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Plaintiffs submit the following memorandum of law in opposition to Branded Defendants’ 

Rule 12 Partial Motion to Dismiss Plaintiffs’ Three Master Complaints as Preempted by Federal 

Law.  See D.E. 3114 (Brand Mot.).  

INTRODUCTION 

The basic premise of Plaintiffs’ claims is that Defendants hid from the public the fact that 

Zantac degrades into NDMA that causes cancer.  That misconduct is (for good reason) illegal 

under numerous state laws.  For purposes of this motion, the only question is whether federal law 

somehow insulates Defendants from liability for that misconduct.  Far from it.  To invoke 

preemption, a defendant must show that Congress expressly forbade states from imposing liability 

for the defendants’ conduct; that it was impossible for the defendant to comply with state and 

federal law; or that plaintiffs’ claims are premised entirely on the violation of a federal regulation.  

Defendants here have shown none of these things.   

For OTC Zantac, Defendants mistakenly argue that Congress has expressly forbidden 

refund claims.  Not so.  A state-law claim is not preempted under the relevant statute so long as it 

is parallel, i.e., does not impose any “requirement” on an OTC drug that is “different from or in 

addition to, or that is otherwise not identical with, a requirement under [federal law regulating 

medications].”  21 U.S.C. § 379r(a)(2).  The OTC-refund claims at issue here are entirely parallel.  

Under federal law, a drug’s label may not be “false or misleading in any particular.”  21 U.S.C. 

§ 352(a)(1).  And in these refund claims, Plaintiffs allege that Defendants violated state laws 

requiring the exact same thing—that a drug’s label (or any other statement about a company’s 

product) not be false or misleading.  See, e.g., Consolidated Amended Consumer Economic Loss 

Class Action Complaint (ACCAC) ¶ 2218 (detailing provisions of Arkansas law that forbid false 

and misleading statements).  As a result, these state laws add nothing at all to what federal law 

requires already—a truthful, non-misleading label.  Section 379r expressly permits Plaintiffs’ 

claims to proceed.   
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Defendants fare no better on Plaintiffs’ failure-to-warn-consumers-through-the-FDA 

claims.  Defendants try to mischaracterize these claims as “a private cause of action” to “enforce 

the [Food, Drug and Cosmetics Act (FDCA)].”  Brand Mot. at 14.  That argument twists state law 

to conjure a preemption defense.  As the state cases make plain, the duties in question flow from 

the common law; they do not depend on the FDCA.  E.g., Amended Master Personal Injury 

Complaint (AMPIC) ¶ 1407 (detailing these requirements under California law).  True, the FDCA 

also required Defendants to keep the FDA abreast of new information about ranitidine’s risks via 

certain, specific channels.  See AMPIC ¶ 1412.  But that Defendants breached both state and 

federal law is hardly a reason to find that the latter preempts the former.  That obviously is not 

how preemption works, as confirmed by a uniform body of case law from this and other Circuits.   

Undeterred, Defendants make a half-hearted run at impossibility preemption.  Without any 

sense of irony, Defendants think they can argue both that Plaintiffs are trying to enforce the FDCA 

and that these purported FDCA-claims-in-state-law-disguise are impossible to square with the 

FDCA itself.  To pull off that feat, Defendants argue that the claims premised on failing to warn 

the FDA are a “variant of the ‘stop selling’ theory of liability that the U.S. Supreme Court has 

rejected,” Brand Mot. at 17 (citing Mut. Pharm. Co. v. Bartlett, 570 U.S. 472 (2013)), and intrude 

“directly into discretionary recall decisions committed to the FDA.”  Brand Mot. at 18 (citing 

PLIVA, Inc. v. Mensing, 564 U.S. 604, 618-21 (2011)).   

That position does not cohere.  As this Court has already recognized (and as Defendants 

recognized when it suited them), impossibility preemption compares state and federal duties to see 

if they conflict.  See Order Granting Generic Manufacturers’ and Repackagers’ Rule 12 Motion to 

Dismiss on the Ground of Preemption, D.E. 2512 (Generic Order) at 36 (“During the Hearing, the 

parties agreed that impossibility pre-emption exists when state law imposes a duty or obligation 

on a party to do something, but federal law prevents the party from doing it.”) (emphasis added); 

Mensing, 564 U.S. at 618-21; Bartlett, 570 U.S. at 475, 486-87; Medtronic, Inc. v. Lohr, 518 U.S. 

470, 495 (1996).  The sole state-law duty at issue here is a duty to warn the FDA.  To fully comply 

with that obligation, all Defendants had to do was give that warning.  They did not need to stop 
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selling their products or wait for the FDA to exercise any “discretion.”  Brand Mot. at 18.  With a 

simple warning to the FDA—something Defendants could have accomplished as an “independent 

action”—they would have avoided all liability for this claim.  Cf. Mensing, 564 U.S. at 624 

(holding that the claim was preempted because the defendant could not have avoided liability 

solely through its own independent actions). 

For Plaintiffs, it’s a different story.  To establish liability under state law, Plaintiffs must 

prove more than a mere breach of the duty to warn the FDA.  They must also prove that, if warned 

about the hazards of ranitidine, the FDA would have taken some action that would have prevented 

their injuries (or that their injuries would have been prevented via some other mechanism).  See 

Stengel v. Medtronic Inc., 704 F.3d 1224, 1234 (9th Cir. 2013) (en banc) (Watford, J., concurring) 

(noting that plaintiffs whose claims are premised on a failure to warn the FDA face “a causation 

hurdle that would not otherwise exist,” namely they must “ultimately” have to prove that “if [the 

defendant] had properly [warned] the FDA,” that would have “prevent[ed] [their] injuries”).  But 

the fact that state law places that additional burden on Plaintiffs has no bearing on the preemption 

analysis.  Cf. Lohr, 518 U.S. at 495 (declining to find express preemption where the state-law cause 

of actions had “additional elements” that federal law did not).  That analysis turns solely on the 

duties state and federal law imposed on Defendants and whether Defendants could have 

simultaneously satisfied both.  See Mensing, 564 U.S. at 624.  The answer is clearly “yes”:  

Defendants could have simultaneously met their state and federal duties.  Defendants’ motion 

should be denied.   

PROCEDURAL HISTORY 

In Plaintiffs’ response to Defendants’ previous motion to dismiss, Plaintiffs argued that 

“Plaintiffs’ claims are not expressly preempted [because] the claims parallel federal law.”  

Plaintiffs’ Opposition to Brand-Name Defendants’ Rule 12 Partial Motion to Dismiss on 

Preemption Grounds, D.E. 1976 at 25.  In its Order, the Court did “not render a final ruling upon 

this theory.”  Order Denying Without Prejudice the Plaintiffs’ Motion to Amend to Certify a 
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Question for Interlocutory Appeal, D.E. 2716 at 2.  The Court did not “preclud[e] the Plaintiffs 

from repleading their claims in a manner that avoids § 379r pre-emption entirely.”  Id.  Instead, 

the Court requested additional “clarity on what the Plaintiffs’ misbranding theory (as applied to 

§ 379r) actually entailed.”  Id.  With respect to the claims based on failure to warn consumers via 

the FDA, the Court previously “decline[d] to determine” whether such a claim “is preempted.”  

Generic Order at 43–44.  Instead, the Court held that Plaintiffs’ complaints did “not contain 

allegations that Defendants should have warned the FDA,” and allowed Plaintiffs to bring “claims 

for failure to warn the FDA upon repleading.”  Id. at 44.   

ARGUMENT 

I. Legal Overview 

A. Motion to Dismiss Standard 

“To survive a motion to dismiss,” a complaint need only “contain sufficient factual matter, 

accepted as true, to ‘state a claim to relief that is plausible on its face.’” Drummond Coal Sales 

Inc. v. Kinder Morgan Operating LP “C”, 836 F. App’x 857, 860 (11th Cir. 2021) (quoting 

Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009)).  When a defendant raises a “demanding” affirmative 

defense like preemption, Merck Sharp & Dohme Corp. v. Albrecht, 139 S. Ct. 1668, 1678 (2019) 

(quoting Wyeth v. Levine, 555 U.S. 555, 573 (2009)), “a complaint may be dismissed” only “when 

its own allegations indicate the existence of an affirmative defense,” Quiller v. Barclays 

Am./Credit, Inc., 727 F.2d 1067, 1069 (11th Cir. 1984); see also Tamayo v. Blagojevich, 526 F.3d 

1074, 1086 (7th Cir. 2008); Perez v. Kroger Co., No. 217CV02448ODWAGR, 2017 WL 3601998, 

at *7 (C.D. Cal. Aug. 18, 2017).   

B. Preemption 

The Supreme Court has outlined three types of preemption that are relevant here.  First, 

express preemption: when Congress has “define[d] explicitly the extent to which its enactments 

pre-empt state law.”  English v. Gen. Elec. Co., 496 U.S. 72, 78 (1990).  The only relevant express 

preemption clause applies to OTC Zantac.  See 21 U.S.C. § 379r.  That provision preempts state 

law only if it requires something “different from or in addition to, or that is otherwise not identical 
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with” what federal law already requires.  Id. § 379r(a)(2).  Because federal law forbids a drug’s 

label from being “false or misleading in any particular,” 21 U.S.C. § 352, a plaintiff’s “state-law 

claims” are not preempted under § 379r to the extent state law “would also require Defendant to 

refrain from falsely or misleadingly label[ing] their products.”  Slowinski v. Forces of Nature, Inc., 

No. 20 CV 2381, 2021 WL 1165099, at *3 (N.D. Ill. Mar. 26, 2021); see also Prescott v. Bayer 

HealthCare LLC, No. 20-CV-00102-NC, 2020 WL 4430958, at *3 (N.D. Cal. July 31, 2020) 

(holding that because “FDA regulations generally prohibit[] ‘[statements] that would be false 

and/or misleading,’” Plaintiffs’ claim that a label was misleading is “in line with FDA regulations” 

and therefore not preempted under § 379r); Anglin v. Edgewell Pers. Care Co., No. 4:18-CV-

00639-NCC, 2018 WL 6434424, at *8 (E.D. Mo. Dec. 7, 2018) (“[T]o the extent Plaintiffs’ state 

law claims do not seek to impose any requirements on Defendants beyond those which federal law 

already requires, those claims are not preempted.”) (citation omitted); Canale v. Colgate-

Palmolive Co., 258 F. Supp. 3d 312, 320 (S.D.N.Y. 2017) (“Plaintiff’s claims would not be 

expressly preempted [to the extent she alleges] that Defendant’s representations . . . are false and 

misleading, and therefore seeks to impose a requirement identical to that under federal law: that 

Defendant not label or package its products in a false or misleading way.”). 

Second, impossibility preemption: “that it would have been impossible for [the defendant] 

to comply with the state-law duty . . . without violating federal law.”  Wyeth, 555 U.S. at 563.  To 

show this kind of preemption, a defendant must demonstrate that federal law made it truly 

impossible for it to do what state law requires.  As the Supreme Court has “cautioned many times,” 

the mere “possibility of impossibility [is] not enough.”  Albrecht, 139 S. Ct. at 1678.   

Third, implied objects and purposes preemption: when state law attempts to regulate a 

“relationship” that is “inherently federal in character because [it] originates from, is governed by, 

and terminates according to federal law.”  Buckman Co. v. Plaintiffs’ Legal Comm., 531 U.S. 341, 

347 (2001).  When a state-law claim seeks to impose liability on a manufacturer for committing 

“fraud-on-the-FDA,” those claims “inevitably conflict with the FDA’s responsibility to police 

fraud consistently with the Administration’s judgment and objectives.”  Id. at 350.  Critically, this 
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is so because actual “fraud-on-the-FDA” claims “exist solely by virtue” of the federal regulations 

regulating the disclosures that manufacturers must make to the FDA.  Id.  By contrast, when a 

state-law claim relies on “traditional state tort law which had predated the federal enactments in 

question,” the claim is not preempted.  Id. at 353.  

II. 21 U.S.C. § 379r Does Not Expressly Preempt Plaintiffs’ Refund Claims for OTC 
Zantac.  

A. Section 379r Does Not Preempt State-Law Claims That Parallel Federal 
Law. 

Under the express terms of 21 U.S.C. § 379r, a state-law claim is not preempted so long as 

it does not impose any “requirement” on an OTC drug that is “different from or in addition to, or 

that is otherwise not identical with, a requirement under [federal law regulating medications].”  21 

U.S.C. § 379r(a)(2).  To be parallel to federal law, a state-law claim need not have the same name 

as a provision of federal law.  “[I]ndeed, it would be surprising if a common-law requirement used 

the same phraseology as” federal law.  Bates v. Dow Agrosciences LLC, 544 U.S. 431, 454 (2005).  

Likewise, “[t]o survive pre-emption, the state-law requirement need not be phrased in the identical 

language as its corresponding [federal] requirement.”  Id.; see also Godelia v. Doe 1, 881 F.3d 

1309, 1319 (11th Cir. 2018) (holding that plaintiffs need not “invoke magic words in their 

complaints” for claims to be parallel).   

Nor must the relevant state law have elements entirely identical to what the FDA would 

need to prove in enforcing federal law.  After all, in Lohr, the Court recognized that the relevant 

state laws had “additional elements” that would make state law “‘different from’ the federal rules 

in a literal sense.”  Lohr, 518 U.S. at 495.  But that did not mean the state-law claims were expressly 

preempted.  To the contrary, the additional elements made it harder for plaintiffs to prevail, and 

thus “would surely provide a strange reason for finding pre-emption of a state rule insofar as it 

duplicates the federal rule.”  Id.  Instead, the Court held, the question was whether federal law 

imposed “substantially identical” duties to the state-law duties forming the basis of the plaintiffs’ 

claim.  Id. at 496–97.  And because the defendant’s breach of state-law duties would also show 
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“that [the defendant] violated FDA regulations,” the Court held, those claims were not preempted.  

Id. at 495.  

The same was true in Mink.  There, the plaintiff “allege[d] that [the defendant] violated the 

Florida common law duty to use due care in manufacturing a medical device.”  Mink v. Smith & 

Nephew, Inc., 860 F.3d 1319, 1330 (11th Cir. 2017).  No federal regulation was called “duty to 

use due care in manufacturing a medical device”—or stated the duty using those magic words.  

But the court nevertheless held that the state-law “duty [was] parallel to the federal requirement 

that the [device] be manufactured according to the” more specific “approved specifications for the 

medical device.”  Id. 

That is because the phraseology of the state-law duty is unimportant.  See Bates, 544 U.S. 

at 454.  What matters for express-preemption purposes is whether, in substance, the state-law claim 

seeks to impose liability “notwithstanding compliance with the relevant federal requirements.”  

Riegel v. Medtronic, Inc., 552 U.S. 312, 330 (2008) (emphasis added).  In other words, to know 

whether a state claim is expressly preempted under § 379r, the question is simply this: Could a 

defendant comply with all relevant duties under federal law but nevertheless breach the relevant 

duty under state law?  See Wolicki-Gables v. Arrow Int’l, Inc., 634 F.3d 1296, 1300 (11th Cir. 

2011) (“State and federal requirements are not genuinely equivalent if a manufacturer could be 

held liable under the state law without having violated the federal law.”); Mink, 860 F.3d at 1330 

(holding that a claim survives express preemption because “[the plaintiff] alleges that 

[defendant’s] violation of a federal requirement also caused the violation of a state-law duty”).  If 

the answer is “yes,” then the claim is preempted under § 379r.  If not, then not.   

B. Plaintiffs’ Claims Seek to Impose the Exact Same Requirements That 
Federal Law Imposes. 

Here, the state-law claim seeks to impose a duty that federal law required as well.  To see 

that this is true, it is useful to examine exactly what the relevant state laws required Defendants to 

do, and then ask whether federal law would have required the Defendants to do the same thing.  

See Mensing, 564 U.S. at 611 (noting that “pre-emption analysis requires us to compare federal 
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and state law” and thus “begin by identifying the state tort duties and federal labeling 

requirements”). 

i. State law requires non-misleading labels that warn about serious risks.  

Begin with the relevant state law.  Plaintiffs’ Complaint pleads state-by-state and details 

state laws forbidding a manufacturer from making false and misleading statements about the 

products they sell.  See ACCAC ¶¶ 2214-6729.  For example, Plaintiffs detail that the Arkansas 

Deceptive Trade Practices Act (DTPA) forbids a company from “[k]nowingly making a false 

representation as to the characteristics, ingredients, uses, benefits, alterations … [of their] goods.”  

ACCAC ¶ 2218 (quoting Ark. Code Ann. § 4-88-107(a)).  And Plaintiffs state that Arkansas law 

similarly forbids “engaging in any other . . . false or deceptive act or practice in business.”  ACCAC 

¶ 2219 (quoting Ark. Code Ann. § 4-88-107(a)(10)). 

Plaintiffs go on to explain exactly how each of the Defendants violated these state laws.  

For example, Plaintiffs allege that GSK “violated the Arkansas DTPA by knowingly and 

intentionally misrepresenting, omitting, concealing, and failing to disclose material facts on the 

labels for its Ranitidine-Containing Products, including that: such drugs . . . contained elevated 

levels of NDMA [and] caused cancer.”  ACCAC ¶ 2221. 

Plaintiffs go on to detail similar laws from 33 other states and explain how each individual 

Defendant violated them.  See ACCAC ¶¶ 2256-6729.  Some of these laws are grounded in a 

state’s consumer-protection statutes.  See, e.g., ACCAC ¶¶ 2256–75 (alleging that GSK violated 

the California Unfair Competition Law).  Others are based on a state’s warranty or false-

advertising laws.  See, e.g., ACCAC ¶¶ 4865–83 (alleging that Boehringer Ingelheim violated the 

New York False Advertising Act).  Still others are grounded in a state’s equitable rules against 

unjust enrichment.  See, e.g., ACCAC ¶¶ 3045-3053 (alleging that Pfizer was unjustly enriched 

under Florida law); AMPIC ¶¶ 2731-2734 (alleging that defendants were unjustly enriched under 

Alabama law).  But the fundamental premise of all of these state-law claims is that the label needed 

Case 9:20-md-02924-RLR   Document 3325   Entered on FLSD Docket 04/23/2021   Page 14 of 30



9 

to warn about the risk of NDMA and cancer in order to avoid misleading consumers about the true 

nature of the product they were purchasing. 

ii. Federal also law requires non-misleading labels that warn about serious 
risks. 

In view of the relevant state-law duty—do not have a misleading label—one need only ask 

whether federal law permits Defendants to have a misleading label.  It does not.  The FDCA states 

in gin-clear terms that a drug’s label may not be “false or misleading in any particular.” 21 U.S.C. 

§ 352(a)(1) (emphasis added).  Labels also must include “adequate directions for use” and 

“adequate warnings . . . against unsafe dosage or methods or duration of administration or 

application, in such manner and form, as are necessary for the protection of users.”  Id. § 352(f).  

And a federal regulation requires that a drug’s label must “include a warning as soon as there is 

reasonable evidence of an association of a serious hazard with a drug.”  21 C.F.R. 201.57(e) 

(2001); see Amicus Br. of United States in Mensing, 2011 WL 741927 (stating that “[this] 

regulation implements the FDCA’s provision that a drug that lacks ‘adequate warnings’ is 

misbranded”).1   

iii. The state law claims here parallel federal law. 

The federal and state duties are the same.  Compare, e.g., Ark. Code Ann. § 4-88-107(a), 

with 21 U.S.C. § 352(a)(1); 21 C.F.R. 201.57(e).  By failing to include a cancer and NDMA 

warning on the label, Defendants made “a false representation as to the characteristics, ingredients, 

uses, [and] benefits” of Zantac.  Ark. Code Ann. §4-88-107(a).  And they had a label that was 

“false or misleading in any particular,” and lacked an “adequate warning.”  21 U.S.C. § 352(a)(1), 

(f).  Because Defendants breached their state and federal duties through the same deceptive act, 

 
1 The FDA’s responses to comments made about this proposed regulation make clear that the FDA 
views this regulation as requiring a manufacturer to change the label under these circumstances, 
not merely permitting manufacturers to do so at their own discretion.  See 73 FR 49603-01 (“FDA 
has previously stated and reiterates here that it ‘interprets the Act to establish both a “floor” and a 
“ceiling.”’ . . . FDA, therefore, declines to set different standards for when a sponsor must warn, 
as opposed to when it may warn of a particular risk or adverse event.”).  That view is entitled to 
deference under Auer v. Robbins, 519 U.S. 452 (1997), or at a bare minimum Skidmore v. Swift & 
Co., 323 U.S. 134 (1944). 
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the state-law claims do not impose any requirement that is “different from or in addition to, or that 

is otherwise not identical with” a requirement under federal law.  21 U.S.C. § 379r(a)(2); see 

Prescott, 2020 WL 4430958, at *3; Canale, 258 F. Supp. 3d at 320; Dayan v. Swiss-Am. Prods., 

Inc., No. 15-CV-6895, 2017 WL 1214485, at *3 (E.D.N.Y. Mar. 31, 2017); Reid v. GMC Skin 

Care USA Inc., No. 8:15-CV-277, 2016 WL 403497, at *9 (N.D.N.Y. Jan. 15, 2016) (noting that 

none of the state claims sought to “impose obligations not imposed by federal law”).   

A recent case illustrates these principles in action.  See Slowinski, 2021 WL 1165099, at 

*3.  In Slowinski, a plaintiff brought a class action alleging that the defendant had “mislabeled its 

homeopathic over-the-counter (OTC) drugs” by misleadingly suggesting that the product had 

ingredients that it did not have.  Id. at *1.  As here, defendants argued that this claim was preempted 

under § 379r because it attempted to “impose a requirement on [an OTC] drug that ‘is different 

from or in addition to, or that is otherwise not identical with’ a requirement under” federal law.  

Id. at *3 (quoting 21 U.S.C. § 379r).  The court had no trouble rejecting that argument.  Because 

federal law “prohibits misbranding of drugs, which occurs if the drug’s label is ‘false or misleading 

in any particular,’” and because “Plaintiff’s state-law claims would also require Defendant to 

refrain from falsely or misleadingly label their products,” the court held, “[g]ranting Plaintiff relief 

would . . . not impose a state requirement ‘different from or in addition to, or that is otherwise not 

identical with’” any federal law.  Id. (quoting 21 U.S.C. § 352 and 21 U.S.C. § 379r).  Hence the 

court held that the plaintiff’s claim was not preempted under § 379r.  Id.  That precise reasoning 

applies with equal force here.   

C. Defendants’ Are Wrong That Wolicki-Gables Demonstrates That These 
Claims Are Preempted. 

Relying on Wolicki-Gables, Defendants argue that “‘Plaintiffs cannot simply incant the 

magic words ‘[defendants] violated FDA regulations’ in order to avoid preemption.’”  Brand Mot. 

at 9 (quoting Wolicki-Gables, 634 F.3d at 1301).  Plaintiffs do not disagree, but Defendants’ 

argument attacks a strawman.  To meet their burden, Defendants must demonstrate that they 

violated state law while nonetheless complying with federal law.  In Wolicki-Gables, the plaintiff 
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failed to “set forth any specific problem, or failure to comply with any FDA regulation that [could] 

be linked to the injury alleged.”  634 F.3d at 1301.  Here, by contrast, Plaintiffs’ injuries under 

state law occurred only because Defendants did exactly what federal law also forbade—they 

maintained a misleading label that failed to warn about NDMA and cancer. 

Indeed, Defendants concede that these claims survive express preemption so long as they 

“allege that the defendant violated a particular federal specification” and provide “factual detail to 

substantiate that crucial allegation.”  Brand Mot. at 9 (quoting Wolicki-Gables, 634 F.3d at 1301–

02).  And Plaintiffs have done both of those things here.  As for a “particular federal specification” 

that Defendants violated, it is the plain text of the FDCA itself, along with the set of regulations 

requiring truthful labels that warn of serious risks.  As for “factual detail to substantiate that crucial 

allegation,” Plaintiffs allege that Defendants had a duty to include an NDMA/cancer warning on 

the label based on information that they knew or should have known—and simply failed to do so.  

D. Prior FDA Approval Does Not Insulate Defendants from Liability.   

Defendants’ primary response is to hide behind the fact that the FDA had previously 

approved Zantac at some point in the past.  Specifically, they say that these claims ask for “an 

entirely different” label than the one “approved by FDA at the time of sale.”  Brand Mot. at 8 

(emphasis added).  Amazingly, they go on to argue that “this Court recognized” that misbranding 

must be “a deviation from the approved label, not fealty to it.”  Brand Mot. at 10 (emphasis added).  

The Court can decide for itself if it “recognized” Defendants’ definition of misbranding.  This is 

what the Court actually wrote: 

Finally, Brand-Name Manufacturer Defendants . . . argued during 
the Hearing that a drug is only misbranded if it fails to contain the 
FDA-approved labeling.  Defendants have not pointed to any 
authority providing that definition of misbranding.  The statute 
delineating when a drug is misbranded does not contain the 
definition that Defendants and Brand-Name Manufacturer 
Defendants propose.  Nor is it apparent that the FDA defines 
misbranding in such a way[.] 
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Generic Order at 29–30 (citations omitted and emphasis added).  What the Court “recognized” is 

that Defendants’ position lacks support in the statute, in precedent, or from the FDA. 

Defendants have simply resurrected their bald contention that the FDCA does not mean 

what it says when it defines a misbranded drug.  The statute could not be clearer that a drug is 

misbranded when its label is “false or misleading in any particular.”  21 U.S.C. § 352(a).  Though 

Defendants may wish that using a label the FDA approved in the past assures compliance with the 

misbranding provision today, the FDA has emphatically dashed those hopes.  See 21 C.F.R. § 

314.170 (“All drugs, including those the Food and Drug Administration approves . . . are subject 

to the adulteration and misbranding provisions [of the FDCA].”).  So has the Supreme Court.  See 

Bartlett, 570 U.S. at 487 n.4 (“The misbranding statute requires a manufacturer to pull even an 

FDA-approved drug from the market when it is ‘dangerous to health.’”) (emphasis added).   

Federal law forbids misleading labels—including labels that do not warn about serious 

risks like cancer.  FDA approval in the past does not obviate the need for a cancer warning in the 

present.  And state law required the exact same label changes that the FDCA compelled.  See 

Wyeth, 555 U.S. at 592 (Thomas, J., concurring) (“Initial approval of a label amounts to a finding 

by the FDA that the label is safe for purposes of gaining federal approval to market the drug.  It 

does not represent a finding that the drug, as labeled, can never be deemed unsafe by later federal 

action, or . . . the application of state law.”).  The state-law claims are therefore parallel and not 

preempted.   

E. Plaintiffs Did Not Need to Identify State-Law Claims Called “Misbranding.” 

Defendants’ other response is that Plaintiffs have not identified any state laws titled 

“misbranding.”  Brand Mot. at 9.  But preemption does not turn on a “Control+F” search of the 

Complaint to ensure that the word “misbranding” appears in sufficient numbers.  Defendants are 

willfully ignoring the teaching of the Supreme Court that state law is almost never “phrased in the 

identical language” of federal law.  Bates, 544 U.S. at 454.  Defendants’ effort to impose a “magic 

words” requirement on Plaintiffs finds no refuge in the Supremacy Clause.  See Godelia, 881 F.3d 
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at 1319.  As Defendants themselves put it, the question is whether a state-law claim is seeking “to 

hold a defendant liable for conduct that is identical to that prohibited by the FDCA.”  Brand Mot. 

at 8 (emphasis added).  The answer does not turn on the name of the cause of action or the words 

state courts or legislatures use to define the scope of the duties.  It turns instead on the actual, 

underlying conduct, and whether it violated federal law.  Here, the conduct at issue is having a 

label that was misleading for want of a warning about NDMA and cancer.  That conduct is 

prohibited by state law.  It is also prohibited by federal law.  Hence there is no express preemption 

under § 379r.2   

III. Buckman Does Not Impliedly Preempt Plaintiffs’ Claims Alleging that Defendants 
Failed to Warn Consumers Through the FDA. 

In the main, Defendants do not argue that the failure-to-warn-consumers-via-the-FDA 

claims are impliedly preempted under the impossibility-preemption doctrine.  See Brand Mot. at 

13.  This is no surprise: The branded manufacturers were at perfect liberty to do more than required 

to satisfy their duty to warn the FDA.  They could have warned the FDA and then changed the 

label unilaterally via the CBE process.  See Wyeth, 555 U.S. at 573.  Instead, Defendants’ primary 

argument is that the claims are impliedly preempted under Buckman.3  Specifically, Defendants 

argue that Plaintiffs are attempting to bring “a private cause of action” to “enforce the FDCA.”  

Brand Mot. at 14.  This argument is wrong and should be rejected.   

 
2 These claims are also saved from preemption via the statutory carve-out contained in 21 U.S.C. 
§ 379r(e).  In light of the Court’s prior ruling, see Order Granting Branded Defendants’ Rule 12 
Partial Motion to Dismiss Plaintiffs’ Three Complaints as Preempted Under Federal Law, D.E. 
2532 at 30–35, Plaintiffs will not repeat these arguments here. 
3 Defendants make a passing argument that these claims fail for other reasons, namely that these 
claims are too “conclusory and attenuated,” Brand Mot. at 13, and that “these allegations fail to 
state a claim under the various state laws invoked,” id. at 14.  Neither of these things are true.  As 
explained below, Plaintiffs have levied detailed allegations that defendants failed to warn 
consumers via the FDA and that this failure violated state law. 
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A. These Claims Do Not Seek to Enforce Federal Law. 

Plaintiffs have specifically pled that the law of various states required Defendants to warn 

the FDA as part of their duty to the end consumer.  For example, under California law, 

manufacturers have a general “duty to convey warnings to a third party that can reasonably be 

expected to warn the consumer.”  AMPIC ¶ 1407 (quoting Coleman v. Medtronic, Inc., 223 Cal. 

App. 4th 413, 429 (Cal. Ct. App. 2014)); see also Consolidated Medical Monitoring Class Action 

Complaint (MMC) ¶ 1068.  And that general duty includes a more specific “requirement to file 

adverse event reports with the FDA if that is the only available method to warn doctors and 

consumers.”  Id. (citing Coleman, 223 Cal. App. 4th at 429). 

As Plaintiffs go on to explain, this is a state-law duty ultimately owed “to the consumer, 

not the FDA.”  AMPIC ¶ 1408; see also MMC ¶ 1069.  But under state law, a manufacturer can 

fully satisfy that duty by warning “third part[ies],” for example the FDA.  AMPIC ¶ 1408; MMC 

¶ 1069.  Plaintiffs go on to detail this duty to warn the FDA under the law of 14 other states.  

AMPIC ¶¶ 1420-1510; MMC Counts 3, 16, 21, 26, 35, 40, 53, 58, 63, 68, 81, 86, 91, 108, 121, 

126, 131, 140, 161, 174, 179, 184, and 199.   

Finally, Plaintiffs explain how Defendants breached this state-law duty.  Some of these 

breaches entailed failure to do things that the FDA’s own regulations just so happened to require 

as well.  For example, Plaintiffs allege that Defendants failed to warn the FDA by failing to “submit 

adverse event reports.”  AMPIC ¶ 1412.  But Plaintiffs also allege that Defendants failed to warn 

the FDA “through other communication channels . . . including ordinary correspondence with the 

agency,” something required by state law but not the federal regulations.  AMPIC ¶ 1412. 

As a result, the “private cause of action” Plaintiffs are bringing here is not one to “enforce 

the FDCA.”  It is instead a cause of action to enforce state law.  See Hughes v. Bos. Sci. Corp., 631 

F.3d 762, 775 (5th Cir. 2011) (“The plaintiffs in Buckman were attempting to assert a freestanding 

federal cause of action based on violation of the FDA’s regulations; the plaintiffs did not assert 

violation of a state tort duty.”).  Specifically, it is a cause of action requiring a manufacturer to 

warn a third party—which here just so happens to be the FDA—who is likely to pass along a 
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warning to the end user.  That in no way intrudes on the federal government’s “exclusive” 

prerogative to enforce the FDA regulations, Buckman, 531 U.S. at 352, because it is simply seeking 

to enforce “traditional state tort law,” id. at 353.  Buckman specifically says that such suits are not 

preempted, id., and an unbroken line of appellate authority has rejected defendants’ argument to 

the contrary.  See, e.g., Hughes, 631 F.3d at 775; Bausch v. Stryker Corp., 630 F.3d 546, 557 (7th 

Cir. 2010); Stengel, 704 F.3d at 1232. 

B. These Claims Do Not Rely on FDA Regulations as a Critical Element. 

Defendants are simply wrong that the claim relies on FDA regulations “as a critical 

element.”  Brand Mot. at 15.  No relevant state law has incorporated FDA regulations as an element 

of the cause of action.  Defendants are doubly wrong that “the claim is based on defendants’ failure 

to meet their obligations [under federal law] to submit annual reports and report adverse events to 

the FDA.”  Brand Mot. at 15.  Consider what would happen if there were no FDA regulations at 

all.  Would Plaintiffs still be able to bring this claim?  Absolutely.  The relevant state-law duty is 

simply to warn a third party, “if [that] third party that can reasonably be expected to warn the 

consumer.”  Coleman, 223 Cal. App. 4th at 429.  That duty depends in no way on the relevant third 

party being the FDA, nor on the Defendant having breached any federal regulations.   

Yes, the third party in question here does just so happen to be the FDA.  And yes, some of 

the things Defendants could have done to satisfy their duty—e.g., submit AERs and regulatory 

filings—did just so happen to be required by federal regulations.  But the fact that state and federal 

duties are the same does not mean that state duties are derived from federal law.  And vice versa.  

If the state common law changes, the federal statute—and its corresponding obligations—does 

not.  Defendants may not like the duties imposed under the common law of several states; and it is 

certainly true that not every state recognizes the relevant duty here.  See, e.g., Conklin v. Medtronic, 

Inc., 431 P.3d 571, 577 (Ariz. 2018).  But Defendants cannot federalize state-law obligations they 

disagree with simply to manufacture an otherwise meritless preemption defense.  Plaintiffs’ claims 

would still exist even if the federal regulations were repealed tomorrow.  This is a complete answer 
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to the notion that these Plaintiffs, like those in Buckman, are “attempting to assert a freestanding 

federal cause of action based on violation of the FDA’s regulations.”  Hughes, 631 F.3d at 775. 

C. Defendants’ Own Cases Confirm That These Claims Are Not Preempted. 

Defendants contend that the Eleventh Circuit bars these claims, see Mink, 860 F.3d at 1327; 

Tsavaris v. Pfizer, Inc., 717 F. App’x 874, 877 (11th Cir. 2017); Markland v. Insys Therapeutics, 

Inc., 758 F. App’x 777 (11th Cir. 2018), but that argument distorts the case law.   

In Mink, the Eleventh Circuit held that a state-law claim was preempted because it was 

based on “alleg[ations] that a manufacturer failed to tell the FDA those things required by federal 

law.”  Mink, 860 F.3d at 1330.  But here Plaintiffs allege that Defendants failed to tell the FDA 

things required by state law, not federal law.  Indeed, some of the things required by state law—

“ordinary correspondence” with the FDA about the risks of Zantac—were not even required by 

federal law at all.  AMPIC ¶ 1412.  The Mink court also held that the claims were preempted 

“insofar as [the defendant’s] duty is owed to the FDA” and insofar as “[plaintiff’s] theory of 

liability is not one that state tort law has traditionally occupied.”  Mink, 860 F.3d at 1330.  But 

here the claim is a traditional one under state tort law—failure to warn a third party.  And the duty 

owed by the defendants was not a duty “owed to the FDA”—it was a duty owed to the end 

consumer that could be discharged by warning the FDA.  See AMPIC ¶ 1408.  

Tsavaris is even further afield.  There, the claim was “based entirely on a provision of 

[federal law] that required [the defendant] to submit [certain data to federal authorities].”  Tsavaris, 

717 F. App’x at 877.  As a result, “the premise of [plaintiff’s] complaint [was] that [the defendant] 

was negligent because it violated [that federal provision], not because it failed to satisfy a duty of 

care owed to her under state law.”  Id. (emphasis added).  But this is not a negligence per se case.  

And Plaintiffs’ claims are not based on any provisions of federal law.  The claim here undoubtedly 

is that Defendants “failed to satisfy a duty of care owed to [plaintiffs] under state law”—namely a 

duty to warn third parties such as the FDA.  Id. 
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Markland illustrates the point vividly.  758 F. App’x at 777.  There, the “critical premise 

of [plaintiff’s] complaint [was] that [defendant’s] promotion of off-label uses was improper.”  Id. 

at 779–80.  But that “proposition . . .  [could] only be established by pointing to federal law,” id., 

because only federal law (not state) forbade off-label marketing.  Id. at 780.  As a result, the 

plaintiff was seeking to “enforce a duty that exist[s] solely by virtue of the FDCA,” which meant 

her claim was preempted.  Id.  None of that is true here.  Plaintiffs have pointed to a “traditional 

state-law duty owed by [defendant] to [plaintiff] that was breached by the company’s” failure to 

warn the FDA.  Id. at 780.  Plaintiffs do not need to point to federal law to demonstrate that 

Defendants’ failure to do so “was improper.”  Id. at 779–80.  They need point only to state law.  

Hence Plaintiffs here are not seeking to “enforce a duty that ‘exist[s] solely by virtue of the 

FDCA.’”  Id. at 780. 

D. Defendants Would Not Have Needed to Stop Selling Zantac in Order to 
Comply with State Law. 

Defendants’ last argument is that the failure-to-warn-the-FDA claim “relies on an 

attenuated causation theory,” Brand Mot. at 16, making it a “variant” of the impermissible “‘stop 

selling’ theory of liability,” Brand Mot. at 17 (citing Bartlett, 570 U.S. at 488), and “intrud[ing] 

directly into discretionary recall decisions committed to the FDA.”  Brand Mot. at 18 (citing 

Mensing, 564 U.S. at 623).  That is simply not true.  To satisfy the duty to warn the FDA, 

Defendants would not have needed to stop selling the product.  And they would not have needed 

to appeal to the FDA’s discretion.  All they needed to do was to warn the FDA, through any 

available means, whether required by federal regulations or not. 

Defendants’ argument relies on blurring the line between duty—which is the object of the 

preemption inquiry—and causation, which is not.  The gist of their argument seems to be that these 

claims are preempted under Mensing and Bartlett because Plaintiffs cannot show causation 

without showing that the FDA would have done something “discretionary,” for example requiring 

Defendants to “stop selling” their products.  Brand Mot. at 17-18.  Thus, in the end, their theory 
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seems to be that, if any of the elements of a plaintiff’s claim rely on FDA taking some discretionary 

action (like requiring a defendant to stop selling), then the entirety of the claim is preempted.   

That is not the law.  The duty and causation elements of a claim are “conceptually distinct,” 

Bell v. Beyel Bros., Inc., No. 2:16-CV-14461, 2017 WL 1337267, at *4 (S.D. Fla. Apr. 7, 2017), 

and the duty element is the one that matters for preemption.  In Mensing, the Court held that federal 

law preempts state law if a defendant could satisfy its state law duty—there, including adequate 

warnings on a drug label—only if FDA first took some discretionary action—approving a label 

change.  564 U.S. at 623–24 (holding that a claim is preempted “when a party cannot satisfy its 

state duties without the Federal Government’s special permission and assistance, which is 

dependent on the exercise of judgment by a federal agency”).  The Court refused to subject a 

defendant to state-law liability where the defendant was incapable of satisfying its state-law duty 

absent a decision by FDA over which the defendant had no control.  See id.  In Bartlett, the Court 

held that federal law preempts state law if a defendant would have needed to stop selling a product 

federal law authorized it to sell as the only way to comply with its state-law duties.  See 570 U.S. 

at 488 (“Our pre-emption cases presume that an actor seeking to satisfy both his federal- and state-

law obligations is not required to cease acting altogether.”).  Neither of those cases suggested that 

preemption turns on causation, a factual question of what would have happened if the defendant 

had satisfied its state-law duty, not whether it could have done so without violating federal law.   

Here, the only state-law duty at issue is a duty to warn the FDA.  Defendants could have 

warned the FDA—and thereby entirely satisfied their state-law duty—without any “special 

permission and assistance” by the FDA.  Mensing, 564 U.S. at 623–24.  Likewise, defendants 

could have warned the FDA—and thereby entirely satisfied the relevant state-law duty—while 

keeping their products on the market.  Bartlett, 570 U.S. at 488.  There was no need to “stop 

selling” them in order to satisfy this state-law duty.  Id.  That is the end of the road for preemption.   

As for causation, it is true that “plaintiffs whose claims are premised on a failure to warn 

the FDA” face “a causation hurdle that would not otherwise exist.”  Stengel, 704 F.3d at 1234 

(Watford, J., concurring).  To clear it, plaintiffs need to prove that their injuries would not have 
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occurred if Defendants had warned the FDA about the relevant risk.  Plaintiffs here are uniquely 

situated to clear that particular hurdle, given that the FDA did pull Zantac from the market when 

it found out what Defendants should have told it before.  See AMPIC ¶¶ 5, 322-342.  For these 

purposes, however, it is enough that Plaintiffs have plausibly alleged that they would not have 

been injured but for Defendants’ failure to warn the FDA.  See AMPIC ¶ 1399 (alleging that, if 

Defendants had warned the FDA, “the FDA would have . . . order[ed] a recall,” “[t]he medical 

community would also have been promptly aware of the risks,” “Plaintiffs’ doctors would not have 

prescribed ranitidine in light of those risks,” and “Plaintiffs would not have purchased and ingested 

ranitidine”).   

In any event, that causation question has nothing at all to do with preemption.  For starters, 

“hypothetical agency action is not ‘Law’” for Supremacy Clause purposes.  Albrecht, 139 S. Ct. 

at 1682 (Thomas, J., concurring).  So the possibility that the FDA would have done something 

different in the but-for world than what it actually did in the real world cannot matter for 

preemption.   

More fundamentally, however, a plaintiff’s obligation to prove causation to prevail on a 

state-law claim does not require the defendant to do anything.  See Generic Order at 36 

(“[I]mpossibility pre-emption exists when state law imposes a duty or obligation on a party to do 

something, but federal law prevents the party from doing it.”) (emphasis added).  The causation 

element instead requires the plaintiff to litigate and prove what would have happened in an 

alternative reality.  Cf. Lohr, 518 U.S. at 495 (holding that “additional elements of the state-law 

cause of action would make the state requirements narrower, not broader” and “such a difference 

would surely provide a strange reason for finding pre-emption”).  What a plaintiff needs to show 

to prove causation says nothing about what a defendant needs to do to satisfy its duty under state 

law—specifically whether a defendant could have done what was needed unilaterally.  That is the 

only question that matters for impossibility preemption.   

Accepting Defendants’ shift of the “stop-selling” rationale from duty to causation would 

create preemption even for the commonplace failure-to-warn claims that they do not even attempt 
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to dismiss.  Under Wyeth, it is black-letter law that a plaintiff may sue a branded manufacturer for 

failure to use the CBE regulation to change an inaccurate label.  555 U.S. at 573.  But why is this 

so if Defendants’ argument is correct?  To prevail on those kinds of claims, a plaintiff must still 

prove causation, i.e., that the plaintiff would not have been injured if the manufacturer had sold a 

properly labeled drug.  Or said differently, the causation inquiry asks what would have happened 

if the defendant had stopped selling the mislabeled drug it actually sold.  Nevertheless, that kind 

of claim is not preempted because preemption turns on whether a defendant could have satisfied 

its state-law duty unilaterally without violating federal law—and via the CBE regulation, a brand-

name defendant can unilaterally change its label.  See id.  Smuggling the stop-selling analysis of 

Bartlett—which applies solely to state-law duties—into the element of causation would render 

Wyeth meaningless.  As this Court has noted, that cannot be the law.  See Generic Order at 28 

(“The Court cannot adopt a position that would render pre-emption caselaw meaningless.”) 

CONCLUSION  

For the foregoing reasons, Branded Defendants’ Rule 12 Partial Motion to Dismiss 

Plaintiffs’ Three Master Complaints as Preempted by Federal Law should be denied. 
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CERTIFICATE OF SERVICE 

 

I hereby certify that on April 23, 2021, I electronically filed the foregoing document with 

the Clerk of the Court using CM/ECF and that the foregoing document is being served on all 

counsel of record or parties registered to receive CM/ECF Electronic Filings.  

 
/s/ Robert C. Gilbert  
Robert C. Gilbert 
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