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I. INTRODUCTION 

As outlined in Allergan’s concurrently-filed Motion to Dismiss on Preemption 

Grounds, all the claims asserted in Plaintiffs’ Master Personal Injury Complaint 

(“PIC”) are preempted by federal law and should be dismissed for that reason.  

Beyond this insurmountable hurdle lies another:  Plaintiffs’ personal injury claims 

cannot survive under state law or the Erie principles that bind this Court.  Dismissal 

is required for these reasons also:1   

Unrecognized Claims Or Requests For Relief.  Any adjudication of the 

various tort claims asserted in this diversity action must be guided by controlling 

Erie principles.  Under Erie, where a state’s highest court has not recognized a 

particular cause of action or the relief sought pursuant to it, dismissal is required.  

This Court is not free to create novel state tort law principles so that Plaintiffs’ claims 

can proceed.   

No Legally Cognizable Harm.  In 41 states, Plaintiffs who have not been 

diagnosed with ALCL cannot either bring any of the tort claims alleged or obtain 

medical monitoring relief.  The “threat” of future injury will not support an action 

in tort.  Actual harm must be alleged and proven.   

Manufacturing Defect.  The PIC conflates manufacturing defect claims with 

design defect claims.  As a result, it fails to adequately plead a manufacturing defect 

claim in strict liability or negligence under any applicable state law.   

                                           
1 Although this Memorandum explains why the PIC fails to state valid claims, this 
Court need not undertake a choice-of-law analysis for any Plaintiff at this stage.  
Allergan has structured its arguments so that the Court can rule on the counts in the 
PIC by groups of states, as outlined in the Conclusion and Appendix A to this brief.   
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Negligence Per Se.  Plaintiffs’ negligence per se claims are based on 

purported violations of federal regulations issued under a statute that bars private 

enforcement.  Most states do not allow that.  And, in the few states that might do so, 

there must be a clear violation of an established regulatory duty.  Nothing like that 

is alleged in this case.  

Failure To Warn.  Whether in strict liability or negligence, Plaintiffs’ 

warning claims are based on allegations that Allergan failed to report adverse events 

to the FDA, or used the wrong form in making its reports.  No state high court has 

recognized either version of this theory of liability, and some have expressly rejected 

in it in the form alleged in the PIC.   

Negligent Misrepresentation.  The PIC fails to meet the heightened pleading 

standards required for this claim, and it runs afoul of the laws of those states that do 

not permit such a claim in product liability actions or that do not recognize it as a 

separate cause of action at all.   

Breach Of Warranty.  Many states do not recognize implied warranty claims 

in actions involving prescription medical products.  Those that do typically require 

notice or privity of contract, neither of which is found in any allegation here.   

The PIC impermissibly invents, stretches, or manipulates controlling state law 

in a fashion that cannot be permitted by this Court in its role under Erie or sustained 

under the standards that control under Federal Rule of Civil Procedure 12(b)(6).  The 

claims made in the PIC as identified in the Conclusion and for the reasons noted in 

Appendix A, should be dismissed without leave to amend.   
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II. LEGAL STANDARDS GOVERNING THIS MOTION TO DISMISS 

Where a complaint fails to state a claim upon which relief may be granted as 

a matter of law, Federal Rule of Civil Procedure 12(b)(6) requires its dismissal.  “To 

survive a motion to dismiss, a complaint must contain sufficient factual matter, 

accepted as true, to ‘state a claim for relief that is plausible on its face.’”  Ashcroft 

v. Iqbal, 556 U.S. 662, 678 (2009) (citing Bell Atlantic Corp. v. Twombly, 550 U.S. 

544, 570 (2007)).  Courts are not compelled to accept “unsupported conclusions and 

unwarranted inferences.”  Trzaska v. L'Oreal USA, Inc., 865 F.3d 155, 165 (3d Cir. 

2017).  Nor must it accept “a legal conclusion couched as a factual allegation.”  

Papasan v. Allain, 478 U.S. 265, 286 (1986).    

III. ARGUMENT 

A. Claims Not Recognized By The Relevant State’s Highest Court Must Be 
Dismissed 

Many of the claims asserted by Plaintiffs in the PIC are not recognized by 

state high courts and must be dismissed.   

In deciding whether a claim exists as a matter of law, it is axiomatic that in 

diversity actions, the substantive “law to be applied in any case is the law of the 

State.”  Erie R.R. Co. v. Tompkins, 304 U.S. 64, 78 (1938).  At the same time, it is 

the prerogative of each state to “define the nature and extent” of liability under its 

laws for itself, and that prerogative “would be thwarted if the federal courts were 

free to choose their own rules of decision whenever the highest court of the state has 

not spoken.”  West v. AT&T Co., 311 U.S. 223, 236 (1940).   
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Erie thus prohibits federal courts from inventing and recognizing novel state 

law claims in diversity cases to prevent a violation of one of “the most basic 

principles of federalism.”  Pacific Employers Ins. Co. v. Global Reins. Corp., 693 

F.3d 417, 436 (3d Cir. 2012); accord Michaels v. New Jersey, 150 F.3d 257, 259 (3d 

Cir. 1998) (Alito, J.).  As Third Circuit has made plain, “it is not the role of a federal 

court to expand state law in ways not foreshadowed by state precedent.”  City of 

Philadelphia v. Beretta U.S.A. Corp., 277 F.3d 415, 421 (3d Cir. 2002).  Instead, 

district courts must “apply the current law of the jurisdiction, and leave it 

undisturbed.”  Leo v. Kerr-McGee Chem. Corp., 37 F.3d 96, 101 (3d Cir. 1994).   

Indeed, when confronted with open questions of state-law liability, federal 

courts in this Circuit must “opt for the interpretation that restricts liability, rather 

than expands it, until the Supreme Court of [the State] decides differently.”  

Travelers Indem. Co. v. Dammann & Co., 594 F.3d 238, 253 (3d Cir. 2010) 

(emphasis added; citation omitted).   

Plaintiffs in this MDL, however, are asking this Court to do the opposite:  

allow novel state law personal injury claims—under the laws of all 50 states and the 

District of Columbia—many of which have not been authorized by statute or adopted 

by any state’s highest court.2 

                                           
2 For the Court’s convenience, and the sake of brevity, Appendix A identifies the 
governing law of those jurisdictions that preclude each cause of action in the PIC 
that Allergan contends must be dismissed.   
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B. Personal Injury Claims Brought By Plaintiffs Without An ALCL 
Diagnosis Must Be Dismissed 

As the Court is aware, Plaintiffs in this MDL fall into either of two groups:  

(1) the relatively small number of plaintiffs allegedly diagnosed with ALCL; and 

(2) the overwhelming majority of plaintiffs who merely allege they are in “fear of” 

developing ALCL at some future time.  (PIC ¶8-9.)  In other words, most of the 

personal injury Plaintiffs in this MDL have no injury, and these Plaintiffs cannot 

state a valid tort cause of action. 

In state after state, controlling law requires a tort plaintiff to have suffered 

legally cognizable injury to bring a lawsuit; tort claims require a plaintiff to have 

suffered a harm.  See, e.g., Mergenthaler v. Asbestos Corp. of Am., 480 A.2d 647, 

651 (Del. 1984) (“present physical injury” is an “essential element” of all tort 

claims).  As a result, a large majority of states explicitly reject tort claims for an 

“increased risk” or “fear of developing a disease due to exposure” without a currently 

manifest physical injury.  See App’x A, at 1-19 (listing states that reject “increased 

risk” and/or “fear of” claims without underlying physical injury). 

The Supreme Court of New Jersey, for example, has held that physical injury 

is a prerequisite to any state law products liability claim, which the PLA defines as 

“personal physical illness, injury or death.”  Sinclair v. Merck & Co., Inc., 195 N.J. 

51, 64-65 (2009); N.J.S.A. 2A:58C-1(b)(2).  Similarly, Alabama has long held that 

a physical injury is required to bring a tort claim under its common law.  See Pfizer, 

Inc. v. Farsian, 682 So.2d 405, 407 (Ala. 1996) (holding that a plaintiff’s fear that 

his device was at an increased risk of future failure was not, without more, a 
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cognizable legal injury).  Several states likewise have enacted Product Liability Acts 

with the same requirements.  E.g., Arkansas (Ark. Code §16-116-202(5)); Colorado 

(Colo. Rev. Stat. §13-21-401(2)); Connecticut (Conn. Gen. Stat. §52-572m(b)); 

Indiana (Ind. Code §34-20-1-1(3)); Kansas (Kan. Stat. §60-3302(d)); Kentucky (Ky. 

Rev. Stat. §411.300); and Ohio (Ohio Rev. Code §2307.71).  By the same token, a 

legally cognizable injury is required in every state that follows either the Second or 

Third Restatements of Torts.  See Restatement (Second) of Torts §402A(1) (1965) 

(“liability for physical harm”); Restatement (Third) of Torts, Products Liability §1, 

comment d (1998) (“The rule stated in this Section applies only to harm to persons 

or property, commonly referred to as personal injury and property damage.”).   

In addition, there are a number of states where the states’ highest courts have 

not adopted “increased risk” or “fear of” claims unaccompanied by a physical injury.  

All of these claims should be dismissed in keeping with Erie principles.  There is no 

basis for this Court to address and create such a novel claim for these states.  It cannot 

do so without going beyond the more circumscribed role that Erie commands.  

The above analysis applies in all its particulars to Plaintiffs’ request for a 

medical monitoring relief and the claims for such relief must be dismissed as well.  

(PIC at 127, Prayer For Relief.)  Most states reject medical monitoring relief as a 

matter of law.  The few states that allow “medical monitoring” (some as a cause of 

action, which has not been alleged here, and some as a remedy for personal injury), 

require plaintiffs to first demonstrate a legally cognizable injury.  See, e.g., Cure v. 

Intuitive Surgical Inc., 2017 WL 498727 at *6 (N.D. Ga. Jan 30, 2017), aff’d, 705 

F. App’x 826 (11th Cir. 2017); Wood v. Wyeth-Ayerst Labs., Div. of Am. Home 
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Prods., 82 S.W.3d 849, 859 (Ky. 2002).  Mere exposure without some manifestation 

of physical injury does not suffice.  Cure, 2017 WL 498727, at *6-7.   

The claims supporting Plaintiffs’ request for medical monitoring relief must 

be dismissed as to every plaintiff without ALCL and as to plaintiffs who are residents 

of all states that do not allow medical monitoring or that do not allow it in litigation 

involving prescription medical products.  See App’x A, at 20-25 (listing states that 

that reject medical monitoring claims without underlying physical injury, and also 

those states that allow medical monitoring claims without underlying physical 

injury, in some circumstances, but not in prescription medical product litigation).  

Finally, dismissal is also required for the medical monitoring claims governed by 

the law of a jurisdiction where the highest state court has not expressly authorized 

medical monitoring.  See App’x A, at 20-25.  Recognized Erie principles foreclose 

such a novel expansion of state tort law in these circumstances as well.  See M.G. v. 

A.I. duPont Hosp. for Children, 393 F. App’x 884 (3d Cir. 2010).   

C. Claims That Are Not Adequately Pled Must Be Dismissed   

The PIC’s various tort claims also have pleading deficiencies that compel their 

dismissal.  The grounds for dismissal include states that do not allow the claims 

alleged in the PIC or have not recognized them as pled, or those that would find them 

inadequately alleged under controlling law.   

1. The Manufacturing Defect Claims Are Not Adequately Pled   

The concepts underlying claims for manufacturing defects and design defect 

are different.  A manufacturing defect is typically and routinely defined as a 

deviation from the manufacturer’s intended specifications that renders the device 
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unreasonably dangerous.  A design defect, by comparison, results when devices are 

manufactured exactly as intended, but a flaw in the underlying design gives rise to a 

common defect that exists in every device of that type.   

As the Restatement explains, generally, a “manufacturing defect” occurs 

“when the product departs from its intended design.”  Restatement (Third) of Torts, 

Products Liability §2(a) (1998).  The Restatement goes on to explain: 

Whereas a manufacturing defect consists of a product unit’s failure to 
meet the manufacturer’s design specifications, a product asserted to 
have a defective design meets the manufacturer’s design specifications 
but raises the question whether the specifications themselves create 
unreasonable risks. 

Id. at cmt d.; see also Fasolas v. Bobcat of New York, Inc., 128 N.E.3d 627, 641 

(N.Y. 2019) (“[u]nlike manufacturing defects, in design defect cases, the alleged 

product flaw arises from an intentional decision by the manufacturer to configure 

the product in a particular way”) (internal marks omitted); Evans v. Lorillard 

Tobacco Co., 990 N.E.2d 997, 1010 (Mass. 2013) (manufacturing and design claims 

held “separate and distinct” for the reasons stated in Restatement §2); Harrison v. 

Harrison, 733 N.W.2d 451, 454 n.2 (Minn. 2007) (noting that a manufacturing 

defect exists when a product “departs from its intended design” (quoting 

Restatement §2(a)). 

But the “manufacturing defect” claims advanced in the PIC do not allege that 

any of the individual devices deviated from its intended specification.  Instead, those 

allegations attack the manufacturing process itself (i.e., the “salt loss” process), and 

allege the textured surface of every product is defective as a result of that process.  
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(See PIC Counts I and II; PIC ¶117.)  In other words, although Plaintiffs purport to 

assert “manufacturing defect” claims, the PIC fails to identify a single manufacturing 

defect in any device at issue.  The devices are manufactured exactly as they should 

be with a uniformly utilized process that Plaintiffs’ claim is deficient.  That is a 

mislabeled design defect, pure and simple, and the PIC’s “manufacturing defect” 

claims are subject to dismissal for that reason.    

Specifically, under settled Third Circuit law, a manufacturing defect claim 

must be dismissed if it omits a required element (an allegation of a manufacturing 

defect) because the problem alleged really is one of design.  Coba v. Ford Motor 

Co., 932 F.3d 114, 123-24 (3d Cir. 2019) (affirming dismissal of “manufacturing” 

defect claim that “ha[d] all the trappings of a design defect,” because the plaintiffs 

took issue with the use of a particular process in “constructing” the product and 

“alleg[ed] that ‘[a]ll’ of the [products] manufactured this way suffer from a 

‘common’ issue”).  Claims from all states that require a manufacturing defect to 

involve a deviation from the norm for the device also should be dismissed.  See 

App’x A, at 26-37.  

2. The Negligence Per Se Claims Are Not Adequately Pled  

Plaintiffs’ negligence per se claim alleges that Allergan violated “laws, 

regulations, and terms of the [FDA’s premarket approval]” that “were designed to 

protect Plaintiff[s] . . . against the risks and hazards that have been suffered as a 

result of being implanted with BIOCELL products.”  (PIC ¶176.)  This claim fails 

for multiple independent reasons.   
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First, at least 12 states do not recognize negligence per se at all.  See App’x 

A, at 38-59 (including those jurisdictions not recognizing negligence per se at all as 

a cause of action).  These states have either abolished, statutorily subsumed, or so 

severely limited negligence per se claims such that virtually all plaintiffs (including 

Plaintiffs in this MDL) are precluded from asserting claims of this type.  

Second, there are 30 states that prohibit plaintiffs from proceeding under a 

negligence per se theory if the underlying statute upon which the plaintiffs’ claim is 

based was never intended to create an independent basis for liability.  See App’x A, 

at 38-59 (including those jurisdictions where negligence per se is precluded where 

contrary to legislative intent).  Where, as here, a plaintiff complains about an alleged 

violation of a regulation or statute that does not provide “an independent basis for 

civil liability or that its violation constitute[s] negligence per se,” its violation is not 

actionable.  J.S. v. R.T.H., 155 N.J. 330, 349 (1998).  Likewise, where a statute 

“includes … a specific provision making” negligence per se inapplicable, “courts 

should of course honor it.”  See Restatement (Third) of Torts, Physical & Emotional 

Harm §14, comment c (2010).   

The Food, Drug, and Cosmetic Act (“FDCA”)—which vests the FDA with its 

regulatory powers—contains such a provision.  Indeed, the FDCA explicitly 

precludes litigants from private enforcement, and assigns that power exclusively to 

the federal government.  21 U.S.C. § 337(a).3  See, e.g., Martin v. Ortho Pharm. 

Corp., 661 N.E.2d 352, 355-56 (Ill. 1996).  “The FDCA contains clear evidence that 

                                           
3 Section 337(a) provides that “all such proceedings for the enforcement, or to 
restrain violations, of this chapter shall be by and in the name of the United States.” 
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Congress intended that [it] be enforced exclusively by the Federal Government.”  

Buckman Co. v. Plaintiffs’ Legal Committee, 531 U.S. 341 (2001) (citing 21 U.S.C. 

§337(a).).  The importance of this prohibition against private enforcement “cannot 

be overstated.”  Merrell Dow Pharms., Inc. v. Thompson, 478 U.S. 804, 812 (1986).  

This Court thus should prohibit private enforcement as well.    

Third, a negligence per se claim can be founded only on a statute or regulation 

that provides a clear and definite standard of care.  Any attempt to base such a claim 

on a vague or ambiguous enactment therefore is subject to dismissal in those states 

insisting on clarity.  See App’x A, at 38-59 (including those jurisdictions where 

negligence per se is inapplicable where the relied-upon law is vague). 

As the Fifth Circuit explained: 

Implicit in virtually all discussions of negligence per se is the unspoken 
assumption that the regulation in question establishes a clear minimum 
standard of care.  If the regulation fails to do so, the reason for applying 
the doctrine fades.  An ambiguous or contradictory regulatory standard 
defeats the certainty on which the rule of per se liability rests.  Persons 
affected are deprived of a sure standard upon which they may fashion 
their affairs. 

Dougherty v. Santa Fe Marine, Inc., 698 F.2d 232, 235 (5th Cir. 1983) (citation 

omitted).  Thus, negligence per se cannot lie where the defendant allegedly violated 

a vague enactment that “would allow juries to fix the standard case by case” and 

under which a defendant “acting in the utmost good faith and diligence could still 

find itself liable.”  In re TMI, 67 F.3d 1103, 1115 (3d Cir. 1995). 

Yet here, the standard Plaintiffs rely on for their negligence per se claim is a 

moving target, untethered to any definitive statutory declaration.  For example, the 
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PIC suggests the “current good manufacturing practices” regulations (or “cGMPs”) 

is the law supplying the relevant standard of care.  But cGMPs are not black and 

white.  Instead, these regulations merely direct manufacturers to employ certain 

practices that they must define for themselves.  These cGMPs direct manufacturers 

to “adopt procedures and controls relating to” design control, quality assurance, 

manufacturing and processing; or “establish and maintain procedures” to identify 

and address any product that does not conform; or to formulate and execute a Post-

Marketing Surveillance Plan.  (PIC ¶56.)  Because these cGMPs “do[] not prescribe 

any particular course of conduct [defendants] must take, or refrain from taking,” they 

cannot support negligence per se claims.  Ramirez v. Nelson, 188 P.3d 659, 666 (Cal. 

2008). 

Fourth, many states preclude negligence per se claims whenever such claims 

would create novel duties unknown to the common law.  That is precisely what 

Plaintiffs’ claims would do here.  See App’x A, at 38-59 (including those 

jurisdictions where negligence per se may not create novel duties).   

In short, just as with their infirm manufacturing defect allegations, the PIC’s 

negligence per se claims are an improper attempt to recast state law or displace it 

entirely.  Neither result is legally sustainable, and dismissal is required.   

3. The Failure To Warn Claims Are Not Adequately Pled 

In their “failure-to-warn” claims, Plaintiffs allege two contradictory theories: 

(1) that Allergan failed to warn of the risks of their devices by failing to report 

adverse events to the FDA; or (2) that while Allergan actually did report adverse 

events to the FDA, it did so using an improper “summary” report format.  (See, e.g., 
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PIC ¶186 (alleging Allergan “failed to adequately warn health care professionals and 

the public” by “failing to adequately report post-market adverse events to the FDA” 

and “misleadingly reporting adverse events via summary reports”).  As their theory 

goes, if Allergan had properly reported adverse events, new warnings “would have 

been approved by the FDA and disseminated to Plaintiffs and their physicians.”  

(PIC ¶195.)   

Although these failure to warn claims are preempted, they are equally 

defective as pled.  To date, no state high court has affirmatively adopted a duty to 

report adverse events to the FDA as an element of a state tort law claim, and several 

states have expressly rejected it.  See App’x A, at 60-79.  For these latter states, 

dismissal of Plaintiffs’ failure to warn claims is a given.   

But the same is true for those states that have not expressly recognized the 

duty as well: this Court should not break new ground in doing so.  In Stengel v. 

Medtronic, Inc., 704 F.3d 1224, 1233 (9th Cir. 2013) (en banc), for example, the 

Ninth Circuit hypothesized that Arizona would recognize a state-law “warning” 

claim predicated on “failure to report” adverse events to the FDA.  The Arizona 

Supreme Court, however, rejected this same hypothesized state law duty.  Conklin 

v. Medtronic, Inc., 431 P.3d 571, 577 (Ariz. 2018) (holding that even if it were to 

“assume that adverse event reports may constitute relevant warnings” pursuant to 

Arizona law, “Arizona law does not permit a manufacturer to satisfy its duty to warn 

end-user consumers by submitting adverse event reports to the FDA”).   

The same result occurred in Hughes v. Boston Scientific Corp., 631 F.3d 762, 

775 (5th Cir. 2011).  The Fifth Circuit purported to find a similar failure to report 
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adverse event theory in Mississippi’s common-law of negligence, and Mississippi 

responded with a statute precluding common-law negligence entirely.  See Knoth v. 

Apollo Endosurgery US, Inc., 425 F. Supp. 3d 678, 694 (S.D. Miss. 2019) (finding 

the MPLA did not include plaintiff’s alleged cause of action and dismissing 

plaintiff’s independent tort claim); Elliott v. El Paso Corp., 181 So. 3d 263, 268-69 

(Miss. 2015) (product liability statute’s “exclusive remedy” precludes “common-law 

negligence”). 

In the same vein, states with reporting statutes of their own do not view them 

as creating a duty of care that gives rise to a private cause of action.  On the contrary, 

“[t]he vast majority of courts … have held that their reporting statutes do not create 

a civil cause of action.”  Becker v. Mayo Foundation, 737 N.W.2d 200, 208 (Minn. 

2007) (child abuse statute).  There is no basis under Erie for this Court to break ranks 

and recognize a cause of action where a state court would not.    

Finally, as pled, Plaintiffs’ “failure to report” claim goes even further than the 

claims unwisely recognized in Stengel and Hughes.  Here, Plaintiffs’ failure to report 

claim does not actually allege a failure to report; rather, the allegations criticize the 

“summary” method by which Allergan made its reports to the FDA.  No state, 

anywhere, has recognized a tort claim premised on the attempted compliance with a 

federal statute, and it would be a fundamental breach of settled Erie limitations for 

this Court to be the first to do so and then apply it to all 50 states and U.S. territories.   

With their failure to report claim, Plaintiffs are asking this Court to create new 

state law nationwide.  That is not permissible in this context or any other.   
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4. The Negligent Misrepresentation Claims Are Not Adequately Pled   

Rule 9 requires a plaintiff to “state with particularity the circumstances 

constituting fraud or mistake.”  Fed. R. Civ. P. 9(b); Frederico v. Home Depot, 507 

F.3d 188, 200-02 (3d Cir. 2007).  Particularity requires sufficient details to put the 

defendant on notice of the “precise misconduct with which [it is] 

charged.”  Frederico, 507 F.3d at 200 (citation omitted).  At a minimum, Rule 

9(b) requires a plaintiff to allege the “essential factual background that would 

accompany the first paragraph of any newspaper story—that is, the ‘who, what, 

when, where and how’ of the events at issue.”  In re Suprema Specialties, Inc. Sec. 

Litig., 438 F.3d 256, 276-77 (3d Cir. 2006) (citation omitted).   

This heightened pleading standard applies to Plaintiffs’ negligent 

misrepresentation claims.  In re Westinghouse Sec. Litig., 90 F.3d 696, 717 (3d Cir. 

1996) (“claims that do sound in fraud must be pled with particularity”); Cty. of Essex 

v. Aetna Inc., 2018 WL 6584920, at *7 (D.N.J. Dec. 13, 2018) (applying Rule 9(b) 

to negligent misrepresentation claim sounding in fraud); Gray v. Bayer Corp., 2009 

WL 1617930, at *2 (D.N.J. June 9, 2009) (applying Rule 9(b) to negligent 

misrepresentation claim); Travelers Indem. Co. v. Cephalon, Inc., 32 F. Supp. 3d 

538, 550-51 (E.D. Pa. 2014), aff’d, 620 F. App’x 82 (3d Cir. 2015) (applying Rule 

9(b) to negligent misrepresentation sounding in fraud).  The PIC, however, contains 

none of the necessary particularized detail.  Instead, it merely alleges:  

 “In the course of marketing the BIOCELL line of products, 
Allergan made untrue representations of material facts and 
omitted material information to Plaintiffs, Plaintiffs’ physicians, 
the FDA, and the public at large” (PIC ¶221) through a pre-
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consultation video posted on a private YouTube account (PIC 
¶97), and implant brochures and product catalogues (PIC ¶¶98-
99, 101); 

 “Allergan’s characterizations of its product, its representations 
regarding safety and superiority, biocompatibility,…and its 
simultaneous omission of important safety risks associated with 
its textured BIOCELL product line, constitute negligent 
misrepresentation.”  (PIC ¶221); and 

 Allergan’s conduct was “active[] and intentional[]” (PIC ¶211), 
and “undertaken with wanton and willful disregard”  (PIC ¶217).   

The PIC also alleges that “Allergan made a concerted effort through its agents, 

employees and medical consultants to pepper the literature with anti-warning 

messages and to mock the serious and significant ALCL risk to which patients were 

exposed.”  (PIC ¶102.)  The only examples of such “literature” Plaintiffs cite are:  

(1) an unattributed statement in an unidentified chapter of an unidentified book 

authored by a nameless “paid Allergan consultant”; and (2) a statement by yet 

another unnamed Allergan spokesperson that “a patient is more likely to be struck 

by lightning than to develop ALCL” made at a date and time unknown to an 

undisclosed audience.  (PIC ¶102.)  Anonymity is the antithesis of specificity.   

As the recital shows, the PIC’s misrepresentation allegations do not come 

close to meeting Rule 9’s requirements.  Those allegations fail to set forth any 

specific facts related to any alleged misrepresentation or omission by any particular 

Allergan defendant, including: (1) the identity of the employee or agent who made 

the alleged misrepresentation or omission; (2) the time when the alleged 

misrepresentation or omission was made; (3) the place where it was made; (4) the 

content, or lack thereof; (5) the method used to communicate; and (6) whether any 
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alleged misrepresentation or omission was made to Plaintiff or one of Plaintiffs’ 

prescribing physicians.  Any of these omissions is fatal, and the PIC suffers from all 

of them.  That is the end of the line.  Plaintiffs’ negligent misrepresentation claim 

must be dismissed.  In re Suprema Specialties, Inc. Sec. Litig., 438 F.3d at 276-77; 

see also In re Westinghouse Sec. Litig., 90 F.3d at 717; Smajlaj v. Campbell Soup 

Co., 728 F. Supp. 2d 84, 104 (D.N.J. 2011).   

While Rule 9 provides sufficient reason to reject Plaintiffs’ negligent 

misrepresentations claims in their entirety, such claims also are subject to dismissal 

in those states that have either subsumed negligent misrepresentation within the 

state’s product liability statute, or otherwise have concluded that it is not recognized 

as a separate cause of action.  See App’x A, at 80-82.  In either case, the claims 

cannot survive for this reason as well.   

5. The Warranty Claims Are Not Adequately Pled 

The PIC’s breach of warranty claims fail for many of the same reasons 

analyzed above.  To start with, many states do not allow implied warranty claims at 

all in prescription medical device litigation.  Several states also require notice as an 

element of warranty claims.  And still others require privity to assert implied 

warranty claims, express warranty claims, or both.  See App’x A, at 83-92.   

For those states that do not allow such claims for these prescription medical 

devices or require allegations of notice or privity—which are unpled in the PIC— 

dismissal is called for.  Plaintiffs from these states cannot pursue warranty claims in 

conflict with these states’ laws or the elements that their states’ laws require.   
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IV. CONCLUSION 

For the foregoing reasons, this Court should grant Allergan’s motion, and 

issue an order dismissing: 

 Claims for Strict Liability Defective Manufacturing (Count I); Negligent 
Manufacturing (Count II); General Negligence (Count III); Strict 
Liability Failure to Warn (Count IV); Negligent Failure to Warn (Count 
VI); Strict Liability Design Defect (Count IX); and Negligent Design 
(Count X) as to all Plaintiffs who do not have an ALCL diagnosis and for 
whom the following jurisdictions provide the controlling law:  Alabama; 
Alaska; Arizona; Arkansas; Colorado; Delaware; District of Columbia; 
Florida; Georgia; Idaho; Illinois; Indiana; Kentucky; Louisiana; Maine; 
Massachusetts; Minnesota; Mississippi; Montana; Nebraska; Nevada; 
New Hampshire; New Jersey; New York; North Carolina; North Dakota; 
Ohio; Oregon; Pennsylvania; Rhode Island; South Carolina; South Dakota; 
Tennessee; Texas; Utah; Vermont; Virginia; Washington; West Virginia; 
Wisconsin; and Wyoming. 

 Prayer for Relief for Medical Monitoring (PIC, p. 127) as to all Plaintiffs 
who do not have an ALCL diagnosis and for whom the following 
jurisdictions provide the controlling law should be precluded from 
pursuing medical monitoring as a remedy:  Alabama; Alaska; Arizona; 
Arkansas; Connecticut; Delaware; District of Columbia; Georgia; Hawaii; 
Illinois; Indiana; Iowa; Kansas; Kentucky; Maine; Michigan; Minnesota; 
Mississippi; Missouri; Nebraska; New Jersey; North Carolina; North 
Dakota; Oklahoma; Oregon; Pennsylvania; Puerto Rico; Rhode Island; 
South Carolina; South Dakota; Tennessee; Texas; Virginia; Washington; 
Wisconsin; and Wyoming.   

 Claims for Strict Liability Defective Manufacturing (Count I) or 
Negligent Manufacturing (Count II) as to all Plaintiffs for whom the 
following jurisdictions provide the controlling law:  Alabama; Arizona; 
Arkansas; California; Colorado; Connecticut; Delaware; District of 
Columbia; Florida; Georgia; Hawaii; Illinois; Indiana; Iowa; Kansas; 
Kentucky; Louisiana; Maine; Maryland; Massachusetts; Michigan; 
Minnesota; Mississippi; Missouri; Montana; Nebraska; Nevada; New 
Hampshire; New Jersey; New Mexico; New York; North Carolina; North 
Dakota; Ohio; Oklahoma; Oregon; Pennsylvania; Puerto Rico; Rhode 
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Island; South Carolina; South Dakota; Tennessee; Texas; Utah; Vermont; 
Virginia; Washington; West Virginia; Wisconsin; and Wyoming. 

 Claims for Negligence Per Se (Count III) as to all Plaintiffs for whom the 
following jurisdictions provide the controlling law:  Alabama; Alaska; 
Arizona; Arkansas; California; Colorado; Connecticut; Delaware; District 
of Columbia; Florida; Georgia; Hawaii; Idaho; Illinois; Indiana; Iowa; 
Kansas; Kentucky; Louisiana; Maine; Maryland; Massachusetts; 
Michigan; Minnesota; Mississippi; Missouri; Montana; Nebraska; 
Nevada; New Hampshire; New Jersey; New Mexico; New York; North 
Carolina; North Dakota; Ohio; Oklahoma; Oregon; Pennsylvania; South 
Carolina; Tennessee; Texas; Utah; Vermont; Virginia; Washington; West 
Virginia; Wisconsin; and Wyoming. 

 Claims for Strict Liability Failure to Warn (Count IV) and Negligent 
Failure to Warn (Count V) Premised on an Alleged Failure to Report 
Adverse Events to the FDA as to all Plaintiffs for whom the following 
jurisdictions provide the controlling law:  Alabama; Alaska; Arizona; 
Arkansas; Colorado; Connecticut; Delaware; District of Columbia; 
Florida; Georgia; Hawaii; Illinois; Indiana; Iowa; Kansas; Louisiana; 
Maine; Maryland; Massachusetts; Michigan; Minnesota; Mississippi; 
Missouri; Montana; Nebraska; Nevada; New Hampshire; New Jersey; 
New Mexico; New York; North Carolina; North Dakota; Ohio; Oklahoma; 
Puerto Rico; Rhode Island; South Carolina; South Dakota; Tennessee; 
Texas; Vermont; Virginia; Washington; West Virginia; Wisconsin; and 
Wyoming. 

 Claims for Negligent Misrepresentation (Count VI) as to all Plaintiffs, 
for failure to satisfy Rule 9’s heightened pleading standard, and for 
additional state law reasons, as to all Plaintiffs for whom the following 
jurisdictions provide the controlling law:  Alabama; Arkansas; Florida; 
Georgia; Indiana;  Louisiana; Minnesota; Mississippi; New Jersey; Ohio; 
Tennessee; Texas; and Virginia. 

 Claims for Breach of the Implied Warranty of Merchantability (Count 
VII) as to all Plaintiffs for whom the following jurisdictions provide the 
controlling law:  Alabama; Arizona; Arkansas; California; Colorado; 
Florida; Georgia; Idaho; Illinois; Indiana; Kentucky; Michigan; 
Minnesota; Mississippi; Missouri; Nevada; New Hampshire; New 
Mexico; New York; Ohio; Oregon; Pennsylvania; Tennessee; Texas; 
Washington; and Wisconsin. 
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 Claims for breach of express warranty (Count VIII) as to all plaintiffs for 
whom the following jurisdictions provide the controlling law:  Arizona; 
Arkansas; California; Colorado; Florida; Georgia; Idaho; Illinois; Indiana; 
Kentucky; Michigan; Minnesota; Missouri; New Hampshire; New 
Mexico; New York; Oregon; Pennsylvania; Tennessee; Texas; and 
Wisconsin. 

 

Dated:  August 7, 2020 Respectfully submitted, 
 
REED SMITH LLP 

 
By:    /s/ Melissa A. Geist   
       Melissa A. Geist 
 
Attorneys for Defendants  
Allergan Inc. and Allergan USA, Inc. 
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