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Seibel, J.

Plaintiff Lori Canale brings this putatiaass action arising out of allegedly misleading
labeling on whitening toothpastedadbty Defendant Colgate-Palmolive Co. Before the Court is
Defendant’s motion to dismiss or stay the ca&#oc. 26.) For the reasons stated below, the
motion is GRANTED in part and DENIED in part.

1

Dockets.Justia.com


https://dockets.justia.com/docket/new-york/nysdce/7:2016cv03308/457050/
https://docs.justia.com/cases/federal/district-courts/new-york/nysdce/7:2016cv03308/457050/48/
https://dockets.justia.com/

I. BACKGROUND

Defendant sells Colgate Optic WHitend Colgate Optic White PlatinGroothpastes
(together the “Optic White products”) at a premiprice to “capitalizén consumer demand for
whitening toothpaste.” (Compl. 1 1, 2.) Sietober 2013, Defendant has represented that
Colgate Optic White toothpaste “Goes Beyond &efStain Removal to Deeply Whiten” teeth.
(Id. § 2.) Since February 2014, Defendant hasesspted that Colgate Optic White Platinum
toothpaste “Deeply Whitens More Than 3 Shadek!’) (Both toothpastes contain the same
supposedly whitening ingredientl% hydrogen peroxideld() Plaintiff alleges, however, that
1% hydrogen peroxide does not in fact “ggdred surface stain removal”’ or “deeply whiten
teeth because there is not enough hydrogen peroxidethpaste, and the peroxide is not in
contact with teetlior long enough.” Ifl.) Plaintiff bought Colgate Optic White based on the
claims Defendant made about Colgate Optiaté# whitening capabilities, and was “deceived
into believing that Optic White goes beyondfaae stains to deeply whiten teethId. (11 3, 4.)
Plaintiff was injured because the toothpastepmirehased did not deeplyhiten her teeth or
whiten “intrinsic stains.” I@. § 4.)

A. Defendant’s Marketing of Optic White Products

Plaintiff complains of botlthe toothpastes’ packagingdtwo television commercials
Defendant used to market its products. First,Optic White labels state that the toothpaste
“Goes Beyond Surface Stain Removal To De#&fihjiten Teeth,” that it “Deeply Whiten[s],”

and that “Optic White toothpasi® clinically proven to whiteteeth with peroxide [and] goes

1 “Optic White” toothpastes include Colgate Optic Wisgarkling White, Colgate Optic White Icy Fresh, Colgate
Optic White Enamel White, Colgate Optic White Sparkling Mint, and Colgate Optic White Mild Mint. (Doc. 1
(“Compl.”) 1 10.)

2 “Optic White Platinum” toothpastes include Colgate Optic White Platinum White & Radiant and Colgate Optic
White Platinum Lasting White, both of which are alleged to have been formerly known as “OptcRMiihum
Whiten & Protect.” [d. T 11.)



beyond surface stains unlike ordinary toothpastdsl’{[(12.) The Optic White Platinum labels
state that the toothpaste “Deeply Whitens More Than 3 Shaddsf 11.)

Second, Plaintiff complains of televisionnomercials advertising the toothpastes. One
of those commercials depicts a shell “made ofigaidhat can absorb stains like teeth” that is
dipped in red wine for 10 hoursld( 13.) The commercial illustrates the toothpaste’s
“supposed deeply whitening cajigles” by comparing one side of the shell — which was
brushed with regular whiteningdthpaste and remains dark — with the other side — which was
brushed with Optic White toothpaste and appears white § L4.) Beneath this shell depiction,
text appears stating, “Colgate f@pWhite can penetrate to wobelow the tooth’s surface.”

(Id.) Another commercial zooms in on severalliestd depicts “sparkly Optic White particles”
whitening the teeth, while stag, “Unlike the leading whitening toothpaste, Colgate Optic
White toothpaste goes beyond surface stains to deeply whiten tdetH]Y 16, 17.)

According to Plaintiff, “0othpastes cannot go beyond surface stains to deeply whiten
teeth because peroxide in toothpaste does notidlnas a whitening agent on intrinsic stains.”
(Id. 112.) Optic White toothpastes thus onlgtate surface stains by abiag the surface of the
teeth. [d.) Plaintiff alleges, citing vanus studies and scholarly arés| that “dentists agree that
peroxide in toothpaste does not work on irgiGrstains because the amount of peroxide in
toothpaste is too small and gets rinsed albefpre it can deeply whiten teeth.ld(f 19;see id.
17 19-32.)

In 2012, the National Advertising Division tife Council of Better Business Bureaus
(“NAD”) cautioned Defendant to and attributing whitening improvement from Optic White
toothpastes to its paxide ingredient. I¢l. 1 33.) NAD recommended that Defendant

discontinue any claims suggies) that hydrogen peroxide tnothpaste deeply whitens or



whitens below surface stains, as Defendant “dichawe sufficient evidence to support th[at]
message.” Il.) Defendant did not change its advertising claing.) (

In 2014, NAD conducted a compliance inquiry relating to the following claims on Optic
White’s packaging: “Goes Beyond Surface SR@moval to Deeply Whiten,” “This Unique
Formula is Clinically Proven to Whiten Teeth With Peroxide,” and “Goes Beyond Surface Stains
Unlike Ordinary Toothpastes.”Id.  34.) In responge this inquiry, Defendant claimed that it
had “reformulated” Optic White and thatmevidence supported its claims about the
toothpaste’s intrinsic whitening capabilitiedd.(] 35.) NAD disagreed because any
reformulations did not change the amount abggle in the toothpastand did not address
“Optic White’s ability to provide whitemig benefits below the tooth surfaceld.y NAD
concluded that Defendant’s 2014iohs were “not markedly different from the claim [NAD]
recommended be discontinued in 2012,” and tthat Defendant should remove the word
“deeper” from its advertising claims and “agt@ny implication that the Optic White product
intrinsically whitens teeth.” 1d.) Defendant again did not accept NAD’s recommendatitth) (
On July 10, 2014, NAD referred the matter to thddfal Trade Commission (“FTC”). (Doc. 28
Exs. 1-2.) The FTC’s investigation is ongoin@eéd. Exs. 3-7; Doc. 39 Exs. 9-17.)

Plaintiff filed her putative @ss action on May 3, 2016. She brings claims for breach of
express warranty individually and on behalbtfpersons in the United States who purchased
Optic White on or after October 1, 2013, or whochased Optic White Platinum on or after
February 1, 2014.1d. 1 5.F She also brings claims for vagions of Sections 349 and 350 of the

New York General Business Law@BL") individually and on behaldf all purchasers of Optic

3 Plaintiff's putative breach of warrantyasls excludes purchasers in Califorialaware, the District of Columbia,
Kansas, Missouri, New Jersey, Ohio, Utah, Virginia, and West Virginia, (Compl. 1 5), whose cldiemare
asserted ilDean v. Colgate-Palmolive GadNo. 15-CV-107 (C.D. Cal.)jd. 11 36-39).
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White products in New York.ld.) Section 349 makes unlawful “lef}eptive acts or practices in
the conduct of any business, trade or comménseY. Gen. Bus. Law 8§ 349(a). Section 350
makes unlawful “[flalse advertising in the comtlof any business, trade or commerckl’ 8

350. The basis for all three claims is Defarttdaclaim that its Optic White products “go
beyond surface stains to deeply whiten teeth jctviPlaintiff alleges is false and misleading.
(Compl. 1 53see id J1 59, 68.)

II. DISCUSSION

A. Legal Standard

“To survive a motion to dismiss, a complamust contain sufficient factual matter,
accepted as true, to ‘state a claim teefeéhat is plausible on its face.’Ashcroft v. Iqbal 556
U.S. 662, 678 (2009) (quotirBell Atl. Corp. v. Twomb|y650 U.S. 544, 570 (2007)). “A claim
has facial plausibility when the plaintiff pleadgsfual content that allows the court to draw the
reasonable inference that the defendshable for the misconduct allegedld. “While a
complaint attacked by a Rule 12(b)(6) motiordismiss does not need detailed factual
allegations, a plaintiff’'s obligadn to provide the grounds of hesitittement to relief requires
more than labels and conclusions, and a formuéaiitation of the elementsf a cause of action
will not do.” Twombly 550 U.S. at 555 (alteration, citatis, and internal quotation marks
omitted). While Federal Rule of Civil Proced8 “marks a notable and generous departure
from the hyper-technical, code-pléagl regime of a prior era, . . . it does not unlock the doors of
discovery for a plaintiff armed withothing more than conclusionsl§bal, 556 U.S. at 678-79.

In considering whether a complaint stadedaim upon which relief can be granted, the
court “begin[s] by identifying pleadings that, basa they are no more than conclusions, are not

entitled to the assumption ofith,” and then determines whet the remaining well-pleaded



factual allegations, accepted asetr“plausibly give rise tan entitlement to relief.'1d. at 679.
Deciding whether a complaint states a plausitdercfor relief is “a context-specific task that
requires the reviewing court traw on its judicial experience and common sengg.”
“[W]here the well-pleaded facts do not permit the tooiinfer more than the mere possibility of
misconduct, the complaint has alleged — but itf@sshown’ — ‘that theleader is entitled to
relief.” Id. (alteration omitted) (quatg Fed. R. Civ. P. 8(a)(2)).
B. Preemption

Defendant first argues thBtaintiff's claims under statew are expressly preempted by
the Food Drug & Cosmetics Act (“FDCA”), and should be dismissed pursuant to Federal Rule of
Civil Procedure 12(b)(6).

Defendant argues that as both a drug andmetc, its Optic White products are subject
to “broad” regulation by the Food and Drug Adhistration (“FDA”). (Doc. 27 (“D’'s Mem.”),
at 3-4.) Where a product qualifies as bothugdind a cosmetic under the FDCA, it is “subject
to the stricter requirementapplicable to drugs.Elkind v. Revlon Consumer Prods. Coigo.
14-CV-2484, 2015 WL 2344134, at *7.(EN.Y. May 14, 2015) (citindgnited States v.
Article . . . Consisting of 216 Carted Bottles, More or Less, Sudden Chardd® F.2d 734,
739 (2d Cir. 1969))see Estee Lauder, Inc. v. U.S. Food & Drug AdnTig7 F. Supp. 1, 2
(D.D.C. 1989) (“If a product iboth [a cosmetic and a drug]niiust comply with the stricter
requirements applicable to drugs.In general, manufacturease prohibited from selling drugs
with “false or misleading” labelingSee21 U.S.C. § 331(a) (prohibiting introduction into
interstate commerce ofisbranded drugsid. 8 352(a)(1) (drug is misbranded “[i]f its labeling
is false or misleading in any particular”further, “[ulnder the [FDCA], a new drug may not

enter interstate commerce unless FDA determntimasit is generally reognized as safe and



effective . . . for the particular eslescribed in its product labelingNRDC, Inc. v. U.S. Food &
Drug Admin, 710 F.3d 71, 75 (2d Cir. 2013) (citing 21 W LCS88 321(p)(1), 355(a)). In general,
the FDA must approve medrugs individually.Id. In some cases, however, the FDA will issue
a “monograph,” which “sets outeéi=DA-approved active ingredhts for a given therapeutic
class of [over-the-counter] druged provides the conditions umdehich each active ingredient
is [generally recognized asfe and effective].ld. Where the FDA has issued an applicable
monograph, the manufacturer may bypass theimhal approval process by marketing its
product according to the specific catiwhs laid out in the monograplt&ee id.

“Under the Supremacy Clause, Congress hapdher to pre-empt state law expressly.”
Hillman v. Maretta 133 S. Ct. 1943, 1949 (2013). “Expgseemption is present when
Congress’s intent to preempéat law is explicitly stateoh the statute’s languagelh re
PepsiCo, Inc., Bottled Water Mk & Sales Practices Litig588 F. Supp. 2d 527, 530 (S.D.N.Y.
2008) (internal quotation marks omitted).

Defendant contends that typoovisions of the FDCA expssly preempt Plaintiff's state
law claims: 21 U.S.C. 88 379r, 379s. The FDCAliekty says that states may not “establish or
continue in effect any requiremefior labeling or packaging of a smetic that is different from
or in addition to, or that is otherwise not identiaéth, a requirement specifically applicable to a
particular cosmetic or class cbsmetics under this chaptedd. 8 379s(a). Similar language
forbids non-identical state requiremefus over-the-counter (“OTC”) drugsSee id§ 379r(a)!

Bimont v. Unilever U.S., IncNo. 14-CV-7749, 2015 WL 5256988, at *2 (S.D.N.Y. Sept. 9,

4 Section 379r(a) provides that

no State or political subdivision of a State mayldith or continue in effect any requirement — (1)
that relates to the regulation of [an OTC drug]; andi@t is different from or in addition to, or that
is otherwise not identical with, a requirement under this chapter, the Poison Prevention Packaging
Act of 1970 (15 U.S.C. 1471 et seq.) or the Fair Packaging and Labeling Act (15 U.S.C. 1451 et

seq.).



2015). | agree with Defendant that Congressesgly intended these dwrovisions to preempt
state law labeling or packaging requiremenéd #re not identical to FDA requirementSee
Bowling v. Johnson & JohnspB5 F. Supp. 3d 371, 374-75 (S.D.N.Y. 2014) (section 379r
expressly preempts certain state law claitns).

Plaintiff argues that the starting point foetpreemption analysis is “the assumption that
the historic police powers of tf&tates [a]re not to be superseded by the Federal Act unless that
was the clear and manifest purpose of Congredseth v. Levines55 U.S. 555, 565 (2009)
(internal quotation marks omitted). But Defendemtrectly points out that where, as here,
Congress has expressly manifested its intepteempt state law, no presumption against
preemption arisesSee Puerto Rico v. Franklin Cal. Tax-Free Trdsi6 S. Ct. 1938, 1946
(2016). Rather, courts “focus on the plain wording of the clause, whegssarily contains the
best evidence of Congress’ preemptive inte@ifamber of Commerce of the U.S. v. Whjting
563 U.S. 582, 594 (2011) (internal quotation mankstted). Thus the question is whether any
of Plaintiff’'s claims seek to impose requiremngetitat are “not identical with” an applicable
federal requirement.

The FDCA prohibits the “false or mislead” labeling of drugs and cosmeticSee21
U.S.C. 88 331(a), 352(a)(1), 362(a). If thisrevéhe only federal requirement related to Optic
White and Optic White Platinum, Plaintiff’'s chag would not be exprsly preempted because
she argues that Defendant’s representatiayerdéng deep whitening are false and misleading,

and therefore seeks to impose a requirement idggmtichat under federddw: that Defendant

5 Oddly, despite Defendant expligithrguing for express preemptiose€, e.g.D’s Mem. 7), Plaintiff addresses

only implied preemption. While express preemption arises where Congress has exme#ebtad its intent to
preempt state law, “[ijmplied preemption arises when, in the absence of explicit statutory langnggessCo
intended the Federal Government to occupy a field exclusively, or when state law actually conflicts with federal
law.” Air Transp. Ass’'n of Am. v. Cuons0 F.3d 218, 220 (2d Cir. 2008) (omission, alteration, and internal
guotation marks omitted). Because Defendant does not tirgjiglaintiff's claims are impliedly preempted, | need
only address express preemption.



not label or package its produatsa false or misleading waysee Reid v. GMC Skin Care USA
Inc., No. 15-CV-277, 2016 WL 403497, at *10 (N.D.N.Jan. 15, 2016) (“Plaintiffs’ claims, if
proven to be true, would simply require Defendant to truthfully state the efficacy of its products
or not sell its products; such relwbuld not impose a state requiremhéhat is different from or

in addition to, or that is otherwise not identieaih that of the FDCA.”) (alterations omitte#).

But if there are other relevant federal regments governing Defendant’s products, they must

be compared to the requirement Plaintiff seeks to impose via state law.

Where federal law specifically regulates the subject matter of a plaintiff's state law
claims, and those claims seek to impose requinémeot identical to federal requirements, those
state law claims are preemptefiee Bimont2015 WL 5256988, at *4-5 (while both state and
federal law generally forbid “misleading’ packaging of dr[u]lgs and cosmetics,” proper inquiry is
whether Congress and/or FDA has addressedfepsabject matter oplaintiff's claims,i.e.,
slack-fill in drug and cosmetics packaginty);re PepsiCo, In¢.588 F. Supp. 2d at 538 (“Where
federal requirements address thbject matter that is being dlenged through state law claims,
such state law claims are preempted to thenéxttey do not impose identical requirements.”);

id. at 532 (state law fraudulent misrepresentatiaims based on source of bottled water are not

6 The court inElkind arrived at the same conclusion but for a different reason:

If this Court ultimately concludes that the challenged conduct is misleading under New York or
California law, it might announce an additional [ requirement on non-prescription drugs, but
such a requirement would natiate tothe FDCA's regulation of non-prescription drug labels, and
such a requirement would therefore fall begdhe scope of the FDCA's province.

2015 WL 2344134, at *8. The court, discussing 88 352 and 379r, reasoned that beckize ithoes not

endeavor to regulate . . . whether certain phraséiseoloranding of non-prescription drugs are misleading,”
complaints about misleading labeling do not “relate ®©RBCA’s regulation of non-prescription drug label&d”

at *7-8. But the plain text of 8 379r preempts any non-identical state law requirement “tiest teethe regulation

of a[n] OTC drug.” 21 U.S.C. § 379r(a)(1). A state Eaim premised on false or shtading labeling necessarily
“relates to” the FDCA'’s prohibition of false and misleadiaigeling. Such claims may not be preempted by § 379r,
but that is because they impose requinetsé@entical to federal law, not besauthey are outside the scope of the
FDCA.



expressly preempted if they &lfidentical’ to those imposduly the standard of identity for

purified drinking water”)cf. Turek v. Gen. Mills, In¢662 F.3d 423, 425-26 (7th Cir. 2011) (to
determine whether plaintiff's consumer protest@aims based on representations about a snack
bar’s dietary fiber were preempted, court must examine “what requirements the federal law
imposes on the labeling of dietary fiberhlere, Defendant has identified several federal
requirements that it contends specifically adsitée products at issue: (1) a final monograph

for anticaries OTC drugs(2) previous, nonfinal versions tfe same monograph; and (3) the
denial of a citizen petition regarding thenketing and sale of peroxide-containing tooth-
whitening product§. None of these requirements, howgvaddress the whitening capabilities of
hydrogen peroxide.

First, Defendant points to the monograph tatjng “anticaries” OTC drugs as a federal
requirement related to the Optic White producEfat final monograph, which “establish[es]
conditions under which OTC antites drug products . . . are gealdy recognized as safe and
effective and not misbranded,” provides that dhlge active ingredients meet its conditions:
sodium fluoride, sodium monoflugphosphate, and stannous fluoridgeeAnticaries Drug
Products for Over-The-Counter Human UseiadFiMonograph (“Anticaries Monograph”), 60

Fed. Reg. 52474, 52506 (Oct. 6, 1995) (codified aE ELR. pt. 355). “All other ingredients

7 “Anticaries” drugs are those that “ajdij the prevention and prophylactic trent of dental cavities” or decay.
21 C.F.R. § 355.3(c).

8 Defendant also points to FDA warning letters sent in 1991 to other manufacturers of peroxidéaggpadtucts

that the FDA contended were marketed as drugs without FDA approval. (D’s Mem. 4.) But Defiezi@ggytites

the text of the FDA'’s denial of a citizen petition for thésence of such warning letters, and has not provided those
warning letters to the Court. Even if it had, the letters could not be considered tinratmdismiss under Rule
12(b)(6) unless they were publicly availatdee Byrd v. City of N.YNo. 04-CV-1396, 2005 WL 1349876, at *1

(2d Cir. June 8, 2005) (“[M]aterial that is a matter of public record may be considexadotion to dismiss.”), or
integral to the Complainsee Weiss v. Inc. Vill. of Sag Harb@62 F. Supp. 2d 560, 567 (E.D.N.Y. 2011) (on
12(b)(6) motion, courts may consider “documents ‘integwathe complaint and relied upon in it, even if not
attached or incorporated by referencelf) any event, the letters apparertigl not address the products’ whitening
capability, and the FDA never issued a determination. (Doc. 28 Ex. 8, at 1-2.)

10



considered in [that] rulemaking have bekstermined to be nonmonograph conditionisl”
During the rulemaking, the FDA considered oahe comment regarding a combination drug
product containing 0.05% sodium fluoride an8% hydrogen peroxide, which the commenter
contended provided “concurrenetiapy as an oral cleanser anticaries agent for orthodontic
patients.” Id. at 52492. There is notig in the monograph regangj whitening toothpastes or
products. The monograph simply permits the,saithout a new drug application, of products
the active ingredient of whial one of the three listed compounds, and it provides that the
product is not misbranded if it contains the rwlairegarding decay prevention set forth in the
monograph. It does not purportaddress the issue raisedPigintiff's claims here, or
otherwise immunize any other represeptatinade by the products’ manufactur8ee Dean
2015 WL 3999313, at *10 (“[T]he amograph in question does nmefer to whitening toothpaste
at all; it concerns ovdhe-counter anti-cavity drug productsvhich may be used in toothpastes
— and when such products can be recognfaed labeled) as safe and effective.”).

Second, Defendant argues that “the FDA dpmdly addressed the whitening effects of
toothpastes” in a previous, nonfinal versionttad Anticaries Monograph. (D’s Mem. 4.) The
tentative final monograph to which Defendaité¢s, however, discusses whether a warning is
appropriate regarding temporary surface te&iming caused by prodisccontaining stannous
fluoride. SeeAnticaries Drug Products for Over-Thethter Human Use; Tentative Final
Monograph (“Tentative Final Monograph®0 Fed. Reg. 39854, 39865-66 (Sept. 30, 1985). It
is concerned with stains occasioned by stanflaasde, not stains ostensibly ameliorated by
hydrogen peroxide. It does not include aigcussion of hydrogen peroxide, much less a

discussion of the “whitening effects wthpastes” as Defendant claims.
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Third, Defendant points to the FDA’s dendadla citizen petition filed by the American
Dental Association (“ADA”) — which was appartéy concerned abouhdividuals using teeth-
whitening products without consulting a dentisequesting that peroxide-containing tooth
whiteners be subjected to regulatory classificati®aeCitizen Petition Denial, Dkt. No. FDA-
2009-P-0566 (Apr. 22, 2014), https://www.regulations.gov/document?D=FDA-2009-P-0566-
0005? In that decision, the FDA acknowledgeeroxide-containingvhitening products’
classification as cosmetiasg, at 3, but declined the ADA’s invitian to treat those products as
drugs as wellid. at 4-5. The FDA explaimkthat group treatment peroxide-containing teeth
whiteners was inappropriate because ofdifferent means by which whitening occurs for
intrinsic and extrinsic stains, and because peroxppeears in a “wide raegof concentrations.”
Id. at 4. Reading the document as a whole,dtaar that the FDA bieved it did not have
sufficient information regardingeroxide-containing teeth whitenseto determine whether they
should be regulated as OTC drugsd thus declined to put forémy requirements in addition to
those already applicable because oftedtiteners’ status as cosmeti&ee id(“In sum, there
is insufficient data to determine whethas,a group, peroxide-comaig tooth whitening
preparations that act by chemical means to lighaeth color meet the definition of a drug.”).
The denial does not, as Defendalsims, address the substanceumy representations about the
whitening effect of peroxide-containing products.réply, Defendant arguélsat the denial “did
not forbid intrinsic whitening claims for anyqatuct or concentration,” (Doc. 37 at 6 (emphasis
removed)), but fails to mention that the FIO& not “endeavor][] to gulate” representations

about peroxide-containing whiteners at dfi.re PepsiCo, In¢.588 F. Supp. 2d at 538 n.10. Its

9| take judicial notice of this FDA communication becaiise an official record of the FDA, it is publicly
available, and its accuracy canneasonably be questione8ee Apotex Inc. v. Aata Therapeutics, Inc823 F.3d
51, 59-60 (2d Cir. 2016).
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rejection of the ADA’s request is not “tantamotmt conscious decisiorhat representations
such as those alleged here were “insighitly misleading” to warrant regulatio®imont 2015
WL 5256988, at *6 (internal qa@@tion marks omitted).

Defendant argues “that state law claims@empted whenever they would add labeling
restrictions or requirementsymnd those in the FDCA, even wiedhe FDA has not specifically
addressed the label claimssgue.” (D’'s Mem. 10 (citin@owling, 65 F. Supp. 3d at 376).) In
Bowling the court addressed a mouthwash manufacsuclaims that its product containing
sodium fluoride “restores enamel,” and found tinat FDCA preempted the plaintiff's state law
claims alleging that that phrase was falsd misleading. 65 F. Supp. 3d at 375-76. The court
found that, pursuant to the final Anticagi®lonograph that was “directly on poinil. at 376,
“manufacturers of OTC drugs containing sodiuoofide are allowed (1) to represent that such
drugs prevent tooth decay and (2) to providehterrtabeling to explain o decay is prevented,”
id. at 373. Thus, while the FDA may not hawmsidered the exactriguage addressed in
Bowling, it had clearly addressed the substof the claims at issu&ee id.In re PepsiCo,

Inc., 588 F. Supp. 2d at 538¢e alsd’Connor v. Henkel CorpNo. 14-CV-5547, 2015 WL
5922183, at *6 (E.D.N.Y. Sept. 21, 20XS)ate law claims premiseaxh misleading statement of
cosmetic’s net weight were preempted becalusd-DA regulates statements about net weight
and imposes additional requirements in situatiwhere generic net weight statement may be
misleading, but “declined to do so for tt@tegory of products at issue here”).

TheBowling court acknowledged that it may has@me to a different conclusion “if the
FDA had issuetho guidance as to dental hygiene prodtic®&5 F. Supp. 3d at 376 (emphasis in

original) 1° But theBowlingcourt construed the relevaisubject matter that is being

0 TheBowlingcourt’s full reasoning is as follows: “[l]f the FDA had issuemguidance as to dental hygiene
products, [it would be] possible to conclude that [defendant’'s mouthwash] falls beyond the scopeabf fed

13



challenged,In re PepsiCo, In¢.588 F. Supp. 2d at 538, at too high a level of generality. The
final Anticaries Monograph appros®nly certain claims regard) decay prevention in dental
hygiene products with certainta® ingredients for certain imeed uses. That a toothpaste
contains sodium fluoride, an active ingrediapproved under the monograph, and therefore may
advertise its cavity-preventing diiges, does not, for example, qpeit its manufacturer to make
misleading claims about thatdthpaste’s ability to clear acné.the quoted language Bowling
were taken literally and out ebntext, a manufacturer could make such a claim, and then point
to the Anticaries Monograph to munize it against state law alas challenging that assertion.
Congress cannot have intendeoth sweeping preemptiosee idat 538-39 & n.10 (state law
claims may “survive preemption where theg aremised on misrepresentations concerning
subject matter that the FDA has moideavored to regulate”).

Unlike Bowling where the FDA had addressed thbstance of the plaintiff's claims,
Plaintiff here challenges Defendantlaims regarding a subjecttirDA did not consider in its
rulemaking: the whitening effect bdfydrogen peroxide in toothpast8eeAnticaries
Monograph, 60 Fed. Reg. at 52506 (listing whictivadngredients were approved and which
were considered but not approved). N hatherwise purported to regulate what
manufacturers of such products may or may not claim regarding whitening.

Defendant has thus not identified any fedeegluiirements applicable to its Optic White
products beyond the FDCA'’s general prohibitagainst false and misleading labelirgee
Dean 2015 WL 3999313, at *10 (“In short, the FDAshaot issued regulations concerning the

‘deep whitening’ claims at issue here . . . Because that general prohibition is identical to the

regulation entirely.”ld. As discussed above, however, even if there were no monograph directly related to the
Optic White products, they would still be subject to federal law requiring that their labeling and packaging not be
false or misleadingSee?1 U.S.C. 88 331(a), 352(a)(1), 362(a).
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requirement Plaintiff seeks to impose throughdiaims under state law, those claims are not
expressly preemptedsee Reid2016 WL 403497, at *10 (claims $&d on state law prohibiting
false or misleading labeling of drugs are nagmpted because they “are identical to the
provisions of the FDCA”).
C. Primary Jurisdiction Doctrine

Even if Plaintiff's claims are not preempté&kfendant argues that they should be stayed
or dismissed under the primary jurisdiction doctrigigen that the FTC isurrently investigating
the issue of which Plaintiff complains. (D’s Me8, 13.) “The doctrine of primary jurisdiction
is concerned with promoting preprelationships between the csuand administrative agencies
charged with particular regulatoduties. The doctrine’s central aim is to allocate initial
decisionmaking responsibility betweeourts and agencies and tse@re that they do not work
at cross-purposes Ellis v. Tribune Television Cp443 F.3d 71, 81 (2d Cir. 2006) (citation and
internal quotation marks omitted). It dictateatttwhenever enforcement of the claim requires
the resolution of issues whichnder a regulatory scheme, haweeb placed within the special
competence of an administrative body,” thertshould defer decision to that agendy.
(internal quotation marks omitted).

Despite its name, the doctrine is not jurisdictiosak Balt. & Ohio Chi. Terminal R.R.
Co. v. Wis. Cent. Ltd154 F.3d 404, 411 (7th Cir. 1998) (tthectrine “presupposes that the
court . . . has jurisdiction”P.R. Tel. Co. v. WorldNet Telecomm., |2 F. Supp. 3d 370, 377
(D.P.R. 2014) (“It is well-settled that the doctriaf primary jurisdiction is not, despite its name,

jurisdictional.”) (internal quotation marks omittedpd “[e]ven when primary jurisdiction is not
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statutorily required . . . courts may still apply the doctrine as a prudential ma®eid"2016
WL 403497, at *11 (quotingllis, 443 F.3d at 82-83) (alteration in origin&l).

In assessing whether to defer decisiormmoagency, courts should consider four
factors: (1) whether the gsion at issue is within ¢hconventional experience of
judges or whether it involveaechnical or policy considations withinthe agency’s
particular field of expertis€2) whether the quéen at issue is particularly within

the agency’s discretion; (8)hether there exists a substantial danger of inconsistent
rulings; and (4) whether a prior applicatimnthe agency has been made. We have
noted as well that the court must also balance the advantages of applying the
doctrine against the potential costs resglfrom complicationsaand delay in the
administrative proceedings.”

Ellis, 443 F.3d at 82-83 (citationlt@ration, and internal quotatt marks omitted). “Common
sense tells us that even when agency egeentould be helpfula court should not invoke
primary jurisdiction when the agency is awardof has expressed ndenest in the subject
matter of the litigation. Similayl primary jurisdiction is not iguired when a referral to the
agency would significantly postpomeruling that a court is othgise competent to make.”
Astania v. Hain Celestial Grp., Inc/83 F.3d 753, 761 (9th Cir. 2015).

1. FTC's Expertise

The first factor requires coweration of whether Plaintiff’'slaims present issues that are

“within the conventional experience of judges™mvolve technical opolicy considerations

11 Although Defendant contends that its primary jurisdiction argument should be analyzed as a motion to dismiss for
lack of subject matter jurisdiction under Federal Rul€igfl Procedure 12(b)(1), (D'Mem. 7), the “doctrine is
specifically applicable to claingroperly cognizable in couthat contain some issuethin the special competence

of an administrative agencyNw. Airlines, Inc. v. Cty. of Kent, Migtb10 U.S. 355, 366 n.10 (1994) (emphasis
added) (internal quotation marks omitted). While it thus appears such an argument is propedyg amaler Rule
12(b)(6),see Reid2016 WL 403497, at *11 (alyaing primary jurisdiction ayument under Rule 12(b)(6eeling

v. Esurance Ins. CoNo. 10-CV-835, 2012 WL 699580, at *5-6 (S.D. lll. Mar. 1, 2012) (sase®;also

Goldemberg v. Johnson & Johnson Consumer Cos,,8rfe. Supp. 3d 467, 476 (S.D.N.Y. 2014) (“Rule 12(b)(1)
concerning lack of subject matter jurisdiction is inapplicatdeapplication of primary jurisdiction doctrine), | find
the discussion sufficiently akin to a motion under Rule 12(b)(1) — in connection with which matters outside the
pleadings are properly consider&thrrison v. Nat'| Austl. Bank, Ltd547 F.3d 167, 170 (2d Cir. 2008ff'd, 561

U.S. 247 (2010) — so that consideration of documents beyond the four corners of the complaint is apgeepriate,
Sierra Club v. Chempeake Operating, LLONo. 16-CV-134, 2017 WL 1287546, at *2 (W.D. Okla. Apr. 4, 2017)
(on motion to dismiss on abstention and primary jurisdiction grounds, court may consider docunsihtsthe
pleadings). In any event, the pastlegave agreed that | may considszant correspondence between Defendant and
the FTC “only to show that suaorrespondence exists and not for its content.” (Doc. 45.)
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within the agency’s field of expertiseEllis, 443 F.3d at 82-83. The issue in this case — namely,
whether Defendant’s claims that its Optuhite products deeply whiten and whiten beyond
surface stains are false or m&tling — “fall within the conveional experience of judges.”

Reid 2016 WL 403497, at *1kee Dean2015 WL 3999313, at *4 (“Btrict courts handle

similar claims [regarding misleading advertisiad]]the time, and have nédltered for lack of
specific agency guidance.flkind, 2015 WL 2344134, at *10 (courts are “well-equipped” to
evaluate claims adeceptive advertisinggf. Ault v. J.M. Smucker CdNo. 13-CV-3409, 2014

WL 1998235, at *5 (S.D.N.Y. May 15, 2014) (“Wiathe Court would welcome the FDA'’s
guidance on the definition of ‘naly’ this case is far less about science than it is about whether
a label is misleading.”) (internal quotation marks omitted). On the other hand, the Court is
presumably less well-equipped than the FTC terti@ine as a matter of science “whether certain
claims about the whitening capabilities of Optici¥hoothpaste are valiand supported,” (D’s
Mem. 13), and what sort of labeling would fairgpresent those capabilities or lack thereof.

This factor is thus neutral.

2. FTC's Discretion

The FTC has broad power to prevennofacturers “from using unfair methods of
competition in or affecting commerce and untaideceptive acts or practice in or affecting
commerce.” 15 U.S.C. § 45(a)(2). And “[t]r@C is specifically tasked with addressing
deceptive labeling.Belfiore v. Proctor & Gamble Cp311 F.R.D. 29, 78 (E.D.N.Y. 2015).
This second factor weighs in favok deferring decision to the FT(Gee Reid2016 WL

403497, at *12Elkind, 2015 WL 2344134, at *10.
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3. Risk of Inconsistent Rulings

Defendant is correct that because “the B @urrently in the pcess of reviewing the
validity of the exact claims at issue in thisgation,” the risk thait would be subjected to
inconsistent rulings is “partitarly high.” (D’'s Mem. 14.)SeeEllis, 443 F.3d at 88 (“Courts
should be especially solicitous deferring to agencies thatasimultaneously contemplating the
same issues.”). “Because [the FTC] is cutyeconducting an investigain into the lawfulness
of the practice under attack, [amrtiby this Court] would invitéhe very disruption that the
doctrine is meant to discourageEllis, 443 F.3d at 88 (alteration, omission, and internal
guotation marks omitted). Thus this factor weighgavor of deferring decision to the FTC.

4. Prior Application to the FTC

This factor also favors deferring decisiorthe FTC, given it®ngoing investigation as
to whether the claims at issue are supporteke Dean2015 WL 3999313, at *6 (“Defendant’s
argument is certainly made stronger by thet that the FTC has already launched an
investigation.”).

After consideration of theotir factors, | find itappropriate to allow the FTC to address
the issues raised here in the first instarfearther, given the FTC’gending investigation into
the very claims at the heart of Plaintif€ase (which inquiry renias active into 2017 seeDoc.
39 Ex. 17)), the advantages @igdication of the doctrine, indht of the agency’s expertissee
Ellis, 443 F.3d at 90, and the progset has made, outweigh thetential for undue delay.
While invoking the primary jurisdiction of hFTC may theoreticallglelay resolution of

Plaintiff's claims, the prospect of significamlay is reduced by tHact that the FTC has
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already been investigay this matter for more than two yeassee Dean2015 WL 3999313, at
*6,12 while this case is barely off the ground.

5. Whether Dismissal Is Appropriate

“Once a district court determines that pany jurisdiction is appropriate, it may either
stay proceedings or dismig®e case without prejudice Astanig 783 F.3d at 761. “In doing so,
the court must take care that its deferral noaulyf disadvantage either party. The paramount
concern is that the deferral not work a time-basléms that will in & likelihood be refiled in
federal court after the agency actddhnson v. Nyack Hos@6 F.3d 8, 11 (2d Cir. 1996)
(citation omitted). As the Second Circuit et decided whether edable tolling applies to
claims that have been dismissed purst@ithe primary jurisdiction doctringee idat 11-12;
Meau v. Sentry Cas. GdNo. 15-CV-67, 2016 WL 4491626, at *6 (D. Vt. Aug. 25, 2016), | find
that a stay is appropriate haceprotect Plaintiff should sheish to pursue the matter following
the FTC’s actionsee Meau2016 WL 4491626, at *6 (stay is peehble because “it avoids any
potential issues about the si# of limitations and whethequitable tolling might be

available”).

2 The court inDeandid not ultimately dismiss pursuant to thénmary jurisdiction doctrine because Defendant
“ha[d] not provided any specifics about [the FTC] investigatidd."at *6. Defendant has cured that problem here
by providing information regarding the extent and continuing nature of the FTC’s inviestigat
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lll. CONCLUSION

For the reasons stated above, Defendanttsomto dismiss the case is DENIED. This
case is STAYED until the conclusion of the FT@igestigation. Defendant is to provide status
updates every six months (and promptly upon trelusion of the FTC inquiry). The Clerk of

Court is directed to terminathe pending motion. (Doc. 26.)

SO ORDERED.

Dated: June 23, 2017
White Plains, New York

Laifel

GATHY SEIBEL, U.S.D.J.
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