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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

CASE NO. 9:17-CV-80709ROSENBERG/REINHART
JUSTIN SPROULE
Plaintiff,
V.

UNITED STATESFOODAND
DRUGADMINISTRATION etal.,

Defendant.
/

ORDER GRANTING DEFENDANTS' MOTION TO DISMISS

THIS CAUSE is before the Court onDefendants’ Motion to Dismiss Plaintiff's
Complaintwith Incorporatedviemorandum ot.aw in SupportThereof[DE 17]. The Courthas
carefully considered Defendants’ Motion, Plaintiff's Opposition thereto [DE 20], and
DefendantsReply [DE 23], andis otherwisefully advisedin the premisesFor the reasonset
forth below, Defendants’Motion is GRANTED and this caseis DISMISSED WITH OUT
PREJUDICE.

l. INTRODUCTION

This is an action pursuantto the Administrative ProcedureAct to set aside a
Memorandum oAgreemenbetweenSantaFe Natural TobaccoCompanync. (“SantaFe”) and
the United StatesFood andDrug Administration (“FDA”) . Plaintiff Justin Sprouleassertghat,
by enteringinto the Memorandum oAgreementthe FDA hasunlawfully permittedSantaFeto
circumventthe statutoryprocedurefor obtaining authorizatiomo sell a modified risk tobacco
product.Becausehe Court concludeghat Plaintiff hasnot sufficiently allegedstandingto sue,

thisactionmust bedismissedvithout prejudicgor lack of subjectmatterjurisdiction.
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Il LEGAL AND FACTUAL BACKGROUND

Pursuantto the Family Smoking Preventiomnd TobaccoControl Act (the “Act”), the
FDA is responsibldor regulatingthetobaccoindustry, includingnodifiedrisk tobaccoproducts.
See2l1 U.S.C. § 383(a)! As defined by the Act, a “modified risk tobaccoproduct” is “any
tobaccoproductthatis sold ordistributedfor useto reduceharmor therisk of tobaccerelated
diseasassociateavith commerciallymarketedtobaccoproducts.” 21U.S.C.§ 387Kb)(1). This
includes“a tobaccoproduct. . . thelabel, labeling, or advertising ofvhich representexplicitly
or implicitly that. . . thetobaccoproductpresentsa lower risk of tobaccorelateddiseaseor is
less harmful than one or more other commercially marketedtobacco products,” 21 U.S.C.
8 387Kb)(2)(A)()(1), or that “the tobaccoproduct orits smoke does natontainor is free of a
substancé,id. 8 387Kb)(2)(A)()(111).

“No personmay introduce ordeliver for introduction into interstatecommerceany
modified risk tobacco product’ without first submitting an application to and obtaining
authorizationfrom the FDA. See21 U.S.C. § 387la). The FDA may not provide authorization
withoutfirst reviewingtheapplicationandmakingcertainfindings:

[T]he [FDA] shall . . . issue an order that a modified risk product may be

commercially marketedonly if the [FDA] determinesthat the applicanthas
demonstratethatsuchproduct . . will—

(A) significantlyreduceharmandtherisk of tobaccerelateddiseaseo individual
tobaccousers;and

(B) benefitthe healthof the populatiorasa whole takingnto account botlusers
of tobaccoproductsandpersonsvho do not currently uswbaccoproducts.

21 U.S.C. § 387(g)(1).

! The Act providesthat “[tJobacco products,including modified risk tobaccoproducts. . . shall be regulatedby the
Secretary[of Healthand HumanServices]. . ..” See21 U.S.C.8387a(a) 21 U.S.C. § 321(d). The Secretaryof
Health and Human Serviceshasdelegatedall functionsvestedin him underthe Act to the Commissionef the
FDA. SeeFDA Staff ManualGuide1410.10(1)(A)(1) https://www.fda.gov/downloads/AboutFDA/ReportsManuals
Forms/StaffManualGuide&/CM273771.pdf



“Any personmayfile . . .anapplicationfor a modifiedrisk tobacco product.” 21 U.S.C.
§ 387Kd). Theapplicationmust include:

(1) a description of the proposed prodwnid any proposed advertisingnd
labeling;

(2) the conditiongor using the product;
(3) theformulationof the product;
(4) sampleproductlabelsandlabeling;

(5)all documents (including underlyingcientific information) relating to
researchfindings conducted, supported, possessedy the tobacco product
manufacturerelatingto the effect of the product ontobaccerelateddiseasesand
healthrelatedconditions, includingnformationboth favorablendunfavorableo
theability of the producto reducerisk or exposurandrelatingto humanhealth;

(6) dataandinformationon how consumeiactuallyuse thdobaccoproduct;and
(7) suchotherinformationasthe[FDA] mayrequire.

21 U.S.C. 8 387(kl). With theexceptionof “mattersin theapplicationwhich aretradesecretsor
otherwise confidentialcommercialinformation,” theFDA mustmake the applicationpublicly
availableard requestommentdy interestedoersons. 21 U.S.C. § 33&l.

SantaFe manufacturesand markets Natural American Spirit cigarettes.See DE 1,
Complaint I 4Thesecigarettesarelabeledandadvertisecas“Natural,” “Additive Free,”“100%
Additive Free,” and “Organic,” terms that suggest thecigarettescarry health benefits and
reducedrisk. Id. 14, 18. SantaFe has never submittedan applicationfor a modified risk
tobaccoproduct.id. 6.

On August 27, 2015, thEDA issueda Warning Letter to SantaFe statingthat the FDA
haddeterminedhat Natural AmericanSpirit cigarettesvere modified risk tobaccoproductsand
werebeingsoldor distributed withouFDA authorizationld. I 44.Specifically,the FDA stated
that Natural AmericanSpirit cigarettesvere modified risk tobaccoproductsbecausehe product
labeling,“which uses the descriptoiNatural’ and‘Additive Free[,]’ represergexplicitly and/or

implicitly thatthe products otheir smoke do notontainor arefree of a substance and/tnat



the productspresenta lower risk of tobaccerelated diseaseor are less harmful” than other
cigarettesld. 1 45.

OnJanuary23, 2017 the FDA and SantaFe enterednto a Memorandum of greement
providing that the FDA would notinitiate an enforcementction as long as Natural American
Spirit cigarettesvere not advertisedas“natural” or “additivefree,” but Santae could continue
to use theaerm “Natural” in the Natural AmericanSpirit brandnameandtrademarkslid. 71 46—
47. Accordingto Plaintiff, this effectively “authorizesSantaFe to sell anddistribute[a modified
risk tobaccoproduct] without going througlany of the proceduresmandatedby the Act—
including public noticeand commenton an applicatior—and without FDA making any of the
findings mandatedy the Act for an FDA orderauthorizing[a modified risk tobaccoproduct].”
Id.  47.Plaintiff assertghat becausat permits SantaFe to marketa modified risk tobacco
product without complyingvith the statutoryprocedurefor obtaining authorization, thEDA'’s
decisionto enterinto the Memorandum oAgreementis “arbitrary, capricious,an abuse of
discretion, or otherwise nah accordancewith law,” see5 U.S.C. 8§ 706(2)(A), and must
thereforebesetasidepursuanto the AdministrativeProcedureéct. Id. 1 49.

II. DISCUSSION

In the Motion presentlybeforethe Court,Defendantsarguethat Plaintiff hasfailed to
establishstandingand that this action mustthereforebe dismissedpursuantto FederalRule of
Civil Procedurel2(b)(1) for lack of subjectmatterjurisdiction. In the alternative,Defendants
arguethatthis actionmust bedismissedpursuanto FederalRule ofCivil Procedurel2(b)(6)for
failure to statea claim uponwhich relief canbe granted.The Courtagreeghatthis action must
be dismissedfor lack of subjectmatterjurisdiction. Havingreachedhat conclusion, the Court

does notddressvhetherPlaintiff hasfailed to statea claim uponwhich relief canbe granted.



“Article 1ll of the Constitution limits the jurisdiction of the federal courts to the
considerabn of ‘Cases and‘Controversies” Staley exrel. U.S.v. Orlando Regl Healthcare
Sys.Inc., 524 F.3d 1229, 1232 (11€ir. 2008) (quotindJ.S. Const.art. lll, § 2). To satisfythis
caseor-controversyrequirementandestablishstandingo sue,Plaintiff must show:

(2) [he] hassufferedan “injury in fact” thatis (a) concreteandparticularizedand

(b) actual or imminent, not conjecturalor hypothetical;(2) the injuryis fairly

traceableao thechallengedhctionof thedefendantand(3) it is likely, asopposed
to merely speculative that the injurywill be redressedy a favorable decision.
Fla. Wildlife Fed'n, Inc. v. S. Fla. Water Mgmt. Dist., 647 F.3d 1296, 1302 (11tir. 2011)
(quoting Friends of the Earth)nc. v. Laidlaw Envtl. Servs.(TOC), Inc., 528 U.S. 167, 181
(2000). In the absenceof Article Il standingthis Courtlacks subjectmatterjurisdiction. See
Staley, 524 F.3dat 1232. As the party invoking the Court’s jurisdiction, Plaintiff bearsthe
burden of establishinigs existenceSeeid. (QuotingParke v. ScrapMetal Processorsinc., 386
F.3d 993, 100311th Cir. 2004)). To meetthis burdenat the pleadingstage,Plaintiff must
clearlyallegefactsdemonstratinggachof thethreeelementsof Article Il standing.SeeSpokeo,
Inc. v. Robins 136S. Ct. 1540, 1547 (2016(citing Warthv. Seldin 422 U.S. 490, 5168L975)).
This casemust bedismissedif Plaintiff fails to meetthis burden.SeeFla. Wildlife Fed'n, 647
F.3dat 1302 (11thCir. 2011)(citing CAMP Legal Def. Fund, Inc. v. City of Atlanta, 451 F.3d
1257, 127711th Cir. 2006)).

A. Injury in Fact

With respectto the first elementof standing,Plaintiff arguesthat he “has clearly pled

sufficient facts to establish standing by alleging an injury in fact in the deprivation of

information to which he, an interestedmemberof the public,is entitled under theTobacco

2«pA dismissalfor lack of subjectmatter jurisdiction is not a judgmenton the merits and is enteredwithout
prejudice.”Stalley 524 F.3dat 1232 (citing Crotwell v. HockmarLewisLtd., 734F.2d 767,769 (11th Cir. 1984)).



ControlAct.” DE 20 at 6—-7.More specifically,Plaintiff argueghatno applicationto sell Natural
American Spirit cigaretteswas ever submitted despite theFDA's determinationthat these
cigarettesvere modified risk tobaccoproducts, and thmformationrequiredto be submittedin
conjunctionwith the applicationwas nevermadepublicly available,because th&€DA entered
into a Memorandumof Agreementthat allowed Santa Fe to circumvent the statutory
requirementsAccording to Plaintiff, “[i]f the FDA had followed the procedurethat Congress
designedPlaintiff would havehadaccesdo a whole host oinformationthat Plaintiff nowlacks.
The FDA's violation of statutoryrequirementdiams Plaintiff by depriving him ofinformation
to which heis legally entitled” 1d. at 7.

The Court need not, and thereforedoes not, decidevhetherPlaintiff has sufficiently
allegedaninjury in fact. Assumingfor thesakeof argumenthatPlaintiff hassufficiently alleged
an informational injuryasdescribedabove Plaintiff hasnot sufficiently allegedeithercausation
or redressabilityAccordingly,Plaintiff lacksstandingo ste.

B. Causation andRedressability

The Court begindy notingthat Plaintiff's assertednjury arisesfrom the FDA'’s alleged
failure to regulateSantaFe’s modifiedrisk tobaccoproductsasprescribedy law.

When . . . aplaintiff’ s assertednjury arisesfrom the government'allegedly

unlawful regulation (or lack of regulation) ofsomeoneelse. . . causationand

redressabilityordinarily hinge on the response of tiegulatedor regulable)}third
partyto the governmerdctionor inaction—andperhapson the response of others

as well. The existenceof one ormore of the essentialelementsof standing

depends on thenfetteredchoicesmade by independentactors not before the

courtsand whoseexerciseof broadand legitimate discretionthe courts cannot
presumeeitherto control orto predict andit becomeghe burden of thelaintiff

to adducefacts showingthat thosechoiceshavebeenor will be madein such

mannerasto produce causatioand permit redressabilityof injury. Thus,when

the plaintiff is not himself the object of the governmenaction or inaction he

challenges,standingis not pecluded, but it is ordinarily substantiallymore
difficult to establish



Lujan v. Defs. of Wildlife, 504 U.S. 555, 562 (1992)internal quotationmarks and citations
omitted).

To establishcausation“plaintiffs bearthe burden of pleading . concretefacts showing
that the defendant’sictualactionhascausedhe substantialisk of harm.Plaintiffs cannotrely
on speculationabout theunfetteredchoicesmadeby independentictorsnot beforethe court.”
Clapper v. Amnestyint'l USA 568 U.S. 398, 414 n.5 (2013finternal quotationsmarks and
citation omitted). In the instantcase,therefore,Plaintiff bearsthe burden of pleadingoncrete
facts showingthat the FDA'’s decisionto enterinto the Memorandum oAgreementwith Sana
Fe causedSantaFe not to submit amodified risk tobaccoproductapplication as a result of
which Plaintiff was denied accessto the information Santa Fe would have submitted in
conjunctionwith its application.

“The Supreme Couthas describedredressabilityas ‘a substantial likelihoodthat the
relief requestedvill redressthe injuryclaimed.” I.L. v. Alabama 739 F.3d 1273, 1279 (11th
Cir. 2014) (quotingbDuke Power Co. v. Carolina Envtl. Study Grp.Inc., 438 U.S. 59, 75 n.20
(U.S. 1978)) (emphasisadded).Therefore,Plaintiff mustalso allege facts showingthat, if the
Memorandum ofAgreementis set aside,thereis a substantialikelihood that SantaFe will
submit amodifiedrisk tobaccoproductapplication.

To establishboth causatiorand redressability’ Plaintiff relieson hisallegationsthat the
FDA issueda WarningLetter to SantaFe and that SantaFe enteredinto a Memorandunof
Agreementith the FDA. Plaintiff assertshat,

[a]s amatterof commonsenseit is substantiallylikely thataregulatedentity that

hasreceiveda warningfrom the federalagencywith appropriatgurisdiction that
the entity’s conductis unlawful, that hasbeenwarnedof the possibility of fines,

% In his Oppositon to DefendantsMotion, Plaintiff specificallyaddressesedressabilityout not causation SeeDE
20 at5-12. The CourtneverthelessterpretsPlaintiff's argumentasapplyingbothto causatiorandredressability.



prosecution,and seizureof its products,and that hastaken somestepsto come

into compliancewith the law (although not the ones Congress devisedl), in

factattemptto comeinto compliancewith thelaw.

DE 20at 12. Accordingto Plaintiff, the Warning_etterlisted a number openalties—asidefrom
anenforcemenaction—that SantaFe might faceasaresultof its violation of federallaw, andby
enteringinto the Memorandum ofAgreement,SantaFe hasindicatedthat it will take stepsto
avoidsuchpenaties Id. at 11-12.

Plaintiff's allegationsfail to establishcausation.Ratherthan presentingconcretefacts
showingthat the FDA’s decisionto enterinto the Memorandunof Agreementwith SantaFe
causedSantaFe not to submit amodified risk tobaccoproduct application Plaintiff relies on
speculatioraboutwhat SantaFe would have doné responséo the Warning_etterif it hadnot
enteredinto the Memorandum oAgreement.“[AJn FDA warning letter compelsaction by
neitherthe recipientnor theagency. Holistic Candlers & Consumeréss’nv. Food & Drug
Admin, 664 F.3d 940, 944D.C. Cir. 2012). Had SantaFe and the FDA not enteredinto a
Memorandum ofAgreement SantaFe might havemadeany numberof choicesin responsedo
the WarningLetter. While Santa Fe may have submittedan applicationfor a modified risk
tobaccoproduct,SantaFe might insteadhavechangedts labelingand advertisingto avoid the
applicationprocessandto avoid penalties.SantaFe might evenhavetakenno actionat all, in
respnseto which the FDA may or may not haveinitiated an enforcementaction or pursued
other penalties.Had the FDA initiated an enforcementaction, SantaFe may have chosento
contestsuchactionratherthan submitan applicationor changeits labelingand advertising.In
other words,Plaintiff is “rely[ing] on speculationabout theunfetteredchoicesmadeby [an]

independenactof] not beforethe court.”Clapper, 568 U.S. at 414 n.5This is insufficient to

establishcausationSeeid.



Plaintiff's allegationslikewise fail to establishredressability.If this Court were to set
asidethe Memorandum ofgreementasrequestedSantaFe might submitan applicationfor a
modified risk tobaccoproduct, changeits labeling and advertising,or take no action at all.
Should theFDA initiate an enforcemengtctionor pursue othgpenalties SantaFe might contest
suchaction ratherthan submitan appication or changeits labeling and advertising.For these
reasons,Plaintiff's allegationsfall short of showing d'substantial likelihood” that, if the
Memorandum ofAgreements setaside,SantaFe will submit amodified risk tobaccoproduct
application.

V. CONCLUSION

For theforegoingreasonsit is ORDERED AND ADJUDGED asfollows:

1. DefendantsMotion to DismissPlaintiffs Complaint{DE 17]is GRANTED.
2. This cases DISMISSED WITH OUT PREJUDICE.

3. This caseremainsCLOSED.

DONE AND ORDERED in ChambersWest Palm Beach Florida, this_18 day of

April, 2018.
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Counsel ofecord UNITED STATESDISTRICT JUDGE



