basisSee idat *4-7, *10-12.

Additionally, the FTC consent orders require the health warningpgeaa on visual
advertisements in a seff, rectangular box to ensure that the warnings are readily visible and
conspicuous Id. at *5-8. For audio advertisementshe health warning statemeninust be
delivered so that an ordinary consurcanhear and comprehend id. at *8-9. Cigar companies
also were required to submit for FTC approualadvance of theonsent ordersffective datea
plan for the rotation and display of the health warnings on cigaagaskand advertisementsl.
at *11-12.

3. FDA Rules

a. The Deeming Rule

I. Proposed Rule

In the years following Congressénactment of the TCAcigar productsverefree from
FDA regqulation because cigars were not expressly listed in the Act's defimiticd‘tobacco
product.” A harbinger of change arrived in the spring of 2@4 April 25, 2014, the FDA issued
a Proposed &e that would make, or “deem,” cigars, pipe tobacco, &ngarettes subject to the
TCA. SeeDeeming Tobacco Product® Be Subject to the Federal Food, Drug, and Cosmetic
Act, as Amended by the Family Smoking Prevention and Tobacco Control Act; Restrictions on the
Sale and Distribution of Tobacco Products aReéquired Warning Statements for Tobacco
Products 79 Fed. Reg. 23,142 (Apr. 25, 201@proposed Deeming Rule”)In the Proposed
DeemingRule, the FDA announced for consideratioo options which “would provide two
alternatives for the scope of the deeming provisions and, consggubatlapplicatiorof the

additional specific provisions.Td. at 23143. Under Option 1, th€DA would deem all products



meeting the statutory deftion of “tobacco product=including cigars and pipe tobace@xcept
accessories of deemed products to be subject t6GkBe Id. Under Option 2, th&DA would
deem “only a subset of cigdrand ‘exclude from the scope {the] proposed rule certaitigars
that we refer to as ‘premium cigdis Id. To effectuate this carveut, Option 2 proposed a
definition for “covered cigaras

[A] ny cigar as defined in this part, except a cigar that: (1) Is wrapped

in whole tobacco leaf; (2) contains a 100 percent leaf tobacco binder;

(3) contains primarily long filler tobacco; (4) is made by combining

manually the wrapper, filler, and binder; (5) has no filter, timao¥

tobacco mouthpiece and is capped by hand; (6) has a retail price

(after any discounts ocoupons) of no less than $10 per cigar

(adjusted, as necessary, every 2 years, effective July 1st, to account

for any increases in the price of tobacco products since the last price

adjustment); (7) does not have a characterizing flavor other than

tobaccoand (8) weighs more than 6 pounds per 1000 units.
Id. at 23,150. The FDA noted that, whilehadproposed a definition with respect to Option 2, it
remained‘concerned that any attempts to create a subset of premium cigars that aiedeixolm
regulatoryauthority might sweep other cigar products under its umbrdtia. The FDA therefore
sought comment as to howrtefine this definition, within the context of Option“2p ensure that
the exclusion would apply only to those cigars that, because oftteyvare used, may have less
of a public health impact than other types of cigatd.”

The FDAsought commenbn both options Its purpose wasto determine whether all
cigars should be subject to deeming and what provisions of thegg@dpale may be appropriate
or not appropria for different kinds of cigars,as well as to determinge “relative merits of
Option 1 versus Option 2, taking into account what is appropriatedqublic health, including
possible benefits to the public health or possible negative pudaithhconsequences of adopting

one Option or the othér.Id. at 23143 23,45. As to Option 2, the FDA noted that whilell

cigars are harmful and potentially addictive, it has been suggestedffdsantl kinds of cigars



may have the potential for varying effects on public health, basedssibf@differences in their
effects on dual use, youth initiation[,] and frequency of use by ymdhyaung adults.”Id. at
23,150. Plaintiffs and numerous other members of the public submittedetbtamments on the
ProposedeemingRule.
il. Final Rule
a. Health warning requrements

The FDA selected Option 1 anpromugated the ihal Deeming Ruleon May 10, 2016
thus deeming all categories of cigareluding those referred to as “premium cigats,be subject
to theTCA. SeeFinal Rule Deeming Products To Be Subject to the Federal Food, Drug, and
Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act;
Restrictions on the Sale and Distribution of Tobacco Products and Required Watategients
for Tobacco Products81 Fed. Reg. 2874, 29,020 (May 10, 2016) (codified at 21 C.F.R. pts.
1100, 1140, 1143“Deeming Rule}. In support of itslecision the FDA stated that it “concluded
that deeming all cigars, rather than a subset, more ctatypfeotects the public healthld. The
FDA found that: (1) All cigars pose serious negative health risks, @)ptrailable evidence does
not provide a basis for FDA to conclude that the patterns of premganuse sufficiently reduce
the health risks to warrant exclusion, and (3) premium cigars atk hysgouth and young
adults’ Id.

Underthe Deeming Rulas originally announcedhe newlydeemed productaould be
subject tocomparablel CA provisions and regulatory requirements to which cigarettes, digaret
tobacco, rolyour-own tobacco, and smokeless tobacco were alreaofgct.|d. at 28,976. These
requirements include:

(1) Enforcement action against products determined to be
adulterated or misbranded (other than enforcement actions based on



lack of a marketing authorization during an applicable compliance
period);

(2) Required submission of ingredient listing and reporting of
[harmful and potentially harmful constituents]

(3) Required registration of tobacco product manufacturing
establishments and product listing;

(4) Prohibition against sale and distribution of products with
modified risk descriptors (e.g., “light,” “low,” and “mild”
descriptors) and claims unless FDA issues an order authorizing the
marketing;

(5) Prohibition on the distribution of free samples; and

(6) Premarket revievapplications and approvals

And there is more The Deeming Rul@lso sets outcomprehensivevarning statement
requirementsfor both cigar product packaging and advertisemeBtgs August 10, 2018¢igar
productpackages must display onetbé six followinghealthwarning statements

(i) WARNING: Cigar smoking can cause cancers of the mouth and
throat, even if you do not inhale.

(i) WARNING: Cigar smoking can cause lung cancer and heart
disease.

(i) WARNING: Cigars are not a safe alternative to cigarettes.

(iv) WARNING: Tobacco smoke increases the risk of lung cancer
and heart disease, even in nonsmokers.

(V)(A) WARNING: Cigar use while pregnant can harm you and
your baby?. . .

(vi) WARNING: This product contains nicotine. Nicotine is an
addictive chemical.

3 This warning statement can be replagdgth an optional alternative warning stating, “SURGEON GENERAL
WARNING: Tobacco Use Increases the Risk of Infertility, Stiltbichnd Low Birth Weight.” 21 C.F.R.
§ 1143.5(a)(1)(v)(B).



21 C.F.R.8 1143.5(a){). Thesehealthwarnings must be displayed on a rotating baSee id.
Oncigar packages, eachtbk sixhealthwarning statements “must be randomly displayed aimea
12-month period, in as equalimber of times as is possible on each brand of s@drin product
paclkaging and be randomlyistributed in all areas of the United States in whichpitweluct is
marketed.” I1d. § 1143.5(c)(1).On cigar advertisements, thHeealthwarning statemest“must be
rotated quarterly iralternating sequence in each advertisement for each brand of cighar.”
8 1143.5(c)(2).Each cigar company must submit for FDA approval a plan for rgtatarnings
twelve months before advertising or commercially marketing a cigatupt. Id. 8 1143.5(c)(3).

The Deeming Rulalso specifies the placement and size of the required health warnings.
With respect to packagingaehwarning statement must “appedirectly on the packagednd
must be “located in a conspicuous and prominent place on the two protisjplay panels othe
package,” comprising “at least 30 percerit each of the principal displapanels.” Id.
81143.5(a)(2). For cigars that are sold individually and not in a prodekage, thehealth
warning statements must be posted at the retailer’'s-pbsdleon an 8.5by 114inch “clear,
legible, and conspicuous” sigrid. 8 1143.5(a)(3).As to print and other visual advertisements
the warning statement must be located in the “upper portion of the areaashvigrtisementand
occupy“at least 20 percent dfie area of the advertisementd. § 1143.5(bY.

These size mandates are more demanding than the size requirementsufii€rabnsent
ordess. According to Plaintiffs, the required package warnings are 195 to 237 pknggr on

any one panel than under the FTC warnings scheme. And, when the Deemisgé&uitenal

4 The Deeming Rule imposes similar warning requirements on gdipedo packaging and advertisements. 81 Fed.
Reg. at 29,060. Pursuant to 21 C.F.R183.3(a)(1), all pipe tobacco packages must display the following warning
statement on the package label: “WARNING: This product contéaosine. Nicotine is an addictivehemical.” The
warning must occupy at least 30 percent of the two principal displayspdde81143.3(a)(2). On pipe tobacco
advertisements, the warning must occupy at least 20 percemtarfeh of the advertisemerdl. § 1143.3(b)(1)—(2).
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requirement to cover a second display panel is includledhtiffs asserthatthe FDA’s mandate
covers approximately 390 to 475 percent more of a package’s surface area thared vegier
the FTC’s consent orders.

b. Related deemed products

In addition to cigars, pipe tobacco, andigarettes, the Deeming Ruddso deemed &
“‘components or parts” of those newly deemed prododie subjedio theTCA. The FDAdefines
the statutory term “component or part” to mean:

[Alny software or assembly ahaterials intended or reasonably
expected: (1) [t]o alter or affect the tobacco product’s performance,
composition, constituents, or characteristics; or (2) [tJo be uséd wit
or forthehuman consumption of a tobacco product. Component or
part excludes anything that is an accessorytobacco product.
81 Fed. Reg. at 29,1021 C.F.R. 8.100.3. Within the category of “component or part,” the FDA
included pipes used to consume pipe tobacco. 81 Fed. Reg. at 29,042.

Although it had the authority to do stnet FDA did not deem “accessories” of the newly
deemed tobaccproducts subject to thECA. The agency reasoned that “accessories, unlike
components or parts, are expected to have little direct impact on thelpeddth” Id. at 28,975
The FDA defined &ccessoriéso mean‘any product’intended or reasonably expected tabed
with or for the human consumption aftobacco producbut notcontaining,made or derived
from, tobaccothatis: (1) “not intended or reasonably expected to affect or "Hieperformance,
composition, constituents, or characteristica tdbacco produgtor (2) “intended or reasonably
expected taffect or maintain the performance, composition, constituenthharacteristics of a
tobacco product,” but solely: (i) “controls moisture amdfemperature of a stored tobacco

product,” or (ii) provides an external heat source to initiate butmrehtain combustion of a

tobacco product. Id. at 29102 21 C.F.R8 1100.3. The FDA identified as examples of
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unregulated accessorigems like“ashtrays, spittoons, hookah tongs, cigar clips and stands, and
pipe pouches,” as well as “humidors or refrigerators that solelyalotite moisture and/or
temperature of a stored product and conventional matches and ligtaersolely provide an
exterral heat source to initiate but not maintain combustion of a tobacdogirb 81 Fed. Reg.

at 28,975.

b. The User Fee Rule

To fundtheregulation of tobacco products under @A, Congress requires the FDA to
“assess user fees on, and collect fees from, each manufaciiierp@rter of tobacco products
subject to this subchapterSee21 U.S.C. 8387s.The user fees “are available only for the purpose
of paying the costs of the activities of the [FDA] related to the regualatidobacco products
under . . the [TCA].” 1d. 8 387s(c)(2).

When it promulgated thnal Deeming Rule, the FDA simultaneousguedhe User Fee
Rule Under that Rulethe FDA announcedts intentionto collect informationfrom domestic
manufacturers and importers of cigars and pipe tobacooder to calculate the amount of user
fees to be collectefiom these entitiesSee Requirements for the Submission of Data Needed To
Calculate User Fees for Domestic Manufacturers and Importers of Cigars and Pipecoo®ac
Fed. Reg28,707 (May 10, 20161 C.F.R. 81150.5. Domesticmanufacturers and importers of
cigars and pipe tobacco were required to submit information to supp@ssessment of user fees
to the FDA on August 20, 2016. 81 Fed. Reg. at 28,Z0C.F.R. 81150.5. Because the FDA
performs class allocations oy a full fiscalyear basis, domestic manufacturers and importers
of cigars and pipe tobacdemcamesubject to user fee assessments on Octob2016,the first
full fiscal year following theUser Fee Rule’s effective date of Aug@s 2016. 81 Fed. Reg. at

28,707.
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Notably, the User FeRRule excluded from coverage other newly deemed products, such as
e-cigarettes. The FDA explain¢datit lacked the statutory authority to impose user feearon
newly deemed products other than cigars and pipe tob&m®idat 28,71+12.

C. FDA'’s July 2017 Announcemenf a “New Comprehensive Plan”

Thepresidential election of 2016hered irthange to the FDA’approach téhe Deeming
Rule. On July 28, 2017he FDA annouceda “new comprehensive plan” for regulating tobacco
productsand nicotine SeePIs.” Mot. for Partial Summ. J., ECF No. 62 [hereinafter Pls.” Mot.]
Ex. D, ECF No. 624 [hereinafter FDA Press Release]. In accordance thélplan, the FDA
delayed implementation aglome provision®f the Deeming Rulebut allowed others to go into
effect. For instance, the agency extendel August 8, 2021the compliance period for tobacco
manufacturers to submitpplications fomewly deemed productthat were on the market a$
August 8, 2016 Seedoint Status Report (dated Sept. 5, 2017), ECF No. 51 [hereinafter Sept. 5,
2017 JSR] 1 3; FDA Press Releaselhe healthwarningrequirements, on the other hand, were
left undisturbe.

The FDA alscannouncedts intention to issue Advance Notices of Proposed Rulemaking
(“ANPRM”"). The contemplated rulemaking included a focus omptheious issuef whether to
regulate premium cigars. AANPRM, the FDA statedyould seekpublic comment orfthe
patterns of use and resulting public health impacts from premugemnsgiwhich werenicluded in
the FDA’s 2016 rule.” FDA Press ReleaseCommenting orthe FDA’s “new comprehensive
plan” Mitch Zeller, Director of the FDA'’s Center for Tobacco Produetplained “Public input
on these complex issues will help ensure the agency has the prepeebased policies in place

to meaningfully reduce the harms caused by tobacco ude.”
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d. RecentRequlatory Developments

In December 2017, the FDA formally announced its intentiomit@te arulemaking
process focused on the questiorprdmium cigars.See'Premium Cigars; Request for Scientific
Information,” Agency Rule ListFall 2017: Department of Health and Humaer@ces Unified
Agenda of Regulatory and Deregulatory Actions, OIRA,
https://www.reginfo.gov/public/do/eAgendaViewRule?publd=201710&RIN=08#88. The
FDA observedhat while ithadreceived comments in response to the Proposed Deeming Rule
“claiming that the health risks associated with cigar use generally, or with ¢hd psemium
cigars in particular were not significant because ofwlag such products are usédhese
comments ultimately failed to provide an adequate scientific fasexcludng those products
from regulation.ld. The FDA therefore announced its intention to issue an ANRRMquest
scientific information “that might support” exempting premium cigé@m regulation or
regulating them in a nmmer differentfrom other cigars.d.

The agency issued the ANPRM in late March 208&eDefs.’ Notice of Publication of
ANPRM, ECF No. 9. It explained that in light of “the ongoing interest from many paréind
sectors, such as industry and Members of Congress, in the regglatoy of premium cigars,”
the purpose of the ANPRM is “to request relevant new and differemimatemn, data, ahanalysis
not submitted in response to FDA'’s proposed deeming ruléhat could inform FDA’s regulation
of premium cigars.”See Regulation of Premium Ciga&3 Fed. Reg. 12,901, 12,9044r. 26,
2018). Specifically,the FDA invited submission ofomments, data, research results, and other
information related to three topics: (1) the definition of premicigars; (2)usagepatterns of
premium cigars; and (3) public health considerations associatbdpv@amium cigars. Id. at

12,903. The FDA alsaskedthe public tosubmitstudies or information regarding the Deeming
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Rule’s currenthealth warning statements, and requested comment on “whether angredditi
alternative warning statements would be appropriaig.at 12,904.

C. Procedural Backgrourd

The Cigar Association of America, the International Premium Cigar ane Reiailers
Association, and Cigar Rights of Ameri@llectively, “Plaintiffs”) filed suit in this courseeking
declaratory, injunctive, and aghrelief from the Deeming Ruénd challenging thkegality of the
User Fee Rule

After Defendantsfiled their Answey Plaintiffs filed an initial motionfor summary
judgmenton February 13, 2017Thereafterthe newy installed FDAadministration signaled an
openness to evaluating the agency’s approach to aspects of the DeemeingTRa parties
accordingly requested multiple extensions of theefing deadlines in ordefto allow new
leadership personnel at [HHS] to moudlyf congder the issues raised in [the] case and determine
how best to proceed Joint Mot. to Amend Scheduling Ordédated May 1, 2017), ECF No. 34,
at 1. The courgranted theequestsresulting inoverfour months of extensionsAfter the FDA'’s
July 2017announcement ats new comprehensive plan for the regulation of tobacco products
the parties soughbne final 30-day extensiorof the briefing schedule Joint Mot. to Amend
Scheduling Order (dated Aug. 1, 2017), ECF No. 40;-at Zhe court also granted this motion.
Minute OrderAug. 7, 2017.

In a Joint Status Report dated September 5, 201 patties explained thaas a result of
the FDA’'sannouncementhey had agreed to defer resolution of certain of Plaintiffs’ chadleng
to the Deeming Rule. Specifically, the parties agtéatPlaintiffs’ challengegelatingto the
premarket review process, the FDA'’s decision to deem premium ciggeststo regulation, and

the agency’s codbenefit analysis underlying the Deeming Redglaims assertenh Counts I, 1V,
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and V of Plaintiffs’ Complaint-“should await the further regulatory action that the FDA has
announced it intends to pursue, because those announced regulatosymaationaterially change
the regulatory scheme underlying these clain®ept. 5, 2017 JS& 2. The court agreed to defer
resolution of those issues.

Other challenged aspects of the Rutesnain unaffected by the agency’s July 2017
announcemenid., and as to those, Plaintiffied a new dispositive motion, this time only for
partial summaryjudgment. Of the nine originalcountsin their Complaint Plaintiffs presently
seek summary judgmeann six, asserting that(1) the Deeming Rule’healthwarningstatement
requirements violatthe TCA and theAdministrative Procedure Act APA”) (Count VI) and the
First Amendment (Count VI§)(2) the User FeeRule’s assessmendf user fees on domestic
manufacturers and importers of cigansd pipe tobacco, but notcgarettesyiolatesthe APA
(Count 1) and the Fifth Amendment (Count jI{3) theDeemingRule’s treatment of retailers who
blend pipe tobacco as “manufacturensthin the meaning of 21 U.S.C.37eviolates thel CA
and theAPA (Count VIII); and (4) thé&eemingRule’s classification of pipes as “components” of
a tobaccoproduct subject to redation—rather than‘accessori€snot subject to regulation
violates the APA (Count IX)Compl. 1 106-60, Pls.” Mot. at 24; seeSept. 5, 2017 JS& 3.

In addition,Plaintiffs moved for a preliminary injunction on their challengéte Deeming
Rule’s health warnings mandatesSeePIs.” Mot. for Prelim. Inj ECF No. 61. The parties
consented to consolidatinige motionfor preliminary reliefwith briefing on themerits. SeeFed.

R. Civ. P. 65(a)(2)Order Setting Summ. J. Schedule (dated Sept. 19, 2017), ECF No. 57.
[l. LEGAL STANDARD
When reviewing an agency action under the AP Ammary judgment is the mechanism

for deciding whether as a matter of law an agency action is suppgrtieel @dministrative record
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and is otherwise consistent with the APA standard of reviéwtiisiana v. Salazarl70 F.Supp.

3d 75, 83 (D.D.C. 2016Xiting Citizens to Preserve Overton Park, Inc. v. Vopel U.S. 402,
415 (197)). Pursuant to the APAthe court must uphd an agency’s decisionnlessit is
“arbitrary, capricious, an abuse of discretion, or otherwise notor@dance with law. 5 U.S.C.

8 706(2)Q). Underthe “narrow”arbitrary and capricious standardre¥iew, the court may not
“substitute its judgment fathat of the agency,” but must instead determine whether the agency
“examine[d] the relevant data and articulate[d] a satisfactory explafatids action including a
rational connection between the facts found and the choice mittedr Vehicle MfrsAssn of
U.S., Inc. v. State Farm Mut. Auto. Ins. Ctate Farn), 463 U.S. 29, 481983)(internal quotation
marks omitted) An agency action i&rbitrary and capricious” and will be set aside if the agency
“has relied on factors which Congress has not intended it to cansmeely failed to consider an
importantaspect of the problem, offered an explanation for its decision thatcounter to the
evidence before the agency, or is so implausible that it could notbkeassto a difference in
view or the produabf agency expertise.1d.

In reviewing an agecy’s interpetation of a statute it is charged with administericgurts
apply the familiar two-stepframeworkoutlined inChevon, U.S.A., Inc. v. Natal Resources
DefenseCouncil, Inc, 467 U.S. 837, 84213 (1984). Step me requires the court tdetermine,
using “traditional tools of statutory construction,” wheth€ongress has spoken directly to the
precise question at issueld. at 842. If Congress has so spokéthe court, as well as the agency,
must give effect to the unambigudusxpressed intent of Congressld. at 843n.9. But if the
statuteremainsambiguous—meaning it “can be read more than one wayén after applying
“traditional tools of statutory constructiSPAFL-CIO v. FEC 333 F.3d 168, 1~Z3 (D.C. Cir.

2003)—or is silent orthe questiorat hand courts proceed teeptwo to determine “whether the
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agencys answer is based on a permissible construction of theestaChevron 467 U.S. at 843
Judcial review atsteptwo of Chevronis “highly deferential,”Vill. of Barringtonv. Surface
Transp. Bd. 636 F.3d 650, 667 (D.C. Cir. 2011), and the court must “accept the agency’s
[reasonable] construction of the statute, even if the agency’s reafferg diom what the court
believes is the best statutangerpretatiori’ Nat'l Cable & TelecommAss’'n v. Brand X Internet
Servs, 545 U.S. 967, 980 (2005).

“In some circumstanceshere is an overlap in the analysis required pursua@h&yron
Step Twd] and that required under the arbitrary and capricious standard” of the BéhAaStar
Satellite ILC v. FCC 704 F.3d 992, 100(D.C. Cir. 2013)(internalcitation omitted) Under
Chevrons seond step, a court asks whether an agenityerpretation is “arbitrary or capricious
in substance,Judulang vHolder, 565 U.S. 42, 52 n.7 (201 8n inquiry that parallels the standard
of reviewunder the APA.“Ultimately, under either standard of review, the raletvquestiohin
this case“is whether the FDA decision represents the result of a reasonableisxenf its
authority.” Amarin Pharm. Ireland Ltd. \EDA, 106 F. Supp. 3d 196, 206 (D.D.C. 2015).
V. DISCUSSION

A. Health Warning Requirements

Plaintiffs’ primary challengés to theDeeming Rule’$iealthwarning requirements, which
theyasserwiolatethe First Amendment, tRECA, and the APA. The court first assesstether
the Deeming Ruls healthwarning requirementsun afoul ofthe TCA andthe APA, and then
turns to consider tlireconstitutionality

1. TCA andAPA
Plaintiffs’ TCA and APA challengs to theDeeming Rule’dhealthwarning requirements

are twofold. First, they assert that the agency failed to mh&dihdings required by the TCA
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21 U.S.C. 8871(d)(1),to justify the warning requirements. And second, Plaintiffs contiesid
the agency violated the APA because it fatleagxplain why the existing FTC warning scheme
was inadequate, optinigsteadto crowd out and restrict manufacturers’ ability to communicate
with consumers by imgsing a requirement to cover 30 percehtwo panelsof a cigar box and
20 percenbf any advertisement with warning¥he court rejectthese arguments.

As to theirfirst argument, Plaintiffs claim that the FDA made “no determination aballit
the warnings’ effect on decreasing cigar or pipe tobacco use,” andailagsto adhere to the
statutory mandate provided by 21 U.S.G8&f(d)(1). Pls.” Mot. at 34. In pertine part,that
section of theT CA authorizes th&DA to “impose restrictions on the advertising and promotion
of a tobacco product” “if thgagency]determines that such regulation would be appropriate for
the protection of the public health.21 U.S.C.8 387f(d)(1). The agency’s findingshall be
determined with respect to the risks and benefits to the popukdia whole, including users and
nonusers of the tobacco product,” and must take into acct{d)tthe increased or decreased
likelihood that elsting users of tobacco products will stop using such products{Enthe
increased or decreased likelihood that those who do not use tobadaotpnill start using such
products. Id. According to Plaintiffs, the agency did not assess whetherahamngs would have
any effect on decreasing cigar and pipe tobacco use, and even conceded that it coaitek tioe
statutorilymandated finding.SeePls.” Mot. at 34 (citing A.R. 023978

Plaintiffs’ contention isunavailing: The agencgid make the required statutofipdings.
The FDA first connected the Deeming Rule as a whole to the public healilarstastating that
“believesthatthe sale andistributionrestrictions the Agency is proposjh@cluding the “health

warning requirements “meet the public health standard set forth in” 21 U.S.G8%f(d)(1).

5 Citations to the Administrative Record can be found in the #ioheme Joint AppendixseeECF Nos. 81, 81, 81
2.
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79Fed. Reg. at 23,146. The FDA specifically “concluded that the cstis would be
appropriate for the protection of the public health with respectaaisks and benefits tihe
population as a whole, including the increased likelihood that exissers will quit using tobacco
products and the decreased likelihood that new users will iniobeeto product use Id. The
agency madéhis statutory determination based otha followingfactors: “available data on the
addictiveness of nicotine” and nicotinetorresponding deleterious effects on tteveloping
adolescent brajnthe fact that newly deemed “combustible products like cigars, pipes, and
waterppes, are known causes of adverse health effects, including certain camtensaat
disease”; and evidence of thetentialthat users of the newly deemed products would migrate to
cigarettes or other regulated produdts. The agency explained that once finalized,Reeming
Rule’s provisions “may lead to a decline in youth initiation dorvered products” and “avert
cigarette usage.”ld. Failure to act and promulgate tBeemingRule, according to the FDA,
created the risk that such inaction would “reinforce comssmexisting confusion and
misinformation about these producsafety or lack of harmfulnessld. Thus, the agency made
express findings connecting the Deeming Rydeerallyto the cessation and prevention of cigar
and pipe tobacco use.

The FDA also made findings specific to thgortance and efficacy of the health warrsing
Under sectiostitled “Effectiveness of Warningsind “Proposed Addictiveness Warning’the
Proposed Deeming Rule, the agency observed: (1) “The use of tobacco paockaggs t
consumers better understand and appreciate tobalated health risks has a number of
advantages’”(2) “Requiring health warnings in advertisements similarly isygortant means of
helping consumers better understand and appreciate the health conseqfi¢obasco use”

(3) “FDA believes that the proposed warnings will be effective etping consumers better
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understand and appreciate critical informatjoi#) “Research has shown that using the largest
possible lettering can increase warning effectiveness and incredsimg size aids
communication; (5) “The content of the proposed messages also indicates thahthdg kelp
consumers understand and ampate the health risksand(6) “The absence of a health warning
requirement for other tobacco products could reinforce the exiktiag sense of security that
youth have about the safety of those produdtk at 23,164-65. In making these findingshe
FDA cited both academic studies and international protocols sgaWwat the increased size of
warningsimproves noticeability and reader recaiee id. It also referenced studies concerning
the content of the proposed messages, and explainedh&bydposed warnings were likely to be
more effective.See idat23,165. The FDA reiterate@dnd incorporatethese findingsn thefinal
Deeming Rule. See e.g, 81 Fed. Reg. at 29,064 (“FDA agrees that health warnings are an
effective means to help consumers understand and appreciate the risksgoftabacco
products.”);see also idat 28,982, 28,98889, 29,060-73.

Notwithstanding what is plain on the record, Plaintiffs codtémat these findings are
insufficientfor a host of reasons. First, Plaintiffs fault the FDA for makivstatutorily required
findings only in theProposed Deeming Rule, and not the final versidtis.” Reply in Suppof
Pls.” Mots. for a Prelim. Inj & Partial Summ. J.ECF No. 78 [helieafter Pls.” Reply], at 30. But
that isincorrect Not only doeghe final ruleexpresslyincorporatehe findings from the Proposed
Deeming Rulesee81 Fed. Reg. at 29,062, but the agency also responded to comments questioning
the need and efficacy of warning requirements, and it rejected those semnig. at 29,063.
Accordingly, the agency'’s findings are adequately reflected in the refterdhe public had the

opportunityof notice and comment.
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Secoml, Plaintiffs assert that FDAmerely mouths the words of the statute, eschews any
serious analysis, and hedges its language.” Pls.” Reply &u¢hatcontentioralsois misplaced
as both the Proposed Deeming Rule and the final Deeming Rule comiiiple pages devoted
to “the effects of larger health warnings on cigars and pipe tobaatich Plaintiffs claim is
lacking,id. See81 Fed. Reg. at 28,982, 28,988, 29,060-7379 Fed. Reg. at 23,146, 23,162
70. Thus, FDA did more than simply regitate the statutory text.

Next, Plaintiffs assert that FDA itself conceded the lacdoohection between thequired
health warnings anthe likelihood of reducing cigar and pipe tobacco use, whadniittedthat
“there has not yet been extensive research regarding the effectiveness lofwaeaibgs on
tobacco products other than cigarettes.” 79 Fed. Reg. at 2BL6%s Defendants explain, that
excerpt, derived from the agency’s Regulatory Impact Analysis, addtbssagency’snability
to quantifythe benefits of the Deeming Rule’s warning requirements prioetoithplementation
date. The agency did natoncede, as Plaintiffs insidghe absence of any connection between
health warnings and reducing and discouraging cigar and pipectobae.

In any eventtherelativeabsence of such studies is not fatal. “It is not infrequent that th
available data does not settle a regulatory issue and the agencyenustdltise its judgment in
moving from the facts and probabilities on theorelcto a policy conclusion.”State Farm 463
U.S. at 52. That is precisely what the agency did hereextrapolatd from its experience with
other tobacco produetsparticularly cigarettesto reach its determination that thealth
warningsare appropriate for the public health and likely to affect cigar and pjaeto usage, as
required by 21 U.S.C. 887f(d)(1). See e.g, 79Fed. Reg. at 23,165 (“FDA believes that the
fundamental similarities between cigarettes and smokeless tobaccehandobacco products

allow for the application of data regarding the effectiveness of cigaaatt smokeless tobacco
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warnings to warning for other tobacco products.ii; (“Although there has not yet been extensive
research regarding the effectiveness of health warnings on tobaccotproter than cigarettes,
existing studies support the use of these messgdgaeyphasis addedgitatons omitted). Thus,
the agency’'determinationthat health warningsvill likely reduceand preventigar and pipe
tobacco usegdespitelimited research studies specific to those newly deemed proaagsnot
arbitrary and capricious.

Finally, Plaintiffs maintain that the “agency cannot seriously contend . . . that quamstitati
data was beyond its grasp,” athiad sixteen yearand an entire nation’s worth of data to examine
the efficacy of the FTC warningsPIs.” Reply at 3. Plaintiffs, however, have identified no
requirementstatutory or otherwis¢hatcompelledhe FDA toundertake such studies to make
findings required by21 U.S.C. § 387f(d)(1).Cf. Am Wildlands v. Kempthorné30 F.3d 991,
1000 (D.C. Cir. 2008)“[l]n the absence of available evidence, Congress does not require the
ageng to conduct its own studies.”Rlaintiffs’ TCA challenge to theealthwarnng requirements
therefore fas.

Plaintiffs’ APA challenge to the warning requiremesiiffersthe same fateTo the extent
Plaintiffs suggest that the warnings mandate violates the APA leetfaisagency failed to make
the requisite findingunder 21 U.S.C. 887f(d)(1), the court rejects the argument for the reasons
already stated.Plaintiffs offer two other arguments under the APA. First, thesert thathe
Deeming Rule’shealth warning requirements are arbitrary and capricious because tioy age
failed to consideras an alternativedopting theexistingFTC scheme already irgze for much
of the cigar industrywhich would have been less costly and less burdensome to integrate
second, they argue thatthe warning requirementplaced onthe cigar industry are

disproportionatelynoreoneroughan those placed on the cigaeandustry, even though the FDA
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has determined that cigarettesupy‘the most dangerous end of the risk continuum.”.” Rist.
at 36. Neither argument is convincing.

Asto Plaintiffs’ first argumentthecourt takes issue with ttionthat the*baseline”for
warning statements on cigar packaging and advertlsgggnswith the FTC warning scheme.
Plaintiffs cite no case requiring one agency to use astatsing pointrestrictions adopted by
another agency, especially when the other agenegiictions arose not from rulemaking but
from a consent agreement with the regulated parties and, impor@mtigt cover all regulated
products. In that respect his case differsnateriallyfrom State Farmrelieduponby Plaintiffs
There,the ageny failed to consider, without explanation, alternativeregulatory approach,
whichthe agencytself previously hacendorsed as a way of achieving regulatory objecti®ese
State Farm463 U.S. at 48. Here, by contrate alternative endorsed Bjaintiffs—the FTC
consenbrders—wasthe result of another agency’s enforcement aciwhcompromisand pre
datesthe Deeming Rule by nearly fifteen yeatate Farntherefore di not compel the FDA to
take as its starting point the FTC warnings scheme.

In developingits own cigar warnings regimahe FDA was well within its discretiono
look elsewhere. Primarily, the FDA considetbéd congressional mandatesthe TCA itsef and
the World Health Organization Framework Convention on Tobacco @gffCTC”), to which
the United States is a signatorj.he Deeming Rule’s warning scheme is comparable to both.
Under the TCA, Congress established for smokeless tobacco warningfsaarésagt 30 percent
of the packaging’s two principal panels, and at least 20 percent otthéoareach advertisement.
15U.S.C. 84402(a)(2)(A), (b)(2)(B). The mandated warning sizes for citmpackaging and
advertisingis even larger: 5(@ercent of the front and rear panels of cigarette packaging and

20 percent for advertisingld. 8 1333(a)(2), (b)(2). In addition, tiR&CTC, to which the United
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States became a signatory in May 2004, recommends a warning size of “508teoofnthe
principal display areas” and “no less than 30% of the principal display.are&orld Health
Organization, WHO Framework Convention on Tobacco Control, art.d iy (2003). It was
perfectly reasonable for the FDA to rely amnsensusand evidencdased redrence poirgfor its
own rulemakingn lieu of the FTC’s warnings regimeSee81 Fed. Reg. at 29,066 (considering
but rejecting the FTC’s warning scheme in favor of health wagmfsimilar to the requirements
for smokeless products and similar to those suggested by [the WH@isWwoak Convention]”)
see alsad. at 29,064 (citing cohort study finding, AR 18764, that aftethe UK enhanced its
textual health warnings to meet the minimum FCTC standard, “UK eraakere more likely to
think about quittig, to think about the health risks of smokiagd to be deterred from having a
cigarette compared to smokers in Australia and the United States whélez sramings did not
conform to FCTC standarfs

Plaintiffs’ additional contention that the cigar nvang regime isdisproportionatelymore
demanding than the required scheme for cigaredtestherefore arbitrary and capricipatso is
not well taken. The congressionally mandated sizes of warninggéoette packaging is actually
greaterthan forcigar products. Seel5 U.S.C.8 1333(a)(2), (b)(2) Granted,those warning
requirements were not yet in effect at the time the FDA finalized #samihg Rulesee81 Fed.
Reg. at 28,988, but that fact does not render the agency’s decisiopasesmaller labeling

requirements on cigaroductsarbitrary and capricious.

6 Plaintiffs also make several arguments under the APA regardirfeDiAls alleged failure to properly consider the
costs of regulationSeePls.” Mot. at 35; PIs.” Reply at 31. As Plaintiffs have not fully developed thogereents,
they are better left to consider witaintiffs’ claim that the FDA failed to carry out a proper doshefit analysis in
violation of the Regulatory Flexibility Act ahthe Unfunded Mandates Reform Act of 1995 (Count 1V). That claim
is not—per the parties’ agreemenbefore the court.
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In sum, lecause th®eeming Rule’s healtivarning requirements satisfy the TCA &he

APA, the court continues on to consider Plaintiffs’ constitutionallehges.
2. First AmendmenChallenges

Count VII of Plaintiffs’ Complaint alleges that the Deeming Rulgslthwarning and
advertising disclosure requirementslate the First Amendment. Compl. 142-48. In their
partial summary judgment motion, Plaintiffs assert that the'Rularningsscheme violates the
First Amendment for two reasons: (1) increasing #iee of the newhealth warnings
unconstitutionally restricts speech bsrowding out” manufacturersand retailers’ability to
communicatevith consumers, and (2gquiring nanufacturers and retailets submit a warning
rotation plan tothe FDA before they cancommunicatewith consumers constitutes an
unconstitutimal prior restraint on speeclils.’ Mot. at 16. The counmejects the firstontention
as without merit, and does not reach the second because Plaintiffs daisacd priorestraint
claim in theirComplaint

a. Commercial Speech

Plaintiffs’ challenge to the Deeming Rule’s warning requireim@nesents the following
issue Whethera warnimg statemenbf the size required by the FBAcomprising30 percenbf
the principal panelsf a cigarproductpackage and 20 percesfta cigarproductadvertisemenrt-
infringes Plaintiffs’ commercial speech rights undée First AmendmentPlaintiffs assert that
the Deeming Rule isinconstitutionabecause itinjustifiably anddramatically increases the size
of health warnings already required bythe FTC consent orders on cigar packages and
advertisementsthereby crowdingut and restricting the spaavailable tomanufacturersand
retailers to communicate wittonsumers.Defendants counter that the Deeming Rule does not

restrict the speech of cigar manufacturers or retailers, but imstgatirequires Plaintiffs tanake
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accuratehealthrelateddisclosuregeasonablyaimed at‘helding] consumers better understand
and appreciate the risks addaracteristice®f tobacco productsand does not otherwise impose
an undue burdemnd thus falls well within thémits of the First AmendmentSeeDefs’ Cross
Mot. at 19 (quoting 81 Fed. Reg. at 28,981).

As athresholdmatter, he parties agree that the warning requiremengosed by the
Deeming Rulempactonly commercial speeclhat is,“expression related solely to the economic
interests of the speaker and its audienégeht. Hudson Gas & Elec. Corp. v. Pub. Serv. Comm’n
of New York447 U.S. 557, 561 (1980Although mmmercial speecknjoysFirst Amendment
protection, it is well estblished that suclprotection is“less extensive than that afforded
‘noncommercial speech.”Zauderer v. Office of Disciplinary Counsel of Supreme Court of ,Ohio
471 U.S. 626, 637 (1985).herefore there is no contention here that the Deeming Rulaiging
mandates are subject to strict scrutiny.

The parties’'threshold dispute instead centers on if not strict scrutiny, thenwhich
constitutional testo apply Plaintiffs maintain thathe warningrequirements should be assessed
under theintermedia¢ scrutiny standard set forth Central Hudson the case that typically
governs“First Amendment questions arising in the arena of commercial spe&deUnited
Satesv. Philip Morris USA Ing 855 F.3d 321, 327 (D.C. Cir. 201(fternal quotation marks
omitted) For a government restriction on commercial speech to survive intextaestirutiny
underCentral Hudsonit must “directly advance a substantial governmental interest and be no
more extensive than is necessary to séna¢ interest.” Millavetz, Gallop & Millavetz, P.A. v.
United States559 U.S. 229, 249 (2010) (alterations amernalquotation marks omitted)The

governmentcan establishhat its regulation “directly advances” the state interest involved by
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providing evidence of thaneasures effectiveness.SeeAm MeatInst v. U.S. Dep’t ofAgric.
(AMI), 760 F.3d 18, 26 (D.C. Cir. 201&)iting Edenfieldv. Fane 507 U.S.761, 770-71 (1993)

Defendantson the other handygue that th®eeming Rule’s warning requirements should
be analyzed under the mofeelaxed standard of reviéwset forth inZaudererv. Office of
Disciplinary Counsel Zaudererapplies “when the government uses a disclosure mandate to
achieve a goal of informing consumers about a particular product prawjded “that the reason
for informing consumers qualifies as an adequate intéredtll, 760 F.3d at 26 To withstand
scrutiny underZauderer the disclosure requirementged only be “reasonably related to the
[government’s] interest and not so “unjustified or unduly burdensome” as to chill protected
commercial speechSee471 U.S. at 651.

Zauderets morerelaxed standard recogniziist there are “material differences between
disclosure requirements and outright prohibitions on spéedtich, in the commercial speech
context warrantcorrespondindevels of scrutiny Id. at 650. In Zauderer the Supreme Court
declined toapply Central Hudsons intermediate scrutiny t@analyzea state disciplinaryrule
requiringattorneysadvertising their contingetiée rateslsoto disclose that clients would remain
responsible for litigation costsld. Observingthat the rule required the disclosure of “purely
factual and uncontroversial information” about contingleet arrangements, the court reasoned
that thestatewas not seeking “to prevent attorneys from conveying informatitdmetpublic” but
instead “reqir[ing] them to provide somewhat more information than they might otkeris
inclinedto present. Id. In such circumstases,the Court concluded, government regulation is
assessed under a reasonablenessltestt 651. The Courtexplainedthat, “because the extension

of First Amendment protection to commercial speech is justified ipatlg by the value to
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consumers of the information such speech provides, [an advesitisenstitutionally protected
interest innot providing any particular factual informatian his advertising is minimal Id.
I. The Applicable Constitutional Test

The challenged provisions of the Deeming Rukquire disclosures but not every
disclosure regime is subject #auderets reasonablenestandard. Zaudererapplies onlyto
disclosures of “purely factual and uncontroversial inforara@bout the good or service being
offered.” AMI, 760 F.3d at 27 (internal quotation marks omijtitethe courtthereforemust first
determine whether the disclosures are “purely factual” and “unceangial’

Though the D.C. Circuit has been less tblgar in“defin[ing] [the] terms[‘purely factual
and‘uncontroversial precisely’” see Nat'l Ass’n of Mfrs. v. SE@IAM), 800 F.3d 518, 52(.C.
Cir. 2015),at a minimum,‘a disclosure requirement is ‘purely factuathen there is ndispute
about factual accuracysee KimberlyClark Corp. v. Digtict of Columbia 286 F. Supp. 3d 128,
140 (D.D.C. 2017)citing AMI, 760 F.3d at 27).In Zauderer for instance, the “purely factual”
disclosure was that clients in a contingéa® arrangement with an attorney would still have to pay
costs, even if their lawsuit was unsuccessful; there was no disptgacthstatementvas accurate.
471 U.S. at 651seealso AMI, 760 F.3d at 27 (observing no dispute regarding whether ceuntry
of-origin labeling requirements qualify as “purely factual,”am “the facts conveyed are directly
informative of intrinsic characteristics of the productThe same isrue here Plaintiffs do not
assert that the warnirgjatements aranything but “purely factudl

Moving on, he determination ofvhetherthese“purely factual’warning statements are
“uncontroversial posesa different inquiry than mere factual accura8eeNAM, 800 F.3d ab28
(*[UIncontroversial as a legal test . must mean something different than ‘purely factual.’A

disclosure is “controversidl the court gatherswhen it is “subject to misinterpretation by
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consumers,’br “inflammatory.” RJ Reynolds Tobacco Co. v. FD@96 F.3d 1205, 1217 (D.C.
Cir. 2012, overruled on other grounds ®MI, 760 F.3d at 22. IRJReynoldsthe D.C. Circuit
considered whether proposed grapihmage warnings for cigarette packages constitute the type of
“purely factual and uncontroversial” information that triggesview underZauderer 696 F.3d
at 1216. Among other imageene proposed warning depicted man smoking through a
tracheotomy holeld. Though the FDA claimed that the image symbolized the addictive nature of
cigarettes, the court concluded that the image would more logiballynisinterpreted by
consumers to suggest thatracheotomyis a @mmon consequence of smokindd. Other
“inflammatory” images—including depictions of a woman crying and a small ehildiled to
convey any warning information about cigarettes at all, and ther@wrdelloutside the ambit of
Zauderer Id. at 1216-17. Plaintiffs do not challenge the warnings at issue hereagroversidl
or “inflammatory.” Nor, it seems, could theygasonably do soThe textualwarningsabout the
health consequences of cigar aseunambiguougandunlikely tobe misinterpreted by consumers
Although Plaintiffs do not dispute that tBeeming Ruleequires display odnly “purely
factual and uncontroversial informatidrand thus do not challenge the “criteria triggering the
application ofZauderer” AMI, 760 E3d at 27theynonethelessnaintain thatCentral Hudsots
intermediate scrutiny shoulpply. In Plaintiffs’ view, the sheer size, formandduplication of
the warnings required by the Deeming Rule transforms the Rule frompebedndisclosure to a
restriction of speech governed Ggntral Hudson As Plaintiffs point out, the D.C. Circuitas
observedhat Zauderercontemplated a line where “the compulsion to speak becomes more like a
speech restriction than a disclosuré&ursuing America’s Greatness v. FE&31 F.3d 500, 507
n.3 (D.C. Cir. 2016)see also id(“[IJn some instances compulsion to speak may be as violative

of the First Amendmant as prohibition on speech(duotingZauderer 471 U.S. at 65). The
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FDA crossedhatline here say Plaintiffs, by'assault[ing]. .. customers’ sensestith “blaring
government pronouncements” on advertisements, PIs.” Reply at Bnaosing on the historically
“distinctive, artistic, aesthetically pleasing” cigar packaging thengrjuxtaposition ofthe
warning statemenis black, bold font on a white background. PMdt. at 17. Stated differently
Plaintiffs claim that the waings here are so largmd“glaring” as to obscurendustry players’
messagin@nd overtake their ability to communicate with their customietsat 18.

The court is unpersuadedlhe court has had the benefit of viewing samples of cigar
packaging intgrating the mandatory warning statementf may be true, as Plaintiffs contend,
that the Deeming Rule’s requirements demand “large[r] and stark[enfingaron packaging than
those required under FTC conserders Pls.” Reply at 5, and that the FDA’s regime compels use
of a larger percentage of advertisemeseg,idat 6. But even sa@jgar manufacturers and re&s
retain sufficient space in which to communicate their messagifgercent of cigar packages
and 80 percent of advertisemergmain unencumberexhd available for speeclsimply put,the
Deeming Ruleloes not imposthe “type of restriction-an outright ban on advertising .—that]
would properly be analyzed under the heighte@edtral Hudso standard of scrutiny.”See
Dwyer v. Cappell 762 F.3d 275, 2843d Cir. 2014) In the end, what Plaintiffs find most
objectionable isthat the Deeming Rule‘requirgs] them to provide somewhat more
informatiori—or, as more apt here, largéext on a greater surface aredthan they might
otherwise be inclined to preséntZauderer 471 U.S. at 652. Their correspondifst

Amendment interesttherefore are “substantially weakdran those at stake whepeech is
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actually suppressed.’Id. at651n.14. In such circumstanced)e court is bound to apply the laxer
standardbf Zauderer

Plaintiffs offer noconvincingcase law to persuade the court otherwRRintffs’ citation
to Dwyer v. Cappelldoes not advance thaiause SeePls.” Mot. at 18; Pls.” Reply at ;cf.
Transcript of Oral Arg. Hr'g, ECF No. 85 [hereinafter Hr'g T}, 9-10 (Plaintiffs’ counsel
admitting that there is no case that appliemtral Hudsorto a disclosure requirementYhere,
the New Jersey Supreme Court approved an attorney guideline prohibitingeygtdrom
advertisingusing complimentaryjuotations fromudicial opinions,unless the full texbf the
judicial opinion appeareia full. Dwyer, 762 F.3cdat 278. Observing that the challenged guideline
“bears characteristics” of both a disclosure requirement and a restmcticpeech, the Third
Circuit ultimately opted to analyze the disclosure requiremeneruBduderer not Central
Hudson And, applyingZauderer thecourt foundthefull-opinion disclosure requirement unduly
burdensomand thus struck down the ruléd. at 282-84. Thus, althougtbwyerhelps Plaintiffs
in one sense-an example of a case invalidating a disclosure requirement evendmdabrer's
more lenient standardit does not help themstablish thaCentral Hudsons the appropriate test
here.

Having concluded thatauderets testis the correct on® applyin this casethe courhow
turns to assess whether the Deeming Rulealthwarning statement requirememnsthstand
scrutinyunderthat decision

il. Application ofZauderer

UnderZauderer a “purely factual’” and “uncontroversial” disclosure requirensanisfies

the First Amendment so long as it(i) “reasonably related” to the gernment’s interest and

(2) not “unjustified or unduly burdensome.” 471 U.S. at.6Plaintiffs argue that the Deeming
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Rule fails to satisfy evethis “relaxed standard.’Theyidentify what they contend are three fatal
flaws. First, theymaintainthat the government has not identified smubstantidl government
interest that can sustain the Deeming Rule’s disclosure require®ectnd, Plaintiffs assert that
the warning statement disclosures are not reasonably related to amgrgest interest.And,
finally, Plaintiffs argue that the warning statements are so large asgicoous as to be unduly
burdensome. The courjects eaclargument.

a. Defendants have identified a substantial government
interest.

In applyingZauderer the court’s first task is tassess the adequacy of g@vernment
interest motivating thealthwarningrequirements schemé&ee AM| 760 F.3d at 23. Whether
Zaudererrequires the government to articulate a “substantial” government imtaseBlaintiffs
contendseePls.” Reply at 20is an open question in this Circuitee AM| 760 F.3d at 23This
court need not delve into that issue héi@yever,because thEDA hasidentified a substantial
government interest: To “help consumdrstter understand and appreciate the risks and
characteristics of tobacco produttand “to helpcorrect current misperceptions about the newly
deemed products.” Defs.’ Crobsot. at 19 (quoting81 Fed. Reg. at 28,98kee79 Fed. Reg. at
23,166 (“FDA poposes to help consumers better understand and appreciate theauekstof
tobacco product use by adding warnings on packages and in advertisemefisee also/9
Fed. Reg. at2163 (“The purpose of health warnings is to help currenpatehtial tobacco users
understand and appreciate the serious adverse health consequences assibicidtdrhcco
product use and the addictive nature of tobacco praduchs identifying this interest, the agency

relied onevidence establishing widegaid misperceptions regarding the true health hazards of

" Plaintiffs suggest only halfeartedly that th&audererstandard does not apply because the analyZiatidereris
limited to compekd disclosures designed to prevent the deception of consumeraVid®lsat 28 n.7. But, as they
concede, this limited view afaudererwas rejected by then band.C. Circuit inAMI. See800 F.3d at 520.
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cigars and demonstrating that cigar smokers mistakenly believeghet are less addictive, more
natural, and less harmful than cigarettes. D€fsossMot. at 19 (quoting A.R. 9887, 7708).
That is trueamongboth youth and adults. In shottiere is ample record evidence to support the
FDA'’s determination that there exists a need to educate the publichbdealthrisksassociated
with cigar and pipe tobacagse

The conclusiorthatthe FDA's stated interest qualifies as “substantiskvellrooted in
precedent. IiRubin v. Coors Brewing Cdhe Court considered whether a ban on placing alcohol
content on beer labels violated brewers’ commercial speekts.rigl4 U.S. 476, 478 (1995).
Although the Court ultimately struck down the alcebohtent restriction undeZentral Hudson
because ifailed to advance a government interest in a direct and materiabeayd, the Court
did find the government’s stated interest to be substantial. T lweld: “[T]he Government
here has a significant interest in protecting the health, safetywalidre of its citizens by
preventing brewers from competing on the basis of alcohol strenfith would lead to greater
alcoholismand its attendant social cosBoth panels of the Court of Appeals that heard this case
concluded that the goal of supgsing strength wars constituted a substantial interest, and we
cannot say that their conclusion is erron€budd. at 485;cf. Edenfield 507 U.S. at 769
(recognizing that the government has a substantial interestnguriag the accuracy of éh
commercial marketplace”). Consistent wihbin, the D.C. Circuit has recognized thidue
“government has a substantial interest in ‘promoting the health, ,safetiywelfare ofits
citizens’ Pearson v. Shalalal64 F.3d 650, 656 (D.@ir. 1999)(quotingRubin 514 U.S. at
485). In Pearson the Circuit held that, in defending regulations that requiredrsedif dietary
supplenents to obtain agency authorization before labeling such suppleméhts‘health

claims,” the FDA hadhrticulateda substantial interest in “protection of public healthd” at 655-
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56. The court perceives little difference in the interest approvégarsonand the FDA'’s stated
interest here to supply the public with accurate warnings about thh hskdt of using the newly
deemed products.

The reasoning oAMI is also instructive. There, tleC. Circuitrecognized as substantial
the government’siterest in countrpf-origin labeling on meat cutsased on a number of factors:
the “context and long history” of such disclosytes consumer interest in extending such labeling
to food productsand the “individual health concerns and market ingpé#tat could arise in the
event of a fooeborne iliness outbreak.” 760 F.3d at 23. AsAMI, “several aspects” of the
government’s interest in this case “combine to make the interest didistefpee d. For instance,
healthwarning requirements simalrly have along history, having been imposed on tobacco
products by Congress since 1965eeDefs.” CrossMot. at 21. And “health concerns” alsoe
necessarily impliated by the government’s goal,thsre is no dispute thatobacco products are
dangerous to health when used in the manner prescrib&hA v. Brown & Williamson Tobacco
Corp, 529 U.S. 120, 135,61 (2000). If the government’s interesh countryof-origin labeling
is asubstantiabne surely the same is true of health warniogpackages and advertisingicigar
and pipe tobacco products

Notwithstanding the foregoing legal landscape, Plaintiffenagsly assert that the FDA's
stated interest in informing the public about the adverse health cems®s associated with
tobaccouse, “standing alone,” does not constitute a substantial goverimterest. Pls.” Mot. at
19; PlIs.” Reply aR0-21. Citing the Supreme Court’s decisionLiarillard Tobacco Co. v. Reilly

533 U.S. 525 (2001 pndthe D.C. Circuit’s decision iRJ Reynluls v. FDA 696 F.3dat 12058

8 The D.C. Circuit inAMI overruledRJ Reynolddo the extent that it “may be read.as limiting Zaudererto cases
in which the government points to an interest in correcting deceptAMI, 760 F.3d at 223. The undisturbed
Central Hudsoranalysis irRJ Reynoldtherefore remains predential.
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Plaintiffs maintain that a rule restricting speech of tobacco metwé&s and retailers mube
tied to the objective of “reduc[ing] youth use of tobacco product&.” Mot. at20. But neither
case establishes such a categorical ruldie Supreme Court iborillard did recognize the
government interest in “preventing underage tobacco use” to be a sialysianbt compelling
one, but at no point did the Court identiifffo be theonly cognizable interest the government can
assertwhen imposing a disclosure requirementtaioacco produst See533 U.S. ab64. And,
in RJ Reynoldsalthoughthe D.C. Circuitobservedhatit was “skeptical’that thegovernment’s
interest in discouraging consumers from purchasiigwful productcould be substantialt
ultimatelyassumed an interastreducing smoking rates substantiabbserving that th8upreme
Courthadpreviouslyimplied the significance ;luchaninterest See696 F.3d ail218n.13(citing
Brown & Williamson Tobacco Corp529 U.S. at 161) Nowhere did the Circuit say thamly the
reduction of youth consumption of tobacco produrds constitute asubstantial government
interestunderthe First Amendment.

Plaintiffs alternativelymaintainthat the asserted government interest here merely aims to
improve “information” and “consumer understanding,” Pls.” Mot. at R;’ Reply at 9, and
thereforeis disqualified as a substantial govermmeterestby the D.C. Circuit’s decision in
RJReynoldsand the Second Circuit’s reasoningimternational Dairy Foods Asn v. Amestay
92 F.3d 6742d Cir. 1996) The court disagrees with Plaintiffs’ readingoothcases

In RJ Reynoldghe D.CCircuit heldthat an FDA rule requiring cigarette packages to bear
certain graphic warnings violated the First Amendmé86F.3d at 1208There, the BA’s “only
explicitly asserted intereftluring the rulemaking processyas] an interest in reducirgmoking
rates.” Id. at 1218. Applying Central Hudsonthe court held thahe FDA had“not provideda

shred of evidence” showing that the graphic warning requirements fdiradvance” the
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government interest in reducing smoking ratésat 1219. WhelkDA offered as aralternative

a substantial interegn “effectively communicating health information regarding the negative
effects of cigarettesthe court rejected itld. at 1221. The atempt to “reformulate its interest as
purely nformational,” the court explained, “is unconvincing, as amerest in ‘effective’
communication is too vague to stand on its owhd’ Instead, the coudbserved“FDA’s interest

in ‘effectively communicating’ the health risks of smoking is meeedescription of the means
by which it plans to accomplish its goal of reducing smokingrated not an independent interest
capable of sustaining the Ruleld. (emphasis added).

The interest asserted by the agency in the Deeming Rule does not remfféehd same
defect Here,theFDA's stated interest is imctuallycommunicating health risks to the public, not
“effectively’ communicating them, as iRJ Reynolds That distinction is critical. The FDA's
stated interest in this case is a decidedly an objective one: To provide eatiarabation ando
correct documented, widespread misperceptions about the healtH ogler aise.See, e.g.A.R.
7708. Therefore, theconcern that the court iRJ Reynoldexpressed-that an indeterminate
interest in “effective communicatiorwould allow the government to define its goal however it
saw fit,696 F.3dat 1221—is not present hereAdditionally, the FDAIn this caseloesnotassert
as it did with respect to the graphic wagsnin RJ Reynoldsthat the particular formatting
specificationgt selectedhereconstitutejn and of themselves substantial government interest.
Rather, the FDA has consistently characterizeavim@ings’formattingspecificationsas ameans
by which to “accomplish its goaldf providing accurate health information to the pubtic, See,
e.g, 81 Fed. Reg. &9,065 (“FDA believes that the prescribed format of the healthings will
be effective in helping consumers better understand and appreciatkshef these products.”);

id. (“FDA believes that the size of the warnings will be effective ilpihg consumers better
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understand and appreciate the critical information presented by the Wwaahing.”). In that
sensethe FDA'’s positionhere presents no conflict withJ Reynolds

Nor is the interest asserted by the FDA anything like the intereste@gtnsufficientin
International Dairy Foods There, the only government interest offered to sustain a Verawnt |
requiring dairy manufacturers to label milk from cows tedawith a growth hormone was
“strong consumer interest and the public’s ‘right to knowirit'l Dairy Foods 92 F.3d at 73.
Indeed, the state of Vermont expressly disclaimed that “healthfetlysconcerns prompted the
passage” of the labeling law, likely because the record contained “ndifsciewidence from
which an objective observer could conclude that [the growtmdoe] has any impact at all on
dairy products.”ld. Observing that Vermont “could not justify the statute on the basreaif
harms,” the court concluded that the state’s inter@gtich amounted to mere “consumer
curiosity"—was “not a strong enoughesg interest to sustain the compulsion of even an accurate,
factual statement.”ld. at 73-74. By contrast, there can be no dispute that the Deeming Rule’s
warning requirements can be justified on the basis of real, substaittarms caused by cigese.
Far from satisfying mere curiosity, the information disclosedngyDeeming Rulelears on a
reasonable concern for human health or séfedge d. at 74. International Dairy Foodsherefore
demands no different conclusion than tit governmetninterest animating thBeeming Rule’s
healthwarning statement requirements is a substantial one.

b. The Deeming Rule’s warning requirements are
reasonably related to the government’s substantial
interest.

Having established that the interest identifiediy government to sustain the Deeming

Rule is substantial, the court moves on to consider wheti@mwarning requiremestare
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“reasonably related” to the government’s intefesipplying Zauderer the warning statement
requiremens readily passuster.

Unlike Central Hudsofs intermediate scrutiry-wherethe commercial speech restriction
would have to be shown to “directly and materially advance gkered governmental interest,”
see Lorillard 533 U.S. at 55%alteration omitteg—Zaudereremploys “lessexacting scrutiny,”
Milavetz 559 U.S. at 249. Whereas the government would have to provide evidence of a
measure’s effectiveness to sati€fgntral Hudson“such evidentiary parsing is hardly necessary”
underZauderer AMI, 760 F.3d at 26For thisreason, the court again rejects Plaintiffs’ complaint
that the FDA did not examine whether the existing FTC warning schemensigficient to
communicate health risks of cigars befpremulgating the Deeming Rul&auderer—and likely
evenCentral Hudsor—does not requirguch an inquiry.See Discount Tobacco City & Lottery,
Inc. v. United States674 F.3d 509, 55¢th Cir. 2012)(“[C] onstitutionalityunder Zauderet
does not hinge upon some quantum of proof that a disclosure willergadizinderlyingpurpose
A commonsense analysis will do. And the disclosure has to advance the punbpséghtly.”
(citing Nat'l Elec. Mfrs. Ass’n v. SorrelR72 F.3d 104, 11&d Cir. 2001)); cf. AMI, 760 F.3d at
25 (observing tha€entral Hudsorrequiresonly that the government “show a ‘reasonable fit’ or
a ‘reasonable proportiotvetween means and endsitations omitted))

In view of the record evidence, academic studs&es e.g, A.R. 514-5Q 529099,

18745-55, 18756-64nd international consensus, 81 Fed. Reg. 883839—all supporting the

% Plaintiffs have attached to their briefing three declarations oil ® Reynolds, Ph.D. in order to undermine the
FDA's record evidenceSeePIs.” Mot., Attach. 27, ECF No. 627; Pls.” Mot., Attach. 30, ECF No. &D; PIs.’
Reply, Attach. 8ECF No. 788; see alsdIs.” Reply at 151.7. Under the APA, “review is to be based on the full
administrative record that was before the [agency] at the fiit] made [its] decision.”Am. Wildlands530 F.3d at
991 (quotingCitizens to Preserve OvertdPark, Inc, 401 U.S. at 420). Accordingly, the court will “not allow parties
to supplement the [administrative] record unless they carouistrate unusual circumstances justifying a departure
from this general rule.’City of Dania Beach v. FA%A28 F.8 581, 590 (D.C. Cir. 2010). Plaintiffs have not shown
that the declarations satisfy the “unusual circumstances” hétbegisnerely disagree with the [FDA’s] conclusions,”
see Am. Wildland$30 F.3d at 1002, and the court therefore disregards Plaintiffs-rexied submissions.
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commonsenspeotion that “[u]sers are more likely to recall warnings that are a larger sizéan
appear on the front/major surfaces of the tobacco product packdgat”28,989—the court
concludeghatthesize, formatandother design features of the warning statemargseasonably
related to the government’'s goalf providing accurate information abguand curing
misperceptions regardinthe health consequences of cigee \Stated simplyproviding accurate
warnings about the hehlrisks of cigar use in a size, format, and marthat consumers will
readily noticeand retairsatisfies the “meansnd fit'’ requiremenunderZauderer See AM| 760
F.3d at 26 (“To the extent that the government’s interest issuriag that consumers receive
particular information . . ., the meaaad fit is seHevidently satisfied when the government acts
only through a reasonably crafted mandate to discipaeely factual and uncontroversial
information’ about attributes dhe product or service being offeredifiternal quotation marks
omitted))

C. The Deeming Rule’s warning requirements are not
“unduly burdensomé

Finally, the court considerswhetherthe Deeming Rule’s warningequirementsare so
“[u]njustified or unduly burdensome” as to “chill[] protected spekcBeeMilavetz 559 U.S. at
250 (internalcitation omitted);AMI, 760 F.3d at 27“Zauderercannot justify a disclosure so
burdensome that essentially operates as a restriction on constitutionally protegeech.).
Plaintiffs chargethat the Deeming Rule’s warnings are so large and so costly that tiapduéy
burdensome.” PIs.’ Reply at 24.The court disagrees

Plaintiffs claim that theize of the mandatesarnings will down out their speechlo that

end, they cite anumber of decisionsfrom other circuitsstriking down commercial speech

10 Any suggestion by Plaintiffs that the Deeming Rule’s application to aseerents beyond print and visual
advertisements is “unduly burdensormdhcluding radio or broadcast advertisemenis premature. The DA
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disclosures that were too burdensome to be constitutional. B thhses aemply not likethis
one For example, irEntertainment Software Ass’'n v. Blagojevid69 F.3d 641 (7th Cir. 2006)
the Seventh Circuitefusedto applyZaudererto analyze the State of lllinois’ requirement that
video game retailers place a four squiaeh sticker stating “18” on any “sexually explicit video
game.” Id. at 643, 652. In applying strict scrutiny instead, the court reasonech&hétg”
sticke—"unlike a surgeon general's warning of the carcinaggmopeties of cigarettes™
“‘communicates a subjective and highly controversial message” that precluplechtagn of
Zauderer Id. at 622-53. The courtiltimately concludedhat the four squargch sticke—when
imposed on a 7:-tch by 5.5inch DVD lox—was not “narrowly tailored” to the State’s goal of
informing parents about the sexually explicit content in gan&=e id Entertainment Solvare's
analysis and holdinthus does not disturb the courtenclusionhere asthe speech restriction in
that case was considered under a stricter standard of review.

Tillman v. Miller, 133 F.3d 1402 (11th Cir. 199&)er curiam)is likewisedistinguishable
There, the Eleventh Circuiheld unconstitutionala Georgia law requiring any television
advertisemensoliciting the filing ofworkers’ compensationlaims or encouraging consultation
of an attorneymedicalprovider, or dinic with regard to a workers’ compensation claiogontain
a five-secondon-screennotice “in boldfaceRoman font 36 point typeWwarning about criminal
and financial penalties for making a false workers’ compensatom.cld. at 1403-04n.1. As
did the district court it was reviewing, thHeleventh Circuitcentered its conclusion that the

requirement was “too burdensome” on the fact that the disclosure wiai€thdo an inherent

explained inthe Deeming Rule that it “intends to provide guidance on how to gomigh the health warning
requirements on unique types of media” and clarified that the formagtijngrements of 21 C.F.R. 8843.3(b)(2)
and 1143.5(b)(2) apply only fwintand visual advertisements. 81 Fed. Reg. at 29,064. Until such guislésszeed,

the court is not in a position to assess whether the disclosordd e unduly burdensome as to those types of
advertisements.
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quality of the thing [the plaintiff lawyer] is trying to sethis legal services.1d.; seeTillman v.
Miller, No.95-cv-1594, 1996 WL 767477, at *5 (N.D. Ga. Sept. 30, 19A6)ing Georgia law
“undulyburdensome” undetaudererand reasoning thdfw] hile the compelled speech is related
to the general subject matter of the targeted advertisememekerg’] compensation claimsit

is wholly unconnected to the factual substance in the advertiserméatgets. The compelled
speech has no nexus with tleems of the services advertiSgd Here, by contrast, the warnings
are “tied to an inherent quality of the thing [Pl#is{ [are] trying to sell There can be no logical
argument that the compelled warning statements are unconnected tovéhesexhents and
packagingof the tobacco productbat would bear them. Accordinglgecause the agency is not
seeking to impose on &tiffs any unrelated disclosure statemeritglman’'s reasoningis
inappositet!

This case differs from others cited by Plaintiffs in another clitespect: The disclosures
required by the Deeming Rule are not so lengthy or cumbersome as to dffeale/@ut speech
or “nullify” the message meant to be communicatdg@equirements that an attorney include the
full text of a judicial opinioron a law firm websiténstead of quoting excerpts of that opiniseg
Dwyer, 762 F.3dat275;thata CertifiedFinancial Planner and Certified Public Accountsedking
to identify her credentials in advertisememtslude a disclaimefstating that the recognizing
agencyis not affiliated with or sanctioned by the state or federal governphae seting out the

agencys “requirements for recognition, including . education, experience, and testindgpanez

v. Fla. Dept of Bus & Prof’| Regulation 512 U.S. 136, 14617 (1994, and that an attorney

advertisement include “at least all of fledlowing information”: (1)the lawyers name and office

11 plaintiffs also rely orAmerican Beverage Ass’n @ity and County of San Francisd®71 F.3d (9th Cir. 2017), to
bolster their argument that the Rule is “unduly burdensorBet; the Ninth Circuit recently voted to rehear that case
en banc, rendering the thrpglge panel disposition neprecedential. SeeAm. Beverage Ass’n v. City and Cty. of
San Franciscp880 F.3d 1019, 1020 (9th Cir. 2018) (granting rehearing en banc).

42



location (2) a clients responsittity for costs (3) all jurisdictions in which the lawyer is licensed
(4) the use of simulated scenes or pictures or actors portrayimgschead (5) the use of a
spokesperson, whether the spokesperson is a lawyer, and whether thpesgokes paidPub.
Citizen Inc. v. B. Attorney DisciplinaryBd., 632 F.3d 212, 229 (5th Cir. 2018l involve
disclosure reginmgthatimposea burderfar greater thamvhat the Deeming Rule requiresnlike
in those instances, cigar manufacturansl importerscan still effectively communicatéheir
desired messagewhether that béhe sense of the product’s “luxury and distinctidimough its
“designs, syrhols, and trademarks” or information about the productsintry of origin, seed
varietal, [or] process of manufactirdls.” Mot. at 17—on the remaining70 percentof cigar
packaging and 8(@ercentof cigar advertisements.Stated differently,becausethe desired
messaging is not “effectively ruled out” by the Deeming Rule’s wgrstatement requirements,
the Rule is not unduly burdensome undauderer Nor is the Rule unduly burdensome because
its mandates “chill[] protected commercial speechduderer 471 U.S. at 651see also AMI760
F.3d at 27.Indeed, nowhere dPBlaintiffs assertthat the size of the warniagvill dampen the
industry’s enthusiasm to engage in commercial speechuse manufacturers or importers to pull
products from thenarketplace

So, to sum up the foregoing analysis: Because the warning statemerfectaral and
uncontroversial disclosures aimainforming the public about the risks of cigaxd pipe tobacco

use and at correcting the public’s misperceptions atalit productsuse, and because the Rule
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does not impose these requirements in an “unjustified or undudgswme” manner, the Rule is
constitutional undeZauderer
b. Prior Restraint

Plaintiffs also challenge the warnings scheme as an unconsiglupoior restraint on
speechbecause it impermissibly competsanufacturers andetailers “wishing to speak with
consumers’to submit a warning rotation plan to the FDA in advance and wait for the FDA'’s
approvalbefore they camso speak Pls.” Mot. at 16. The courtdoes not reach thishallenge
however pecaus®laintiffsfailed toraiseit in their Complaint And, despite the court'suggestion
at oral argumentir'g Tr. at 31,Plaintiffs have not filed aotionto amendhe Complainto add
aprior restraint claim

“It is well established that a party may not amend its complaitir@aden its claims
through summary judgment briefingDistrict of Columbia v. Barrie741 F. Supp. 2d 250, 263
(D.D.C. 2010) see alsdloan ex relJuergenss. Urban Title Servs., Inc652 F. Supp. 2d 51, 62
(D.D.C. 2009)(citing cases). This principlapplies equallyin cases, like this onehat raise
constitutional challenges to an agency actiee, e.gZarmach Oil Servs., Inc. v. U.S. Dep't of
Treasury 750 F. Supp. 2d 150, 159 (D.D.C. 2010) (holding timaEourth Amendment challenge
“having been raised for the first time in plaintiff's oppositiowas not properly before the court
The proper course for a plaintiff who seekswtlol orbroadera claim is through a motion to amend
under Rule 15(a)Barrie, 741 F. Supp. 2d at 264.

Plaintiffs’ Complaint even generously readpes notcontaina challengeo the Deeming
Rule’s warning plan submission requirement as an unconstitufivioet restraint on speech.
Count VII of Raintiffs’ Complaint—styled as “Violation of the First Amendment to the U.S.

Constitution: The Final Rule’s Warning Label Requiremehtgpermissibly Restrict Free

44



Speech*—consists ohllegations that pertain soldly Plaintiffs’ claim thatthe warning label and
advertising disclosuregequirementsinfringe Plaintiffs’ First Amendmentommercial speech
rights SeeCompl. at 3536. Nowhere in the Complaint do Plaintiffsentionthe warning plan
submissionrequirement nor do the words “prior restraint” or something similar appear.
Moreover, although the Complaint generally requests “a declardimnRDA’s Final Rule
establishing waning label requirements for cigars violates the First Amendrenhe U.S.
Constitution and should be set aside,” Compl4§, thespecific relief sought is tied to the
Deeming Rule’s warning statement requiremerttsy vacatur of the Final Rule undére APA
“for imposing warning label formats on cigareixces®fthe FTC Consent Decree’s teggments
without justificatiori; and (2) a declaration that the Final Rule “imposing warning labelaiorm
requirements on cigars in excess of those contain€d @ Consent Decree[s] violate the First
Amendmenf’ seeid. at 3811 e—f. ThePrayer for Reliefloes noinclude an expregdea to vacate
the Deeming Rule’plan submission requiremengee id.

Finally, and perhaps mogllingly, Plaintiffsdid notbriefa prior restraint claim when they
filed theirinitial motion for summary judgmentin that motion, filed before the parties agreed to
narrow the issues for partial summary judgment briefitigintiffs moved for judgmenas toall
claimsasserted inheir Complaint See generallf?ls.” Mot. for Summ. J., ECF No. 2&. PIs.’
Mot. at 13 (describing their initial motion for summary judgment akdastive” and relating to
“all claims”). Nowhere, however, does that motion assert that the Deemints Ratigtionrplan
submissionrequirementconstitutes an unconstitutional prior restraint on speePhaintiffs’
silence in their initial dispositive motion is strong evidetiegtheythemselves did natnderstand

their Complaint to contaia prior restraint challenge.
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Accordingly, & Plaintiffs do not sufficiently raise an unconstitutional prior restraint
challenge in their pleading, the court does not reach that question

c. The FDA’s announced rulemaking concerning premium cigars

Although the court holds that the Deeming Rule’s health warning mandates ¢ labée
the APA, the TCA, or the First Amendment, the court cannot let passwicomment what it
“deems to be a grossly unfair exercise of agency authority. The health amguiements
have an effective date of August 10, 2018. In the lead up to that damgahendustry has
expended millions of dollars in designing and creating new, conigrpackaging-a fact that
the FDA does not contest. However, moritbforethe effective date’s arrival, the FDi8sued
an ANPRM, “seeking comments, data, results or other informahat may inform regulatory
actions FDA might take with respect to premium cigars.” 83 Fed. &e2,901.Some of the
informationthe ANPRM seeksdlirectly concerns the health warnings mandate. For example, the
ANPRM asks for “[s]tudies or information on the requivegning statements,. .which will be
required to appear on cigar packaging and advertising in the near”futdreat 12,904. The
agency also seeks studies or information regarding “consumer perceagtitweshealth risks of
premium cigars when compared to other tobacco products, including,’tigads “consumer
perceptions of the addictiveness of premium cigars, especially cesnpad contrasted with
perceptions for other cigarsld. In total, the ANPRM seeks no less thamw dozercategories of
comments, data, or other information concerning the definitiageupatterns, and public health
implications of premium cigars. h€ sheer breadth of theNPRM begs the obvious question:
Might the FDA in the near future do away with thealthwarning requirements for premium
cigars? And yet another: Why is the agency insisting that the preamgamindustry expend

millions of ddlars to conform to regulatory mandates that might be rescindedvaniyhs after
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their effective date? The FDA provides no satisfactory responsé¢o question. Whatever the
answers, one thing is certainRequiring the premium cigar industry to iac substantial
compliance costs while the agermmymprehensivelyeassesses the wisdomrefulation before
the warnings requirements go into effect, smacks of basic unfairnegke ¢ourt’s view, the
prudent course would be for FDA to stay the warsinrggjuirement as to premium cigars.

The court’s displeasure with the FDA’s handling of the statpseyhium cigars, no doubt,
provides little consolation to the industry. But the court can doare.nits hands are tied bpth
the lawand the postureféhe case

There is nothing inherently unlawful about an agency’s decisioectnsider the wisdom
of a regulation, even before it goes into effedin agencyis free to changés mind about an
existing policy, “either with or without a change in cingstances.” State Farm 463 U.S. at 57
(citation omitted) see also Encino Motorcars, LLC v. Navari36 S. Ct. 2117, 21226(2016).
Nor isan agency’s present willingness to consider new information sedlgsan indictment of
its past decisioimaking As the D.C. Circuit recently observed[A] change in an agency’s
course in reaction to new information does not indicate that its icbatse was necessarily
arbitrary and capricious when chartedNew Eng. Power Generators Ass’'n v. FERZ9 F.3d
1192, 1201 (D.C. Cir. 2018). That is arguably what is occutrerg. The ANPRM reaffirms
that, at the time of the original rulemaking, there was a lack of evidencstify differential
treatment for premium cigars.83 Fed. Reg. at 12,902 (explaigirthat “comments against
regulation [of premium cigars] provided little data to support thieions expressed and, where
studies were submitted, provided little information about the stwdied”). The ANPRM also
seeks only “new and different informaiti, data, and analysis not submitted in response to FDA’s

proposed deeming ruleld. By so limiting the scope of the information and comments requested
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the FDA does not concede, or even hint, that the prior rulemaking record wearimlein any
respet. Nor does the ANPRM affirmatively state or suggest thaegpelatory regimevill change
as to premium cigars. Rather, properly viewed, it is “no mone @haroadly stated request for
information and comment."P&V Enters. v. U.S. #ny Corps ofEng'’rs, 516 F.3d 1021, 1024
(D.C. Cir. 2008). Thus, the agency’s decision here {@anedyze the status of premium cigars,
even before the warning requirements go into effect, is not ‘sajun” evidence ofrior
arbitrary and capricious rulemaking.

The court’'s power to act idimited in yet another way. The present posture of this case
does not offer a basis on which to enjoin enforcement of the De&ulirts warning requirements
during the pendency dhe FDA’s newly announcedulemaking process. E€hcourt already has
rejected Plaintiffs’ statutory and constitutional challengeéldavarning requirementso the court
has found no violation to be remediefidditionally, Plaintiffs agreed to defer litigatitigeir claim
under the APAhat theFDA'’s decisionot to adopt “Option Two,” i.e., the option that would have
excludedoremium cigargrom regulation, was itself arbitrary and capricious (Count $8eloint
StatusReport(dated Sept. 8, 201,/ CF No. 53, 14. Therefore, there is no claresentlybefore
the courtthat contests the agencyasis forsubjecing premium cigars to regulation in the first
instance.

Nor have Plaintiffsnade a different challengaamely tothe FDA'’s refusal to stay the
warnings requirement as to premium cigéuang the pendency of the present rulemaking process.
SeePIs.” Resp. tdefs.” Notice of Publication of ANPRM, ECF No. 92, at 1 (expressing surprise
that the decision to issue the ANPRM “was not accompanied by aojustay of enforcement of
the mandeed warnings provision”)¢f. Clean Air Council v. Pruitt862 F.3d 1, 67 (D.C. Cir.

2017) (holding that agency’s decision to stay implementation déamd thus “relieve[] regulated
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parties of any obligation to meet the.deadline”was a reviewable “final agency action”J.he
agency has delayed implementing regulations in seemingly sinmtamtstances. For instance,
the FDA decided to delay other aspects of the Deeming Rulaly 2017when it announced its
intention to engage in rulemakingych“to begin a public dialogue,” concerning lowering nicotine
levels in combustible cigarettes to raddictive levels through produstandard settingSee=DA
Press Releas@nnouncing delay odeadline to submit tobacco product review applications for
newly regulated tobacco products to “afford the agency time to explae ael meaningful
measures to make tobacco products less toxic, appeglpind addictive”). Yet, itid not dothe
same for premium cigars during the newly announced rulemakawggs. Cf. Burlington N. &
Santa Fe Ry. Co. v. Surface Transp.,B03 F.3d 771, 776 (D.C. Cir. 2005) (*An agency must
provide an adequate explanation to justify treating similarly sitbparties differently.”). The
court cannot, however, remedyparceived wrong unless it is presented for consideration, and
Plaintiffs have not challenged this differential treatment.

In the end, even if fundamental fairness strongly favors a staydariygm cigars during
the justinitiated rulemaking processegrettablyneither the law nor the posture of this case allows
for such judicial relief.

B. User Fee Rule

When theFDA promulgated the Deeming Rule, it contemporaneopsiynulgated the
User FeeRule pursuant to its authoritynder theTCA. See21 U.S.C. §8387gb)(ii)) (“[N]o user
fees shall be assessed on a class of tobacco products unless such dlass@ptoducts is listed
in section 387a(b) of this titler is deemed by the Secretary in a regulatiode section 387a(b)
of this titld.]” (emphasisadded)) Plaintiffs do not challenge the FDAd®cision to assessser

fees on domestic manufacturers and importers of cigars and pipe tobamcter to fundthe
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FDA'’s regulation of tobacco products$nsteadtheychallenge the FDA'’s decisiomot to assess
user fees om-cigarettes, another newly deemed tobacco prodactording to Plaintiffs, this
“selective mplementation of a user fee” is unlawful for three reas®s.” Mot. at 40.First, they
assert that the FDA incorrectly concludedttihalid not havestatutoryauthority toimpose user
fees on ecigarettesunder the TCA. Secontheyargue that charging only somewly deemed
products impermissibly imposes a “tax,” rather than a usefeally, Plaintiffs contend that the
selective imposition otheUser Fee Rule violates the Fifth Amendment of the U.S. Conetituti

The court concludes that tHeDA’s decision not to impose thdser Fee Rule on-e
cigarettesscompelled by statutend even if the statute were ambiguous or silerd, ieasonable
interpretation ofthe TCA deserving of deference Additionally, the court rejects Plaintiffs’
characterization of the user fee as a “tax,” along with Plaintiffatentiorthat imposig the Wser
FeeRule only on sme newly “deemed” productgolates the Fifth Amendment. Plaintiffs’
challengeo the User Fee Rutberefore fails.

1. ChevronAnalysis

The question Wether the FDA'’s decision to impose user fees on cigars and pipe tobacco
but not ecigarettes is consistent with thHEBCA requires analysis undeZhevrons two-step
framework.

a. Step One

At gep one of Chevron the court asks if Congress has spoken directly to the precise
guestion at issue-here, whether the FDA can assess user fees on only some of the newly deemed
tobacco productsby employing “traditional tools of statutory construction,”clirding
“examinatian of the statute’s text, legislative history, and structure, as web asiipose.”Bell

Atl. Tel. Co. v. FCC131 F.3d 1044, 1047 (D.C. Cir. 1997). To prevail at step Blaintiffs must
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show *“that the statute unambiguously forecloses the agendgiprietation.” Catawba Cty. v.
EPA 571 F.3d 20, 35 (D.C. Cir. 2009).

The TCA provides that the FDA “shall in accordance with [21 U.S.38%s]assess user
fees on, and collect such fees from, each manufacturer and importeacddgroducsubject to
[subchapter 1X” 21U.S.C. §8387s(a). “[E]ach manufacturer and importer of tobacco product”
subject to subchapter IX includdse original classes of tobacco products listed 38®&(b). Id.

(“This subchapter shall apply to all cigarettes, cigaretb@acco, rolyour-own tobacco, and
smokeless tobacco and to any other tobacco products that the Secretanjdtipredeems to be
subject to this subchapt®r. The statutdurthersets forth the total amount of user fees authorized
to be assessed amwllectedby the FDAeach fiscal yearid. § 387s(b)(1)2 and, critically,
expresslyidentifies the classes of tobacco products that shall share in the total collection:
“cigarettes,” cigars(including small cigars and cigars other than small c)gdrsnuff,” “ chewing
tobacco, “ pipe tobaccg and“roll-your-own tobaccd, id. 8 387s(b)(2). Thero rataassessment

for each class isalculatedby multiplying “the applicable percentage of each clpgstobacco
product] for the fiscal yedr—a percentage determined undee Fair and Equitable Tobao
Reform Act of 2004 (“FETRAY-by the total amount of user fees to be assessed and collected.
Id. § 387¢b)(2)(B) (incorporating 7 U.S.C. §18d(c)). The crosgeferencedection of FETRA,

in turn, sets out percentage allocations for the exact same six classes of tobdootsgisted in

§ 387s these allocation®tal 100 percentSee7 U.S.C. §18d(c)(1)!® The percentage share of

2 For example, for fiscal year 2017, the “total amount of user feesriagt to be assessed and collected” is
$635,000,000, anfbr fiscal year 2018, is $672,000,000. 21 U.S.B8%s(b)(1)(1)4K).

13 FETRA allocates assessments among classes of tobacco products as follows:33(1)p@rcent for cigarette
manufacturers and importers; (2) 2.783 percent for cigaufaaturers andnporters; (3) 0.539 percent for snuff
manufacturers and importers; (4) 0.171 percent foryall-own tobacco manufacturers and importers; (5) 0.111
percent for chewing tobacco manufacturers and importers; and (6)@e0&nt for pipeobacco manufaaters and
importers. 7 U.S.C. §18d(c)(1)(A)LF).
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theuser feesissessment f@ach manufacturer or import@ithin each of the six classeslikewise
determined undeFETRA, 21 U.S.C. 887s(b)(4) and is based on each manufacturer's or
importer’'sshare of gross domestic volurifesee7 U.S.C. §18d(e)£h).

Plaintiffs’ sep one argument relies on their reading $&ction 387s(a), which requires
FDA to assess user fees aathmanufacturer and importer of tobacco products subject to this
sulchapter’ 21 U.S.C8 387s(a) (emphasis addedlaintiffs readthe term “eachto mean that
Congress intended thall deemed products are subject to user fees, not just those listed in Section
387s(b)(2)(B), e.g., cigars and pipe tobaccoPlaintiffs also point to anotheclause
Section387s(b)(2)(B)(iiiy whichprovides hat “no wser fees shall be assessed on a class of tobacco
products’other than thosksted insection387a(b)—the originally regulateticigarettes, cigarette
tobacco, rollyour-own tobacco, and smokeless tobatgius thosedeemed by the FDAo be
subject tosubchapter IX Taken together, Plaintiffs contendhose sectionscompel the
interpretation thaall products so deemed, includingigarettesmust be assessed user fees.

Plaintiffs' interpretationcannot however,be squared with a plain reading of Statute
Section 387s(a) provides that user fees must be assessed “in accavithnttes sectiorf
See21 U.S.C.8 387(s)(aemphasis added)The “section” itself does naxpresslyprovide an
allocation amonglasses of tobacco products, but insfeac subsection titled “[a]llocatiotis
stateghat “[t]he applicable percentage of each class of tobacco product descrikeasen (@) for
a fiscal year shall be the percentage determined uR@arRA “for each such class of product for
such fiscal yeat 1d. 8 387sb)(2)(B)(ii). Two features of ik provision are noteworthy. The first

is that the provisiorrefers to the applicable percentages for the classes of tobacco products

14 The term “gross domestic volume” means the volume of tobacco prddemtsved” and not exempt from excise
taxes under the Internal Revenue Code. 7 U.S5188(a)(2).
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“described in claus@).” “[Cllause (i)” “describes” only six classes of tobacco products; it does
not contemplate an allocation for angwly deemed products, unless among the listed six. The
second critical feature is thidtte allocation among thenumerated six classettobacco products
is supposed to be done in the manner Congress set forth in FETRARARE turn identifies the
same sixlasse®f tobacco products named in “clause (i), S®ction387s(b)(2)(B)(i), and it too
does not contemplate an allocation fory @roduct other than the listesik. The percentages
specifiedin FETRA for each of the six classastal 100 percent.Seesupran.l3. Thus, to
harmonize these provisioribe user fees assessed under the A@Ang thesix tobacco products
listed in“clause (i)”must be allocatedsing the FETRA percentages, up to 100 percent. Any other
reading would not “be in accordance with this sectio?l’ U.S.C.§ 387s(a). Plaintiffs offer no
satisfactoryexplanatioras to how consistent with th& CA’s directions,the agency couldeduce
thepro ratashare of each of the six listed tobacco products to create a seventh sbaigdoettes
(or an eighth share for other newly deemed prodants so ondr how suclare-allocation would
be determined® See7 U.S.C. §518d(c)(1);81 Fed. Reg. at 28,709he FDA'’s interpretation of
the TCA's user fees provision therefore is the natural and is not foreclosed by Plaintiffs’
contrary reading

Stifled by the statutory text, Plaintiffs resort to polangumens to supporttheir reading.
They contend that Congress could not have intended to allow newleddebacco products,
like e-cigarettes, tdbecomea free rider in funding the TCA'’s regulatory scheme. As Plaintiits
it: “There is no provisionn the statute for regulating a class of tobacco products and requiring

other classes of products to pay the necessary costs of such rejulgisonReply at 34.That

15 Plaintiffs suggest that theDA could use product equivalencies to assist in calculating usefdeecigarettes,
asserting that “FDA itself identified metrics in its response to commieRts.’ Reply at 36. But FDA only repeated
a metric suggested by a commengerd rejected the use of any metric as contrary to the T&&81 Fed. Reg. at
28,712.
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argument is not without some force. After all, it does seemruthiati anewly deemed product
increasingly usedmongyouth and adults alikdoes not have to pay its fair shai®ee generally
Nicopure Labs, LLC v. FDA266 F. Supp. 3d 360, 394 (D.D.C. 201@jing agency findings
regarding the rise in-eigarette use among middle amdh school students and adult8ut the
argument ultimatelproves unpersuasivd he agency cannot legislate when Congress has clearly
spoken. This is an area better left for Congress to consider in the fatstnice.

In sum, the statute plainly@vides that if one day deemed to be “tobacco products” by the
FDA, “cigars” and “pipe tobacco” “shall” be subject to user fees to fund thetstg scheme.
21U.S.C. 8387s(b)(2)(B). The text, howevecpntains no such mandate with regard i0 e
cigarettes, despite evidence that Congress was aware of their existencenag thedssed the
TCA. SeeDefs.’ Replyin Supp of CrossMot., ECF No. 80at 20 (citing 155 Cong. Rec. H6626
(June 12, 2009))Thestatutory text could be no clear@he agency was compelled to assess user
fees only on the six classes of tobacco products enumerated in the statute.

b. Step Two

In thecourt’sview, the plain text of th&@ CA mandateshe assessment of user fees only on
those enumerated classes of tobacco products. \But,assuming that the plain text of (€A
does not unambiguoustompel the FDA'’s interpretatiarand proceeding tadChevrors second
step, the court holdgor thereasons stated aboweat the FDA has offered in the User Fee Rule
a“reasonable explanation of how its interpretation serves the statiiectives. Nat'l Ass’n of
Broads.v. FCC 789F.3d 165, 175 (D.C. Cir. 2015)The court therefore defers to thgency’s
interpretation.

When promulgaing thefinal User Fee Rule, the FDA addressed public comments asserting

that theagencywas requiredy statuteo assess fees on all deemed tobacco products, including
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those outside the six classe&l Fed. Reg. at 28,76%94. In its responses, the FDA explained its
belief that assessing user fees on classes of tobacco products beyantistieel $n theTCA and
FETRAwas prohibited by the text of the statupet also explained that even if the statute were
silent or ambiguouysits interpretation was a reasonable ond. at 28,711-2. Moreover, n
response to comments arguing that the FDA abandon tHesaxl methodology from FETRA
altogether,or even adopt a metric proposed by the public, RB& explained that it was
interpreting the text to prohibit the assessment of user fees on aspttabacco products beyond
the six listed in thd CA in part because:

[I]t is reasonable to conclude that Congress did not intend FDA to

develop a new sysm that departs from the methodology mandated

by FETRA. Any such system would necessarily be subjective,

especially relative to the system Congress established for the

enumeated six classes. As such, FBA'interpretation is a

reasonable construction diet[TCA].
Id. at 28712. In light of the FDA’'s reasonableand in the court’s view, compelled
interpretation of the statutdye court concludes that thiser Fee Rule is entitled to deference

2. The User Fees Aredtla “Tax”

Plaintiffs’ assertion that the uneven application of the User Fee Rpleses a “tax” on
thetobaccoproducts assessed is readily dismissElde court understands Plaintiffs to argue that,
by exceptinge-cigarette makers from paying a user fee, the FDA is not imposindnentobacco
products a “user fee,” as that term is commonly understood, but irestéad” which the FDA
doesnot have the authority to imposéccording to Plaintiffs, a “user fées: “(1) predicated on
a voluntary act by a payer; (Baid for a speci@i service or benefit, including the ‘benefuf
regulation; and (3) not meant for the benefit of otherBIs.” Mot. at 42 (citingNat’'| Cable

Television Ass’n, Inc. v. United &g 415 U.S. 336, 3481 (1974);U.S. Gov't Accountability

Office, GAO-08-386SP, Federal User Fees: A Design Guite(2009). A “tax,” on the other
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hand, is‘an enforced contribution to provide for the support of governmduohited States v. La
Franca 282 U.S568, 572 (1931). By allowing-eigarettes to “free ridé yet be subject t6DA
regulation Plaintiffs say that they are paying the equivalent of a tax, not aaeser f

The court disagreesin light of the court’sconclusionabove thatCongressexpressly
intended that only the six classes of tobacco prodiraisneratedh the statutdoe assessed user
fees to pay for the FDA'’s regulation of tobacco produtisUser Fee Rule does more than
that commanded by Congresilo general definition of “user fee” can compel the agency to do
otherwise. That Congress chose not iteclude a mechanism toe-calculate the pro rata share
formula to take account of newly deemed proglUitte e-cigarettes, does not turn the user feée in
a “tax.” Cf. United States v. Sperry Corg93 U.S. 52, (1989) (“This Court has never held that
the amount of a user fee must be precisely calibrated to the use &t mgkes of Government
services.”). Plaintiffs’ argument is therefore unpaesive.

3. The User Fee Rule Doe®t\iolate the Fifth Amendment

Characterizing the User Fee Rule as “naked economic favoritism,” PRilddge a
constitutional challenge to the Rule under the equal protectiopamant of theDue Process
Clause of thé&ifth Amendment.Pls.” Mot. at 43.Applying rationaibasis revievto the economic
classification challenged herasPlaintiffs concedas appropriatesee Sperry Corp493 U.Sat
65,theUser Fee Rule readily satisfies the Constitution

Applying rationatbasis review, the User Fee Rule is constitutionally valithére is a
plausible policy reason for the classification, the legislativesfaat which the classification is
apparently based rationally may have been considered to be true byowbengental
decisionmaker, and the relationship of the classification to its goaliso attenuated as to render

the distinction arbitrary or irrational. Armour v. City of Indianapoljs566 U.S. 673, 682 (2012)
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(citation omitted). A “plausible reasoridr an economic classification exists if there @y
reasonably conceivable state of facts that could provide a ratisialfbathe classificatiah 1d.
(citation omitted).In this case, the burden rests on Plaintiffs as “the one[skaitgthe egislative
arrangement to negative every conceivable basis which might rsuppold. at 685 (citation
omitted)

The Supreme Court’s decision Wmnited States v. Sperry Corjs. on point. Thergethe
Court upheld the constitutionality of a statute reiqgithe Federal Reserve Bank of New York to
deduct and pay into the U.S. Treasury a percentage of any award made by-th&Ir@kaims
Tribunal in favor an American claimant493 U.S.at 54. Assessing the Due Process Clause
challenge to thestatute, the court applied ratioradsis review and readily concluded that the
statute’s assessment of a user fee against successful claimaetsthathall claimants, passed
muster.ld. at 65-66. In so holding, the Court provided justifications Coegs tould havérelied
on in imposing the user fees on only one class of perddnat 65(emphasis added)in finding
that there were a number of ratioggbundson which the statute could have rested, GCloairt
noted that the case was unlike one “where the Court was unable to discerntamgtkegterest
that was served” by an economic classificatitoh.

As inSperry there are a number of rational reastitad cauld explain whyCongress opted
to limit the FDA to assessingser fees on the enumerated six classes of tobacco prodhacts.
example, Congresgasonablyould have determined thabvel newly deemed products, like e
cigaretteswere unlikely to overcome the market shares of the traditional enwd@ratducts
andso itleft for another day the question of how to account foozelnewly deemed product if
it gained sufficient market shar©r, Congressould havedecided that incorporating the FETRA

scheme—and its readily avaalble data—was tle best way to assess user fess manufacturers
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and importers already wepeoviding information and paying fees pursuant to FETRAe court
therefore can discemationalinterests served by the TCA'’s user fee scheme

Although Plaintiffs invite the court to seconduess Congressdetermination to assess
user fees only on six classes of tobacco produatisnatbasis review “is not a license for courts
to judge the wisdom, fairness, or logic of legislative choic€€C v. Bach Commc’ns, Inc508
U.S. 307, 315 (1993%ee also Armourb66 U.S. at 685 (“[T]he Constitution does not require the
[government] to draw the perfect limer even to draw a line superior to some other line it might
have drawn. It requires only that the line actually drawn be a ratioed).| The basis for the
User Fee Rule’s classification between the six classes of tobacco predidciany others is
rational; thecourt therefore concludes that the User Fee Rule does not violate the Fift
Amendment.

C. Designation of Retail Establishments That Blend Pipe Tobacco as
“Manufacturers” Subject to 21 U.S.C8§ 387e

Plaintiffs next challenge the Deeming Rule’s designation of tobateders who blend
pipe tobacco ifstore as “manufacturers” within teeope 021 U.S.C§ 387e!® SeeB1 Fed. Reg.
at 29,004 (requiring thdpersons who own or operate domestic martufang establishments
engaged in manufacturing newly deemed tobacco products (incldthsg that engage in the
blending of pipe tobacco. . ) . . register with FDA and submit product listings und2t'U.S.C.
8 387e); 81 Fed. Reg. at 29,04X[flaining that retail establishments that blend pipe tobacco “are
subject to and must comply with all applicable statutory and regylegquirements fortobacco

product manufacturery. Section387elays out who must register with the FDA]1 U.S.C.

16 At oral argument, Plaintiffs clarified that their argumaiith respect to blenders of pipe tobacco is that the FDA
has wrongly subjected theto the requirements &ection 387e.SeeHr’'g Tr. at 75-76. The court, therefore, does
not take up the broader argument that Plaintiffs seemed to be makirgy ibriefing that blenders do not satisfy the
definition of “tobacco product manufacturersst forth in the TCA'slefinitions section.SeePls.” Mot. at 4445;
Pls.” Reply at 3839.
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8 387e(b)andcompels registrants to undergo biennial inspectidng,387e(g), submit a product
list, id. 8387e(i), and produce reports regarding their products’ substantial expogato a
product marketed as of February 15, 20078 387e(j). Additionally, if an entity is subject to
Section 387e’s requirements, thiemust supply or make available summary health information
including “detailed information regarding data concerning advéesdtheffects” relating to its
tobacco productSeed. § 387{a)(4).

In Plaintiffs’ view, subjecting these “mcandpop retailers” tahe sameaequirements
intended formanufacturerss contrary to the plain text &ection 387and violates the APA
Additionally, evenif the statutory text werambiguousthey argue, the agency’s interpretatisn
an unreasonablene!’ Defendants, on the other hand, contend sudtjecting pipe tobacco
blenders to regulation is compelled by the plain text of the TCéfimition of “tobacco product
manufacturer’under 21 U.S.C. § 38702 and, even if not so compelled, the agency’'s
interpretation is reasonable and warrants deference @m@eron The court concludes that both
parties have it wrong.

1. ChevronStep One

At the first step ofChevron the court mustconsider whether Congress has “directly

spoken” to the precise question at issitere, that question iwhetherretailers who blend pipe

tobaccoareg in fact,“engaged in thenanufacturepreparation, compounding, or processing of a

17 plaintiffs alternatively suggest that the FDA's interpretation is uonedse because the FDA failed to reasonably
explain the impact of the rule on small beesises as required by tRegulatory Flexibility Act(*“RFA”), 5 U.S.C.

88 603-604. SeePlIs.” Mot. at 46. Plaintiffs’ RFA claimseeCompl., at 3632, however, has been held in abeyance
pending the outcome of the FDA’s “new comprehensive plseg¢Mem. Op., ECF No. 68, at 4 n.3The court
therefore declines to consider the RFA argument.
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tobacco produétand thussubject to the regulatory requirememts21 U.S.C. 887e. See
Chevron 467U.S. at 842.

To prevail on theiChevronargument at the first step, Plaintiffaust show that the statute
unambiguously forecloses the agency’s interpretatmarm. Research & Mfrs. of Am. v. FTC
790 F.3d 198, 207 (D.C. Cir. 2015¢orrespondinglyfor the agency to prevail &hevroris first
step, it must show that Congress was not “silent or ambiguous sfibateto the specific issue”
before the courtSee Humane Soc. of U.S. v. Kempthos@® F. Supp. 2d 7, 19 (D.D.C. 2008).

As required, the court begins with the statutory tdrtpertinent part, 21 U.S.C.387e
provides that its terms apply to “every person who owns or operatestajishment iany State
engaged in thenanufacture, preparation, compounding, or processihg tobacco productid.

8 387e(bYemphasis added)The provision defines the relevant terms as follows:
The term “manufacture, preparation, compounding, or processing”
shall include repackaging or otherwise changing the container,
wrapper, or labeling of any tobacco product package in furtherance
of the distribution of the tobacco product from the origidate of
manufacturgo the person who makes final delivery or sale to the
ultimate consumer or user
Id. 8387e(a)(1) (emphasis added). Application of the foregoingitefins limited to the term’s
use “[i]n this section.” 21 U.S.C.387(a).

According to Plaintiffs, a retail pipe tobacco blender is not a “manufatiunstead, a
retail blender “simply tak[es] two engse, FDAapproved products and perform[s] a service that
consumers themselves could do on their own.” PIs.” Mot. at 44intifs also contend that
because the text of Section 387e distinguishes the manufacturer feopetdon who makes final
delivery or sale to the ultimate consumer or ugbehany retailer who blends pipe tobacco cannot

be the person who “manufacture[pfepar[es], compound[s], or process[eshéePls.” Reply at

38-39. Thus, Plaintiffs conclude, Section 387e’s textual referencéperson who makes final
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delivery or sale to the ultimate consumer or user” dictates the comcthsiba retailer, typally
the entitywhich makes the final delivery or sale of a tobacco product to the ultimataroensr
user, cannot be subject to the same requirements as a “manufacBeeid.

For its part, thé-DA defends itsaction by pointing to theefinition of “tobacco product
manufacturer” under 21 U.S.C.387(20), whichis the TCA’s general definitional section.
SeeDefs.” CrossMot. at 49. As pertinent here, ‘dobacco product manufacturer” is defined as
“any person, including any repacker r@fabeler, who . . . manufactures, fabricates, assembles,
processes, or labels a tobacco product[.]” 21 U.S.C. § 387£42@) minimum, Defendants argue,
pipe tobacco blending qualifies as “assembling” or “processing” actwbproduct and therefore
blenders are subject to regulation under the Act.

Stating with Plaintiffs’ argumentsthe court finds themnpersuasive.The courtagrees
with Defendants that Plaintiffs incorrectly reSection 387e to excludeny andall retailers from
its reach. A persons designation as a “retailer” does not preclude applicati@ection 387e¢;
instead, the focusf the statutory texs on theactivity thatthe persomundertakes If a personin
fact “engage[s] in the manufacture, preparation, compounding, coessing of a tobacco
product,” therhe or shas covered by thelain terms of th@rovision. It matters nopfor purposes
of Section 387ewhether that establishment is also a retailadeed, creditind?laintiffs’ reading
would—as Defendants point eutlead to the absurd conclusion that an establishment could
undertake the full manufacture of a tobacco product, but not be subfection 387¢e, as long as
it was the entity thatnade thdinal sale to thaultimateconsumer.The statutory text cannot bear
such a result.

At the same time, the court cannot acceptd@ency’s interpretation of Section 387e

becausats reliance on the general definition of “tobacco product manufacttodriterpret that
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sectionis misplaced Section 387e does not incorporade Defendants seem to assgdgtion
387(20)’sdefinition of “tobacco product manufacturerTo the contraryall of Section 387e’s
requirements are triggered upon a person “first engaging in the actumg, preparation,
compounding, or jrcessing of a tobacco product,” which actemmpelsthe person to register
with the FDA. 21 U.S.C. 887e(c);see id.88 387e(d), (B () (imposing requirements upon
persons “required to register under this sectiomfus, thehresholdquestiorunder Sectior387e
is whether the blending of pipe tobacco constitutes “the manufactureygiiep, compounding,
or processing of tobacgvoduct,” not whether a person who engages in blending meets the general
definition of “tobacco product manufacturerTo crossreference alefined termthat appears
nowhere in Section 387e, as Defendants have done, does not answerdti@at.que

It may be thatthe act of blendingpipe tobacco does constitute the “manufacture,
preparation, compounding, or processing of a tobacco product,” butaheyageither makes that
argument hereor did it make itduring the rulemaking proces&f. 81 Fed. Reg. at 29,049 (“All
entities that meet the definition of ‘tobacco product manufacturgiSeaction 387(20)]of the
[TCA], including retail establishments that blend pipe tobacco, are stbjacd must comply
with all applicable statutory anggulatory requirements for tobacco product manufacturers.”).
The court cannot now independently analyze dsie See State Farm63 U.S. at 43 (stating
that the court canndsubstitute its judgment for that of the agenc¢cy’DK Labs. Inc. vDEA, 362
F.3d 786, 798 (D.C. Cir. 2004)[1] t is important to remembehat if we find that an agency’
stated rationale for its decision is erroneous, we cannot sitstaiction on some other basis the
agency did not mentio). Nor can the couraskthe martiesfor further explanations SeeState
Farm, 463 U.Sat 50 (stating that the court may not accgutst hoarationalizations for agency

actions”) PDK Labs, 362 F.3dat 798 (stating that where an agency hasused its experience
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and expertise to bear when interpreting a statute, “it is not for tin¢ ¢0 choose between
competing meaning$ (quotingAlarm Indus.Commc’nsComm. v. FCC131 F.3d 1066, 1072
(D.C. Cir. 1997)). Therefore, the court’s review of this issue comes to an end.
2. ChevronStep Tw andRemedy

Having concluded that the agency’s reasoning was misguided, the couly gisgoses
of Defendants’contention that the agencyisterpretation is entitled to deferenceGitevroris
second stepWhen, as here, “an agency incorrectly concludes that Congress maag@atédular
regulatory interpretation of a statwt@nd the agency therefore stops itselChevronstep one—
this court will vacate and remandNoble Energy, Inc. v. Salaz&71 F.3d 1241, 1246 n.5 (D.C.
Cir. 2012). Asthe D.C. Circuit hasstructed“deference to an agerigyinterpretation of a statute
is not appropriate when the agency wrongly believes that interpretatompelled by Congress.”
PDK Labs, 362 F.3dat 798 (citation and internal quotation marks omiftedHere, as discussed,
in the fnal Deeming Rule, the agency wrongly rested its designation oerstaiho blend tobacco
as subject to Section 387(e)’s requirements solely based on theiatefoi “tobacco product
manufacturer” contained in Section 387(20). Congress compelled ato isterpretation.
Accordingly, the court vacas@application of SectioB87e’s requirements tetail blendersof pipe
tobacco and remands the question to the agendyasd tan “bring its experience and expertise
to bear in light otompeting interests at stakePeter Pan Bus Lines, Inc. v. Fed. Motor Carrier
Safety Admin471 F.3d 1350, 1354 (D.C. Cir. 20(6}ation omitted).

D. Pipes as “Component®r Parts”

At last, te court turns to Plaintiffs’ challenge to the FDA’s designhation qfepias
“‘componentsor part$ of a tobacco product subject to regulation underTt@é,, as opposed to

“accessories” not subject to the AcCompl. TL15-60. The court concludethat the agency’s
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designation of pipes as “componehtsther than “accessoriess’ not foreclosed by the stabry
text, and defers to the agency’s interpretation as the product of “reasoalgdis” State Farm
463 U.S. at 5657.
As amended by theCA, the FD&C Actdefinesa “tobacco productas:

any product made or derived from tobacco that is intended for

human consumption, including angmponentpart or accessory of

a tobacco product (except for raw materials other than tobacco used

in manufaturing a component, part, or accessory of a tobacco

product).
21 U.S.C. 8321(rr)(1) (emphasis added)The terns “componenf’ “part,” and “accessory” are
undefined. In the Deeming Rulel-DA opted to regulateomponents and parts of the newly
deemed tobacco products, but not their access®iesed. Reg. at 28,975.he FDA explained
that it was not regulating accessories of neddgmed tobacco products “because accessories,
unlike components or parts, are expected to have little direct impauot @ailic health.”ld.

In making these distinctionshe FDAfilled in definitional gaps left by Congress. The

agencydefined “component or parf as:

any software or assembly of materials intended or reasonably

expected: (1) [§ alte or affectthe tobacco produd’performance,

composition, constituents or characteristics; or (2) to be used with

or for the human consumption of a tobacco product. The term

excludes anything that is accessory of a tobacco product.
Id. In turn, the agency dieled “accessory” to mean:

any product that is intended or reasonably expected to be used with

or for the human consumption of a tobacco product; does not contain

tobacco and is not made or derived from tobacco; and meets either

of the following: (1) [ik not intended or reasonably expected to

affect or alter the performance, composition, constituents, or

characteristics of a tobacco product or (2) is intended or reasonably
expected to affect or maintain the performance, composition,

18 The agency acknowledged that “component” and “part” are dis@nosstin thelT CA, but explained that it would
use the terms interchangeably “for purposes of [the] finakfbing Rule].” 81 F& Reg. at 29,042.The FDA
reserved the possibility that it would clarify the distinctions betweetethes in the futureld.
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constituents, or characteristics of a tobacco product but (i) solely

controls moisture and/or temperature of a stored product or (ii)

solely provides an external heat source to initiate but not maintai

combustion of a tobacco product.
Id. at 29,015.The agency concluded ingtinal Deeming Rule that “[b]oth-eigarettes and pipes
meet” the definition of “components or parts.” 81 Fed. Reg. at 29,@4#so provided, by way
of contrast,a list of products meeting the definition of “accessqtie® include “ashtrays,
spittoons, hookah tongs, cigar clips and staratsd pipe pouchgsas well as humidors or
refrigerators that solely control the moisture and/or temperatfira stored product and
conventional matches and lighters that solely provide an externasdwate tanitiate but not
maintain combustion of a tobacco produdd. at 28,975.

Plaintiffs challenge the agency’s statutory analyd$elying on a dictionary definition of

“‘component to meanan“ingredient or “constituentpart” Plaintiffs maintain that[a] pipe is not
a constituent parbr ingredientof a productmade or derived from tobaccand therefore is not
subject to regulation as a tobacco product under the TEA.” Mot. at 47.Plaintiffs insist that
to qualify as a component the object most“integrated with a product made of tobatand
because a pipe is merely a vessel for pipe tobacco, a pipe is simplyaamhponent Id. at 48.
Moreover even if the statutory term “component” were ambigudlgintiffs say that-DA'’s
classification of pipes as componenther tharunregulated “accessories,” is not a reasonable
one entitled to deference becaubee is norecord evidence to suggest that pipes do in fact

“have. .. direct impact on theublic health, rendering theFDA’s designation arbitrary and

capricious under the APASee81 Fed. Reg. at 28021°

19 To the extent that Plaintiffs alternatively challenge the agency’s aasiafiolative of theRFA, seePls.’ Mot. at
48-49,a claim currently held in abeyansgeMem. Op., ECF No. 68, at 4 n.3gtlcourt declines to consider this
argument
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1. ChevronStep One

The court begins, as always, with the statutory t&de Sebelius v. Clges69 U.S. 369,
376 (2013). The TCA does notfter a definition of‘component”or “part,” so resoring to a
dictionary to determine their plain meanings is the best next Ste@ Nicopure266 F.Supp. 3d
at 383 (citing Taniguchi v. Kan Pac. Saipan, Ltd66 U.S. 560 (2012))A “component” is a
‘constituent part” or “ingredient,” see Component, Merriam/Nebster Dictionary,
http://www.merriarawebster.com/dictionary/componerds well as‘a constituent element or
part,” seeComponentOxford Emglish Dictionary, 2d ed. (1989)The word “constituent” means
an “essential part,” “component,” 6element.” SeeConstituent Merriam-Webster Dictionary,
https://www.merriarmwebster.com/dictionary/constituenfAind, a“part” is “an essential portion
or integral element,” see Part, Merram-Webster Dictionary,
http://www.merriamwebster.com/dictionary/pags well as a “piece or sectiori omething
which together with another or others makes up the whole (whether asedrate from the rest
or not); seePart,Oxford EnglishDictionary, 3d ed. (2005

Taking these dictionary definitions together, treatiripipe” asa “component or part” of
a tobacco product 3ot foreclosed by the statutory text “component’ in this contextjs taken
to mean that which isessentidl or critical to the consumption of a tobacco product, therpe
fits the definition. Neither the pipe nor the pipe tobacco has anyandept use or function apart
from the other, and Plaintiffs do not assert otherwise. Only wheghtogether do the twereate
a consumable tobacco product, which is of course the object of regulatdenthe TCA. None
of the definitions of the key terms requires the material regulated totbgrated’into the tobacco

product asPlaintiffs contend. To the contrary, the word “part” includegs definitionthose
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elements used to make up a whole, “whether actually separate from the rest ofeadPart,
Oxford English Dictionary, 3d ed. (2005).

This is the same conclusion theurt reached iMNicopure There,whenassessing the
agency'sdecision to regulate empty vaping devices in the Deeming Rule, thereasoned that
the device satisfied the plain meaning of a “component” because, “just as gnf@ummpain pen
is obviously a ‘componentof an ink pen .. even when the ink is sold separatei’ empty
vapingdeviceis a “component” of an electronic nicotine delivery systéicopure 266 F. Supp.
3d at 38384. Thatanalogy isinstructivehere:An emptypipe isa “component” ofa delivery
system for pipe tobacg¢even though it isoldseparate from the pipe tobacitself.

To further bolster their argument &hevronstep one, Plaintiffs notethat theundefined
term “component” appears itheer provisions of thetatute as a bedfellow for terms like “additive”
and “ingredient’ which Plaintiffs again take to mean that a component must be aéelgwith a
product made of tobaccd?ls.” Mot. at 47(citing 21 U.S.C.8 387g(a)(3)(B)(ii) 387g(a)(4)(B)(i),
387j(b)(D(B)). But even if Plaintiffs are right that “additives” and “ingredientsfjgest some
degree of “integration” into the tobacco product, that reading doesmatdse a pipe from fitting
the bill. For instance, as Defendants point wiith respect taigarettes, the TCA uses the term
“‘component” to include elemensegregable from the tobacco itself but necessary to consume the
cigarette tobacco, such as filters and papggee21 U.S.C. § 387g(a)(1)(A).The fact that, as
Defendants assert, such campnts are consumed while smoking, while a pipe is not, is not a
limitation on the term “component” found in the statute. Readingaaly limitation into the TCA
would be at odds with the statute’s use of the term “@aymodify “component,”21U.S.C.
8321(rr)(1), as well as the TCA’s clear purpose to prott@d=DA the authority and flexibility

to effectively regulate the tobacco indusBge Nicopure266 F.Supp. 3d at 38485 (citingTCA
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8 3). Thus, ather than underminindpe agency’s reading 6éomponent,” other uses of the term
in the TCA support it.

Accordingly,the court finds thatheagency’s conclusion that a “pipe” is a “component
part’ subject to regulation isot foreclosed by the statutory texhd therefore surviveShevron
stepone review. SeeNicopure 266 F. Supp. 3d at 3886 (rejecting the challenger’s similar
argument that “the context of the TCA as a whole supports [the] arguim@nthe terms
‘component or part’ must mean a part physically connected to the whole”)

2. Chevron Step Two and Arbitrary and Capricious Review

Having rejected Plaintiffs’ argument &hevrons first step, the courturns to consider
whether the agency’s interpretatiortiod TCA is a permissible one. Assessing Plaintiffs’ statutory
and APA challenge to FDA's interpretatiander the overlappinGhevronstep two and “arbitrary
and capriciousframework, the courolds that the FDA did not act unreasonably in designating
“pipes” as “componentsr parts” subject to regulation.

Plaintiffs argue thateven if he statutory text is ambiguouse FDA’s interpretation is
nonethelesan unreasonable one because “[t]here is nothing in the record to siggqspé
architecture is being manipulated to make tobacco more addictive or dangeddesse any other
direct effect on public healththus compelling the conclusion that a pigp@n “accessory,” rather
than a “component or part” of a tobacco produRls.” Mot. at 48.To that end Plaintiffs assert
that differentiation among pipes merely for aesthetic reasonsiting public comments to the
Proposed Deeming Rel contending thatwhile [pipes] enable the smoking of tobacco, they
present no independent potential harrd’ (citing A.R. 130248§.

Plaintiffs’ argument is unavailing For startersPlaintiffs do not take issue witkthe

definition of “component or pdrtthat the FDA applied to pipes. Plaintiffs do not dispel
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Defendants’ argumerthat pipe desiga-the size and shape of the bowl, aslas the inclusion

of fiters—would in fact be “reasonably expected” to alter or affect the “performance,”
“constituents’ and “characteristics” of pipe tobaccdee81 Fed. Reg. at 29,102Moreover,
Plaintiffs alsodo notexplain how pipes are not “to be used with or for the human consumjption o
a tobacco product.”ld. at 29,0442, Thus, the agency’s conclusion that a pipe meets the
definition of “component or part” is a reasonable one.

Also bolstering the agency’s interpretation is a comparisonpaspagainst objects that
qualify as norregulated “accessories.” Observing the ancy's provided examples of
“accessoriesit is clearthatpipes are whollynlike “ashtrays, spittoons, [or] hookah tongs,” that
do nothing to affect the “performance, composition, constituentsharacteristics of a tobacco
product,” or “conventional matches and lighters that solelyigeoan external heat source to
initiate but not maintaincombustion of a tobacco productfd. at 28,975. Rather pipes are
“fundamental’ tothe delivery and consumption pipe tobacco See Nicopure266 F. Supp. 3d
at 386. Plaintiffs donot counterthatreasoning

In the alternativePlantiffs arguefor the first timein their reply briefthatthe agency’'s
failure to contend with whethéo regulate all “components,” or not to regulate all “accessories,”
instead of subsstof each, violates the ARPAPIlaintiffs did not, however, raiseisrargument in
their initial Motion. SeegenerallyPls.” Mot. The court will adhere to the “wedettled prudential
doctrine that courts generally will not entertain new argumestgéised in a reply,” and therefore
declines to consider Plaintiffsetated challengeAleutian Pribilof Islands Ass’'n v. Kempthorne
537 F. Supp. 2d 1, 12 n.5 (cititderbert v. Nat'lAcad. of <i., 974 F.2d 192, 196 (D.C. Cir.

1992)).
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Accordingly, the court holds that FDA'snterpretationof the term “componentto

encompass a pipe is not “arbitrary and capricious in substahmhilang 565 U.S. at 52 n.And

is the product ofreasoned decisionmakiriglripoli Rocketry Ass’n, Inc. v. Bureau Afcohol

Tobacco, Firearms& Explosives437 F.3d 75, 77 (D.C. Cir. 2006 he FDA's interpretation

therefore merits deference.

V. CONCLUSION AND ORDER

For the reasons set forth abok&intiffs’ Motion for PartialSummary Judgment is granted

in part and denied in parPlaintiffs’ Motion for Preliminary Injunction isleniedas moot and

DefendantsCrossMotion for Partial Summary Judgmentgsanted in part and denied in paas

follows:

1.

The Deeming Rule’sealthwarning requirements comport with th€A and the
APA (Count VI)and do not violate the First Amendmég@obunt VII).

The User Fe®ule (Counts Il and Ill)is upheld in its entirety

The process by which the agency designated tobacco retailers who blend pipe
tobacco irstore assubject to the requirements 21 U.S.C. 8387eviolates the

APA (Count VIII). The court remands it issueto the agency for further
proceedings consistewith this Memorandum Opinion.

The agency’s designation of pgpas “components” of a tobacco proddoes not
violate the APA(Count IX).

No later than June 12018, theparties shall submit a Joint Status Report recommending

how to proceed with the remaining, unresolved claims.

e

Dated: May 15, 2018 Amit P—-WVehta _
lted States District Judge
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