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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

HELEN McLAUGHLIN : CIVIL ACTION
V.
BAYER CORPORATION, et al. :. NO. 147315
RUTHRUBLE =~ :  CINILACTION
V.
BAYER CORPORATION, et al. :. NO. 147316
MELDASTRIMEL ~  :  CINILACTION
V.
BAYER CORPORATION, et al. :. NO. 147317
SUSANSTELZER ~ :  CINILACTION
V.
BAYER CORPORATION, et al. :. NO. 147318
HEATHERWALSH ~ :  CNILACTON
V.
BAYER CORPORATION, et al. :. NO. 15384
MEMORANDUM
Padova, J. March 22, 2016

Five individual Plaintiffs have initiated separate actions against Bayegr.,CBayer
Healthcare LLC, Bayer Essure, Inc., Bayer Healthcare Pharmaceuticals ged B&.
(collectively, “Bayer”). Each action asserts twelve claims for redieéking compesation for
injuries that the Plaintiff suffered in connection with her use of Bayemsfe birth control device

known as “Essure.” The five cases were consolidated for resolutionwighraotions. In each
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of the five cases, Bayer has filed the sa¥totion for Judgment on the Pleadirigsder Federal
Rule of Civil Procedure 12(caskng that we dismiss all of Plaintiffs’ claims either as expressly
preemptedasimpliedy preemptegbecause they fail to state a plausible or cognizable claim under
Federal Rule of Civil Procedure 12(b)(6), or because theyofplead fraud with particularity as
required by Federal Rule of Civil Procedure 9(lVe held oral argument on January 111&0

For the following reasons, we now grant the Motion in part and deny it in parglsomgrant
Plaintiffs the opportunity to filamended complaints

l. BACKGROUND

The First Amended Complaint in tidcLaughlincase (*Compl.”) describes Essure as a
female birth control device that “is intended to cause bilateral occlusion (bloakage)fallopian
tubes by the insertion of miciaserts into the fallopian tubes which then anchor and elicit tissue
growth, theoretically causing the blockade.{Conpl. § 13.) “The micrdnserts are comprised
of two metal coils which are placed in a woman’s fallopian tubes via Defendaspsisdble
delivery system and under hysteroscopic guidance (camerh). 34.) The Complaint alleges
that, instead of working as intendéthe device migrates from the tubes, perforates organs, breaks
into pieces, and/or corrodes.”ld({ 13.)

Each Complaint details specific injuries that the Plairstifffered aftershe hadEssure
implanted. In all five cases, the Essudevice migrated from the Plaintiff's fallopian tubes to the
Plaintiff's uterus, rectum or colon. In four of the five cases, the Plaintidf toahavea
hysterectorg and, in the fifth case, the Plaintiff not only had her fallopian tubes removed, but also
delivered a baby with birth defects. All five Plaintiffdso experiencedarious additional

symptoms, includingevere pelvior abdominapain,bleeding, rashes, hair loss, insomnia, night

! Because all of the Complaints in the five cases are essentially the same, wte will ¢
exclusively to thevicLaughlinComplaint for ease of reference.



sweats, fever, limb numbness, weight gain, vision problem#mafaghting spells.

Essure is a Class Ill medical device that requirednarkeapproval by the Food and Drug
Administration (the “FDA”). (Id. 11 46, 49.) The FDA separates medical devices into three
categories, depending on their level of risk, &ldss Ill devices receive the most federal

oversight. Riegel v. Medtronic, In¢ 552 U.S. 312316-17 (2008). The Medical Device

Amendments of 1976, 21 U.S.C. 8§ 3@Deeg. (the “MDA”), which amended the Food, Drug and
Cosmetic Act (“FDCA"), require new Class lll devices to undergo aaeig®premarket approval
process, which includes review of all known studies and investigations of the deatety and
effectiveness. Riegel 552 U.S. at 33-18. The FDA “grants premarket approval only if it finds
that there is a ‘reasonable assurance’ of the device’s ‘safety and effectiVenkessat 318
(quoting 21 U.S.C. § 360e(d)). Because the FDA weighs “any probable benefit to hemalth f
the use of the device against any probable risk of injury or illness from sathitugnay . . .
approve devices that present great risks if they nonetheless offer grds loehght of available
alternatives.” Id. (quoting 21 U.S.C8 360c(a)(2)(C)).

Following its review, the FDA may either grant approval, deny approv&toodition
approval on adherence to performance standards, restrictions upon sale or distrituti
compliance with other requiremeritsid. at 319 (citing 21 U.S.C. § 36@l), and 21 C.F.R. 88
814.82, 861.1(b)(3)). “Once a device has received premarket approval, the MDA forbids the
manufacturer to make, without FDA permission, changes in design specificationaotannf
processes, labeling, or any othtriaute, that would affect safety or effectivenesdd. (citing 21
U.S.C. 8§ 360e(d)(6)(A)(i)). Indeed, “the FDA requires a device that has received premarket
approval to be made with almost no deviations from the specifications in its approvedtampli

for the reason that the FDA has determined that that approved form previdesonable



assurance of safety and effectivenestd” at 323.

The Complaint alleges thaheé Essure device was first designed and manufactured by
Conceptus, Inc. Gompl.§ 43.) Because it igClass Ill medical device, Essure underwent the
abovedescribed scientific and regulatory review by the FDA to evaluate its safety and
effectiveness. Id. § 49.) On November 4, 2002, Essure received conditional premarket
approval(“PMA”) from the FDA. (d. § 15 11/4/02PMA letter (“PMA Ltr."). ) The PMA
authorized Conceptus to begin commercial distribution of Essure in accordance nath ce
specified conditions, including that (1) the device be restricted to prescriptio)ute fabeling
specify the requirements that apply to the training of practitioners thateusievice, and (3) the
sale, distribution and use not violate 21 U.S.C. 8§ 352(qg) and (r), which, inter alia, prohiséethe
of false or misleading advertisimgd require all advertising or other descriptive matter to include
certain information, such as all relevant warnings, precautions, and sids.ef{€dA Ltr. at 1).

The PMA also required Conceptus to conduct studies and collect data regaedimgnoes and
outcomes, as well as adverse events, and to report its findings to the FDA aniilealét. 1-2.)

In addition, it required Conceptus to conduct a study to document the bilateral placassefdrr
newly trained physicians, to permit an evaluation of training procedures and to upmthtet pr
labeling. (Id. at 2.)

On April 28, 2013, Conceptus merged with Bayer, and Bayer now manufactures, sells,
distributes, markets and promotes Essurigl. 1] 44, 46.) Bayer also trains physicians on how to
use the device and how to implant the device using hysteroscopic equipriterfffl 47, 67.)

Bayer’s trainng program included creation ophysiciantrainingmanuaj creation of a simulator

2 The November 4, 2002 PMA Letter is referenced in tbenflaint and is a matter of
public record and, thus, we can consider it on a Motion for Judgment on the PleaSgewys.
Mayerv. Belichick 605 F.3d 223, 230 (3d Cir. 201@itation omitted).




called EssureSim; the organization of training courses, during which Bayevebgdysicians
until it believed they were competent; and creation of a Procedures Equipumpgties checklist.
(Id. 1 70.) Bayer also represented to Plaintiffs that “[p]hysicians must bedsaff to perform
Essure proceduresindthat Bayeikept training records of physicians who had been “sigif&d-
to perform the procedure(ld. 70, 72)

The Complainturtheralleges, among other things, that Bayer’s training of physicians was
inadequate and that Bayer provided the hysteroscopic equipment to implantinggpisysibd
were not qualified or competent to use the equipmemd. 166) The Complaint further alleges
that Bayer engaged in an unreasonably dangerous distribution plan aimed sckgbhyuang
market share, insofar as it, inter alia, provided unqualified physicians withakpeati
hysteroscopic equipment and required implanting physicians to purchase twokissairaonth,
whether or not they used the kitsld.{[{ 7780.)

According to the Complaint, Bayer made several statements about Essure,ral seve
different contexts, that were false and/or misleading and which constit@edniies. For
example, on its website, Bayer falsely stated that Essure is “Worry freee your doctor
confirms that your tubes are blocked, you never have to worry about unplanned pregmahcy,” a
that only skilled operative hysteroscopists would be traio@shplantEssure. Id. § 103(e), (j)-
Likewise, in its advertisements, Bayer falsely stated, among other tktags[iln order to be
identified as a qualified Essure physiciaa,physician must perforfra minimum of one Essure
procedure . .every 68 weeks.” [d. { 104(b).) Bayer also prepared a brochure Emsurehat
included false statements, including that Essure is “Worry free,” staysesend is made from
“the same trusted, silicone free material used in hearts Ste(its 1 111(a)c).).

The Complaint also alleges that Bayer failed to report all adverse evamsRDA, as the



PMA required. Among other things, the Complaint alleges that Bayer failed to esglbtt
perforations that occurred, instancesrogration, and 16,047 unspecified complaints about the
device. Gee egq. id. 11 58(c)(d), (9), 59(e), 111(a)(vi), (b)(ii).)It alsoalleges thaBayerhad
notice of 168 perforations but only disclosed 22 to the FOAL § 60(b)) The Complaint
further alleges (and purports to document with an exhibit) that, on multiple occasi20%0,
Bayer failed to timely report to the FDA incidents involving perforation, the Es=ail breaking
into pieces, and Essure migrationld. {[f 60(a), 111(a)(v, and Ex. F).)

Each of the five Complaints asserts twelve causes of attiGount | of each Complaint
alleges that Bayer negligently trained Plaintiffs’ implanting physiciafid. 1 125.) Count I
alleges that Bayer negligently entrusted the hysteroscopic equipmefinsiffs’ implanting
physicians. (1d.  141.) Count Il allegesa claim for “PharmacovigahceNegligent
Distribution/Advertising/Overpromotion/Reporting” stemming fronBayer’'s allegedly
“‘unreasonably dangerous distribution, advertising, promotion and reporting pleh.y 151.)
Count IV alleges a claim for negligent risk management, asserting that Ba@ached its duty to
engage in reasonable risk management, insofar as it failed to notify the Fidlkevge reports,
track nan-conforming products, and consider adverse reports in its risk analydisy 162.)
Count V alleges that Bayer breached express warranids. { 179, 184.) Count VI alleges
that Bayer violated Pennsylvania’s Unfair Trade Practices and Consum@eddon Law
(“UTPCPL"), 73 Pa. Stat. Anr§ 201-1et seq., by engaging in deceptive conducfld. § 194.)
Count VII asserts a claim fofraudulent concealment insofar as Bayer failed to disclose to

Plaintiffs and their implanting physicians various complaints about the dentc¢he device’'s

% Initially, the Complaints contained thirteen causes of acbah at Plaintiff's request,
we dismissed Count XlII of each Complaint without prejudice pursuant to FedeeabRalvil
Procedure 41(a)(2) in a January 14, 2016 Order.



non-compliance with FDA standards.(ld.  205.) CountsVIll and IX allege claims of
fraudulentmisrepresentatioand negligent misrepresentatiatith respect to Bayer’'s statements
about Essure.(ld. 11 217, 230.) Count X asserts a strict liability claim, based on an assertion
that Essure was unreasonably dangerous insofar as it did not complieddthl law and the
PMA, and did not contain adequate warnings and safety devices to prevent harm to onsume
(Id. 17 24244.) Count Xl alleges that Bayer negligently manufactured Essure bygfaiin
manufacture the device in conformance with FDA specifications, federabtegs, and PMA
requirements. (Id. 1 268.) Count XlI asserts that Bayer negligently failed to warn Bfaiahd
the implanting physicians as required by federal law and the PMA of the rigks dévice and
manufacturing defects.(Id. 1 277.)
. LEGAL STANDARD S

A. Motions for Judgment on the Pleadings

Under Federal Rule d@ivil Procedurel2(c), “[a]fter the pleadings are closetut early
enough not to delay trizda party may move for judgment on the pleading&éd.R. Civ. P.
12(c). Rule 12(c) motions based d¢ime theory that the plaintiff has failed to state a clanm
reviewed under the sanpdeading standasthat applyto motions to dismiss for failure to state a

claim pursuant té-ederal Rulef Civil Procedurel2(b)(6). Revell v. Port Auth., 598 F.3d 128,

134 (3d Cir. 2010) (citation omitted);Spruill v. Gillis, 372 F.3d 218, 223 n.2 (3d CR004).
When considering a motion to dismiss pursuant to Rule 12(b)(6), we “consider only theichmpla
exhibits attached to the complaint, [and] matters of public record, as well as uedigputhentic

documents if the complainant’s claims are based upon these documbtdager v. Belichick

605 F.3d 223, 230 (3d Cir. 2010) (citiRrgnsion BenefiGuar. Corp. WVhite Consol. Indus., Inc.

998 F.2d 1192, 1196 (3d Cir. 1993)). We take the factual allegations of the complaint as true and



draw all reasonable inferences in favor of peantiff. DelRio-Mocci v. Connolly Props., Inc.

672 F.3d 241, 245 (3d Cir. 2012) (citing Warren Gen. Hosp. v. Amgen, Inc., 643 F.3d 77, 84 (3d

Cir. 2011)). Legal conclusions, however, receive no deference, as the court ibdtmat to

accept as true a legal conclusion couched as a factual allegatdf8d v. Moss, 134 S. Ct.

2056, 2065 n.5 (2014) (quoting Ashcroft v. Igbal, 556 U.S. 662, 678 (2009)).

A plaintiff’s pleading obligation is to set forth “a short and plain statement of the claim,”
Fed. R. Civ. P. 8(a)(2), which gives tlefendant‘fair notice of what the . . . claim is and the

grounds upon which it rests.” _Bell Atl. Corp. v. Twombly, 550 U.S. 544, 555 (2007) (alteration

in original) (quoting_Conley v. Gibson, 355 U.S. 41, 47 (1957)). The complaint must contain

“sufficient factual matter to show that the claim is facially plausible,’ thus enabling ‘the court to
draw the reasonable inference thatde&endants liable for [the] misconduct alleged.”Warren

Gen. Hosp., 643 F.3d at 84 (quoting Fowler v. UPMC Shadyside, 578633210 (3d Cir.

2009)). “The plausibility standard is not akin to a ‘probability requirement,'tlaskis for more
than a sheer possibility thatdefendanthas acted unlawfully.” Igbal, 556 U.S. at 678 (citing
Twombly, 550 U.S. at 556).“A complaint that pleads facts ‘merely consistent with a defendant’s
liability . . . stops short of the line between possibility and plausibility of entitienoerelief.”

Connelly v. Lane Constr. Cor@09 F.3d 780786(3d Cir. 2016) (quotinégbal,556 U.S. at 678).

“The plausibility determinations a contexspecific task that requires the reviewing court to draw
on its judicial experience and common sensdd. 786-87 (quotindgbal, 556 U.S. at 679).In

the end, we will grant a motion to dismiss brought pursuant to Rule 12(b)(6) if the factual
allegations in the complaint are not sufficient “to raise a right to relief abovepbeulative

level.” W. Run Student Hous. Assocs., LLC v. Huntington Nat'l Bank, 712 F.3d 165, 169 (3d

Cir. 2013) (quotingr'wombly, 550 U.S. at 555).



B. Federal Preemption

1. Express Preemption
The MDA expressly preempts certain state law requirements, stating that:
Except as provided in subsection (b) of this section, no State or political
subdivision of a Site may establish or continue in effect with respect to a device

intended for human use any requirement -

(2) which is different from, or in addition to, any requirement applicable under this
chapter to the device, and

(2) which relates to the safety or effectiveness of the device or to any other matter
included in a requirement applicable to the device under this chapter.

21 U.S.C. § 360k(a).

In the controlling case of Riegel v. Medtronic, Inc, the Supreme Court at&duthis

provision as setting forth a twaiep analysis for determining whether a claim is expressly
preempted. 552 U.S. at 322. First, the court must ascertain whether the federal government
has established requirements applicable to the medical device at issu®iegel concluded,
however, that any Class Il device that receives premarket approvah, iwisigecific to individual

devices, satisfies this first prong of the § 360k(a) test. at 322 (“Premarket approval . . .

* Riegelcontrasted its conclusion in this regard with the conclusion of the @pitst

prior MDA express preemption cadéedtronic v. Lohr 518 U.S. 470 (1996). As it explained,
Lohr involved a medical device that hathdergone'substantialequivalence” review unde§
510(k), which is more limited FDA review reserved for produbtst tare substantially equivalent

to devices that were on the market prior to 1976, when the Medical Device Amendments were
adopted. Riegel 552 U.S. at 322 (citingohr, 518 U.S at 4934). Lohrconcluded tha§ 510(k)
approval did not impose “deviegpecific ‘requirements™ but, rather, qualified a device for an
“exemption [from federal safety review].’ld. (citing Lohr, 518 U.S. at 43-94);see alsad. at

323 (stating that “devices that enter the market giinc® 510(k) have ‘never been formally
reviewed under the MDA for safety or efficacy” (quotihghr, 518 U.S. at 493)). Lohr
therefore held that the only federal “requirements” applicable to the device inaetvere
general requirements, i.e., “federal manufacturing and labeling requirempltsialp across the
board to almost all medical devices,” which did not preempt the plaintiff's stateon law tort
claims. 1d.at 322. InRiegel however, the Supreme Court unambiguously stated that prémarke
approval, whichis federal safety review, imposes devggecific “requirements” that satis/




imposes ‘requirements’ under the MDA . . . Sge alsdHughes v. Boston ScCorp, 631 F3d

762, 7@ (5th Cir. 2011) (Riegelestablished that any Class Il device receiving PMA approval
from the FDA will satisfy this first prong of the test . . . Citihg Riegel 553 U.S. at 322)
Second, the court must determine whether the state common law claims relafetytcasd
effectivenessand impose requirements that are “different from, or in addition to” those ichpgse
federal law. Riegel 552 U.S. a321-22(quoting 21 U.S.C8 360k(a)(1)) Where the state
requirements do relate to safety and effectiveness and are “wliiffeven, or in addition to” the
requirements imposed by federal law, any claims for violation of those retgtiirements are
expressly preemptet. Id. at 323, 330 (quoting and citing 21 U.S.C. § 360k(a)). The Third

Circuit has indicated, albeit in a pReegelopinion, that “a court should carefully examine the

360k(a)(1). Id. at 322-23.

® Plaintiffs repeatedly argue that, if there is devicespecific federal requirement
regarding the precise subject maérPlaintiffs’ claim, there is n@xpress preemption of that
particular claim, relying largely on (Lphr, 518 U.S. 470; (2) a mischaracterizatiofRgggel and
(3) a brief that the Solicitor General filed in connection with a certiorari petitiekirsg revew of
Stengel v. Medtronidnc., 704 F.3d 1224 (9th Cir. 2018n banc)which they attach as Ex. A to
their response brief, and which argues that state law claims that implicateceropgive
devicespecific federal requirement are not preempted.

Howewer, as explained aboyeee supranote 4,Lohr concerned a device that was
exempted from federal safety review pursuar@%a0(k) and, thus, the FDA approval process had
imposed no devicepecific requirement regarding any subject mattRiegeland the cases that
have followed it have made clear that once ther@nisdevicespecific requirement (as there
always is for Class lll devices receiving PMA), trahstate law claims are preempted if they
differ from or add to any federal requiremeafsplicable to the deviceSeeg e.qg, Caplinger v.
Medtronic, Inc, 784 F.3d 1335, 1340 (10th Cir. 2015) (stating that once a “device [has] endured
the premarket approval process, . . . the MDA will preempt all [state law] clailass federal
requiremets impose duties that are at least as broad as those [plaintiff] seeks tateitioozigh
state law.”) Moreover, while the Solicitor General has advocated for aediffapproachsge
Ex. A to Pls.” Resp. Br. at-83), he also explicitly acknowledges that the courts of appeals, in
everycase afteRiegelthat hasinvolved a device subject to premarket approval, have “tacitly
dispensed” with the first step of the Section 360k(a) preemption analysis and haveledicht
“Section 360k(a) preemp#dl stae requirements with respect to the device that are not parallel to
some federal requirement.”ld( at 1516.) We therefore reject Plaintiffs’ argument that a state
claim can only be preempted if there devicespecificfederal regirementon theprecisesubject
matter of the state law claim

10



state common law claim in order to determine whether that claim woplose a substantive
requirement that conflicts with, or adds a greater burden to, a specific fesdpriaément.” Horn

v. Thoratec Corp., 376 F.3d 163, 174 (3d Cir. 2004) (citing Mitchell v. Collagen Corp., 126 F.3d

902, 91112 (7th Cir. 1997); Kemp v. Medtronic, 231 F.3d 216, 230 (6th Cir. 2@@a)yartin v.

Medtronig 254 F.3d 573, 5883 (5th Cir. 2001)). The express preemption provision “dogs not
however,] prevent §tate from providing a damages remedy for claims premised on a violation of
FDA regulations; the state duties in such a case ‘patratiather than add tofederal
requirements.” Riegel 552 U.S. at 330 (quotirigphr, 518 U.Sat495, and citing_ohr, 518 U.S.
at 513)
2. Implied Preemption

The Supreme Court has held that, in addition to providing for express preemption, the

FDCA and MDA impliedly preempt state law claims that amount to “#@udheFDA claims.”

Buckman Cov. Plaintiffs’ Legal Comm.531 U.S. 341, 348 (2001). Buckman the Court

noted that 8 337(a) of the MDA provides that “all . . . proceedings for the enforcement, or to
restrain violatios, of [the MDA] shall be by and ithe name of the United Statesd: at 349 n.4
(quoting 21 U.S.C. 8§ 337(a)), and specifically empowers the FDA to investigate, pochidatar

fraud againsit. 1d. at349 (citing 21 U.S.C. 8332 (providing for injunctive relief), 333(f)(1)(A)
(providing for civil penalties), 333] (providing for criminal prosecutions)334(a)@)(D)
(allowing seizure of the device), and 372 (authorizing the FDA to conduestigationy)
(additional citations omitted) The Court essentially reasoned that state lawdfrclaims that
“exist solely by virtue othe FDCA disclosurgequirements id. at 353 necessarily “conflict with

the FDA's responsibility to police such violations consistently with the Adinatisn’s judgment

and objectives.” Id. at 350. It therefore concluded that where claims dissdely from the

11



violation of FDCA requirements,” they are impliedly preemptdd. at 35253. At the same
time, the Court made clear that a claim that “rel[ies] on traditional state tort law whiphedated
the federal enactments in question[ ]” is not preemptied.at 353. The United States Court of
Appeals for the Eighth Circuit has observed that, together,

“Riegel and Buckmancreate a narrow gap through which a plaintiff's skate

clam must fit if it is to escape express or implied preemption. The plaintiff must be

suing for conduct thatiolates the FDCA (or else his claim is expressly preempted

by 8§ 360k(a)), but the plaintiff must not be subregause the conduct violates the

FDCA (such a claim would be impliedly preempted uriBeckmar).”

In re Medtronic, Inc., Sprint Fidelis Leads Psodab. Litig., 623 F.3d 1200, 1204 (8th Cir. 2010)

(quoting_Riley v. Cordis Corp625 F. Supp. 2d 769, 777 (D. Minn. 2009)).

1. DISCUSSION

Bayer’s Motion for Judgment on the Pleadings asks that we dismiss all twelves @bunt
eachComplaintpursuant to Rule 12(c), either based on express preemption, implied preemption,
failure to state a plausible claim under the Rule 12(b)(6) pleading standard$yrerttaplead
fraud with particularity as required by Rule 9(b). Plaintiffs contend that naihes# arguments

support the dismissal of any of their claifnsThey furtherequesthat, if we dismiss any of their

® Plaintiffs preliminarily argue that the PMA for Essure, on which Bayereemption
argumentsare dependent, is no longer valid because Bayer failed to comply with certain
conditions of that approval. In support of this assertion, they rely on the languagePNA,
which states that “[f]ailure to comply with conditions of approval invalidatesaftpsoval ordet
as well as numerous allegatianghe Complainthat Bayer, in fact, failed to comply withnaus
conditions of approval. Qompl. 1117-23; PMA Ltr. at 3.) However, at the same time, Plaintiffs
specifically concede that the FDA has not recalled Essure’s PMA, do not alletfeetR&IA has
declared the PMA invalid, and insist that they are is&tr@ usto invalidate the PMA. (PIs.’
SurReply Br. at 3, 56.) Thus, their argument rests on a premise that RMA is
selfinvalidating However, we reject this premise. Indeed, Plaintiffs have citezbntyolling
authority holding thad PMA order automatically invalidates itself whaost-approval conditions
are not met. Moreover, the Code of Federal Regulations clearly vests awthdrdiscretion in
the FDA to withdraw premarket approval from a device if there is a violatioarafitions, as the
regulations specifically empower the FDA to “issue an order withdrawingrealpof a PMA if,
from any information available to the agency, FDA determines that . . . (2) Atgpposval

12



claims, we alsomntthem leave to amentheir Complains to cure any deficiencies that we have
identified We address each Count of the Complaint in turn, although not entirely in sequential
order!

A. Count | —Negligent Training

In Count I,the Complaint alleges th&ayer is liable on a claim for negligent training
insofar as it(1) “failled] to abide by the FDA training guidelines with Plaintiff's implanting
physician,” e.g., providing “training [that was] different from that of the $tign Training
Manual;” (2) “fail[ed] to supervise the procedurd3) “fail[ed to train Plaintiff's physician on
how to use the hysteroscopic equipment;” and (4) “fail[ed] to advise implantingigimgsof the
adverse events and noonforming product.” (Compl. § 1%.) The Complainfurther alleges
that “[tlhis breach caused Plaintiffs damages” insofar as the Essure degcatadi from
Plaintiff's fallopian tubes and caused various complicatiorg. 7(126.)

Bayer argues that Plaintiffs’ negligent training olashould be dismissed &xpressly
preempted because Plaingifeek to impose training requirements different from those in the
federal requirements It further argues thatptthe extent that Plaintiffs’ claim purports to seek
enforcement of federal trang requirements, it is impliedly preempted unBeckmanbecause

there is no state law duty to engage in the training that Plaiotiffiendshould have been done.

requirement imposed by the PMA approval order . . . has not been met.” 21 C.F.R. § 814.46(a).
In this case, the Complaint does not allege that the FDA has issued an order withdpgoxavgl

of the Essure PMA or that the FDA has otherwise declared Essure’s PMA invalbrdingly,

we reject Plaintiff’ argument that the PMA is invalidnd, thus, cannot provide federal
requirements giving rise to preemption.

’ Specifically, we address Count lIl, the pharmacovigilance claim, abti@usion of the
Memorandum, because it is a composite of several other claims, and we address Cint VI
UTPCPL claim, immediately following the misrepresentation claims (Gowuit and IX),
because it is a statutory cause of action for the same alleged misrepresentatidnsh the
misrepresentation claims are based.

13



Finally, it argues that th€ountfails to state a plausible claimetause, inter aliat does not
include any specific allegation as to h&haintiffs’ damages are tikto the alleged violation of
state law.
1. Preemption

Upon consideration of Bayer’'s preemptiarguments, we conclude that, least to the
extent that the claim alleges that Bayer failed to abide by-&p#oved training violationshe
negligenttraining claim does not seek to impose training requirements different from those in the
federal requirementand, thus, is not exessly preemptedn that basis but, rather, asserts a
permissible parallel claim.SeeRiegel 552 U.S. aB30(stating thaexpress preemption provision
“does notprevent &tate from providing a damages remedy for claims premised on a violation of
FDA regulations; the state duties in such a case ‘pgraiter than add tdederal requiremenits
(citation omitted)). Moreover, we rejecBayer’'sargument thathe negligent training claim is
impliedly preempted becausleere is no state law on which base a negligent training claim
Instead, we conclude th&ennsylvania law recognizes thah certain contextspne who
undertakes to render servidesanothemay be subject to liabilityo a third party for failure to
exercise due care nenderinghoseserviceswhenthe services weneecessary for the protection

of that third party SeeSeebold v. Prison Health Sy#nc., 57 A3d 1232,1244-45(Pa. 2012)

(citing Restatement (Second) of Torts § 324A (198%ee alsdMlyers v. Garfield & Johnson

® The Restatement provides that:
One who undertakes, gratuitously or for consideration, to render servaresher
which he should recognize as necessary for the protection of a third person or his
things, is subject to liability to the third person for physical harm resultomg fiis
failure to exercise reasonable care to protect his undertaking, if
(a) hisfailure to exercise reasonable care increases the risk of such harm, or
(b) he has undertaken to perform a duty owed by the other to the third
person, or
(c) the harm is suffered because of reliance of the other or the third person
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Enters, Inc,, 679 F. Supp. 2d 598, 616 (E.D. Pa. 2Qtfiations omitted). Accordingly, we deny

Bayer’s request that we dismiss Plaintiffegligent training claims on preemption grounds.
2. Plausibility
Bayer argues in the alternative that we d$thalismiss tle negligent traininglaim for
failure to state a claim upon which reliednbe granted. In order to state a negligence claim
under Pennsylvania law, a plaintiff must allege (1) a duty owed to the plaintifiebyefendant;
(2) a breach dthat duty; (3) a causal connection between the breach and the resulting injury; and

(4) actual loss or damage<City of Philadelphia v. Beretta U.S.A. Corp., 277 F.3d 415, 422 n.9

(3d Cir. 2002) (citing Martin v. Evans, 711 A.2d 458, 461 (Pa. )9@&8venport v. Medtronic,

Inc., 302 F.Supp.2d 419, 439 (E.DPa.2004) €iting Morena v. S. Hills Health Sys162 A.2d

680, 684 n.5 (Pa. 1983)).

Readng the Complaintin the light most favorable to Plaintiffs, alleges that Bayer, by
training Plaintiffs’ physicians, assumed a duty to do semegligently; that Bayer breached that
duty by failing to follow the FDAmposed training guidelines; and that Plaintiffs’ injuries, all of
which are alleged to have arisen frora thigration of the Essure device from Plaintiffs’ fallopian
tubes, were caused by Bayer’s training deficiencies. However, the @atngbes not allege

how Bayer's training departed from the FEspproved guideline$,much less any facts that give

upon the undertaking.
Restatement (Second) of Torts § 324A (1965).

° At oral argument, Plaintiffs pointed to the Complaint’s allegations that Bayed faile
disclose adverse events involving Essure to the implanting physicians and faiead dottors in
hysteroscopy aftegproviding the doctors with hysteroscopic equipment, and they suggested that
these alleged failures were violations of Fpgguired training guidelines. S€eN.T. 1/11/16 at
17-18.) However, the Complaint does not allege that either disclosure of a@dwversts or
training in the basics of hysteroscopy are part of the faiadvdated training. We further note
that, to the extent that Plaintiffs argue that Pennsylvania law imposesigmendent duty on
Bayer to train physicianm hysteroscopwhen providig them with hysteroscopic equipment,
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rise toa recognizable theory as to hawydeparture from thraining guidelinesnayhave caused
eachPlaintiffs Essure device to migrate from her fallopian tubPintiffs assertedat oral
argument that they were unable to plead their negligent tragténg with greater specificity
because¢hey do not know what the federal requirementswith respect to training. SeeN.T.
1/11/16 at 21, 334, 36) However, at the same time, t®mplaintalleges that the training
provided was differerftom that set forth in the “Physician Training ManuéCompl. § 125)and
Plaintiffs admitted at argument that they had a copy of that ma{idl. 1/11/16 at36).
Accordingly,PlaintiffsS assertion that they did not have Hi®lity to pleadwith greater secificity
thatthe training provided to Plaintiffs’ doctors departed fromttlainingstandards is unfounded.
We conclude that th€omplaint’s baldallegations oboth negligence andausatiordo nothing
more than posit a “sheer possibility that [Bayer] has acted unlawfullytiowftsetting forth a

plausible claim of negligentaining. Igbal, 556 U.S. at 67&ee alsConnelly, 809 F.3d at 786.

Accordingly, we conclude thaCountl failsto state a claim upon which reliednbe grantecind
dismiss Cant | on that basis.

B. Count Il —Negligent Entrustment

In Count II,the Complaintalleges that Bayer is liable because iiegligently entrusted

specialized hysteroscopic equipment to physicians who were not qualified or enttpeise that

equipment. (Compl. 11 B34 see alsad. 1173, 77) The Complaint alleges thBayer had a
duty not to provide sophisticated equipment to unqualified physjdizaisitknewthat Plaintiffs’

implanting physicians were not qualified to use the hystapic equipmenthat it nevertheless

thereby allowing a state law negligence claim based on the breach of such a duaye vieihd
no state law that appears to impose such a duty. In addition, unlike Plaintiffsyeg descern
such a training requirement in the FDA’'s mandated warning label for Esshieh simply
cautions that Essure is only to be used by knowledgeable hysterocdpetienerallinfran.10
and accompanying text.
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provided the equipment to the physiciamsd that Plaintiffs were injured as a resulttio#
negligent entrustment insofar as the Essure device migrated from Plaiatléipidn tubes (1d.
19 10-45.)

Bayer argies among other thingshatthis Count should be dismissed becaRkentiffs’
negligent entrustmemaimis preempted undeRiegel Specifically,Bayer argues that, in light
of the Essure PMA, Plaintiffs’ claim against it for negligent entrustmeritysferoscopes is
expressly preempted becataintiffs seek to impose requirements that‘atéferent from or in
addition td federal requirements concerning Essure’s safety. In that regard,i@dge that the
PMA expressly sets forth certain training requirements and protocolshf@icians who use
Essure and does not require Bayer (or any other hysteroscope pravideanything more than
what the PMA requires. Hrguesthat the FDA expressly approved Instructions for Use that
contained(1) a warningthat Essure is to b&ised only by physicians who are knowledgeable
hysteroscopists . . and have successfully completed the Essure training progamell as(2)
instructions regarding the use of a hysteroscope to implant ESsuBayer therefore contends
that Plaintiffs cannot proceed on any negligent entrustment claim that imposes@ment that
Bayernot entrist hysteroscopy equipment to unqualifi@dysicians it reasons thatpursuant to
the PMA processthe FDA has determined that the safeguards that it has put in place for the
implantation of Essure are sufficient and, under express preemption prindiplesate cannot
impose safety requirements thatuld be “different from, or in addition to” the requirements that

the FDA imposed.

19 Although there are no explicit allegations in the Complaint regarding thedtistrs
for Use, Plaintiffs concede in their responsive brief that the Instngtifor Use were
FDA-approved and also concede that the Instructions contain the quoted languageRe¢pBIs.’
Br. at 99.) The Instructions for Use are also a matter of public recoravandble on the FDA
website. $eehttp://www.hcp.essure-us.com/assets/pdf/Link%20Essure%20IF{apt¥isited
March 9, 2016).)
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In response tthisargumentPlaintiffs maintairthat their claim is outside the scopeaofy

suchfederalpreemption because it concerns the safety of the hysteroscopic equipment, not the

safety of Essureand the PMA concerned only Essure, not hysteroscdpés.this regard, ey

argue that thalleged entrustmeritas ‘absolutelynothing to do with Essurard the product b

Essure, emphasizing thahathysteroscopic equipment is “very specialized” dadgerous its

own right such thatif you usd] it wrong, you can actually kill somebody.{N.T. 1/11/16at 37)
However, we cannot reconcile this characterization of the eléiimthe allegations of the

Complaint, becausthe Complaint plainly alleges that Bayer was negligent in entrusting the

hysteroscop® Essureimplanting physicianghatBayer'smotivation was to increase saleglo#

Essuredevice,and most importantly, that the damatet flowed from this alleged negligent

entrustment was that PlaintiffEssure devicenigrated following implantation, not that Plaintiffs

were injured by the hysteraspe itself. (Compl. 11 133, 135, 1442.) As suchwe cannot read

1 plaintiffs also argue that their claim for negligent entrustment of the hysteiscno
expressly preempted undeiegeland8 360k(a), because the claim is based on a general common
law duty not to entrust a dangerous instrumentality to someone who is unable to fiebg hisd
claims based on such laws of general applicability, ixes that are not only applicable to medical
devices, are not preempted. They rely on 21 C§8R8.1(d)(1), which provides th§t360k(a):

does not preempt State or local requirements of general applicability wiere th

purpose of the requirement relates either to other products in addition to devices

(e.g., requirements such a general electrical codes, and the Uniform Commercial

Code (warranty of fitness)), or to unfair trade practices in which the requirement

are not limited to devices.

21 C.F.R. § 804(d)(1).

However Riegelconsidered the effect of 21 C.F£308.1(d)(1) and refused to give it the
effect that Plaintiffs seek to give it here, observing, inter alia, thabtfjimjgin the statutory text
suggests that the pempted state requirememtust applyonly to the relevant device, or only to
medical devices and not to all products and all actions in general,” and that theaedatid{ed]
nothing to [the preemption] analysis but confusion.” 552 U.S. at232@inderlining added).
Moreove, Plaintiffs have cited to no authority that has given 21 C.§.88.1(d)(1) the very
broad effect they seek to give it. Accordingly, we reject Plaintiffs’ asgurthat§ 808.1(d)(1)
dictates that claims based on general state requirements that are not specificabdeedes are
not preempted and, more specifically, reject their claim that their negliggosenent claim is
not preempted on this basis.
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the Complaint to assert a claim concerning hysteroscopes that is divorcech&aafety of
Essure Ratherwe can only conclude that the claim, as ptegks to imposesdate requirement
relating to the safety of Essufee., a requirement that suppliers not provide hysteroscopic
equipment to Esswienplanting physicians who are not competent hysteroscopists), wghich
addition to theFDA’s own safetyrequirements and, therefore, is expressly preempted under
Riegel Moreoverthenegligent entrustment claim is nosed on state law that imposes duties
that “parallel’ rather than add to, federal requirementsRiegel 552 U.S. at 330a{lowing that
a statelaw claim premised on duties thadrallel rather than add federal requirements not
expressly preempd (citation omitted). We thus dismis€ount Il for failure to state a claim
upon which relief can be granted becauseekjzessly preempted and we deny Plaintiffs leave
to amend this claim because waclude that its express preemption renders it fitile.

C. Count IV — Negligent Risk Management

Count IV of the Complaintdleges that Bayer is liable for breaching a “duty to have in
place a reasonable risk management procedure” that ensuradriltanforming produc could

be tracked appropriately, and that adverse reports were considered in itglysisd’ (Compl.

12 Bayer alsargues, inter alia, that Countf#ils to state a claim upon which relief can be
grantedbecause Pennsylvanmeould not recognize a claim of negligent entrustment under the
factualcircumstances allegedHowever, we need not reach this argument as weRlaintiffs’
negligent entrustment claim to be expressly preempted.

13 «A court granting a motion for judgment on the pleadings should freely grant leave to
amend pursuant to Rule 15(a)(2) of the Federal Rules of Civil Procedure, unksdiray the
complaint would be futilé. Bloomfield v. Wissinoming Volunteer Trust Aid Corps, IICiv. A.

No. 1541013, 2015 WL 4077048, at *6 (E.D. Pa. July 6, 2qtBation omitted)see alsdhillips
v. Cty. of Allecheny, 515 F.3d 224, 245 (3d Cir. 2008]l]f a complaint is subject to Rule
12(b)(6) dismissal, a district court must permit a curative amendment, unless arokradment
would be inequitable or futile.” (citing Alston v. Parker, 363 F.3d 229, 235 (3d Cir. 2004)).

4 The Complaint also alleges thBayer breached a duty to have a risk management
procedure that ensured that adverse reports were made to the FDA. HowargfisRlo not
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1 162.) Bayer argues that this claishould be dismissed &xpressly preemptepursuant to

Riegel because all risk management is plainly and comprehensively regulated DAtivesBfar

as the PMA specifically requires the reporting of events involving safetefficacy and any state

law concerning risk management would add to those federal rewrite. Bayerfurther argues

that Count IV fails tostate a claim upon which relief can be granted because Ptaduiffiot

identify any state b that creates a tort for negligent risk management and there is, in fact, no

parallel state lawhat provides for liability for violations of the FDA risk management protocols
Pennsylvania laywhowever,permits plaintiffs considerable latitude in labeling their

negligence claimsand we conclude that it would recognize a claim for negligent risk

management.As the Pennsylvania Supreme Court has made clear, plaintiffs are the “master[s] of

[their] own claim[s].” Lance v. Wyeth 85 A.3d 434, 80 (Pa. 2014). Moreover, the

Pennsylvania Supreme Court has quoted with apparent approval an amicus brief wisidiastate

“A manufacturer’'s negligent conduct can occur at any stage of the marketing
process: in the initial design of the [producih _the failure to investigate
information about the risks the [product] poses, and in its decision to continue to
sell the[product] despite those unreasonable risks. The defendant’s unreasonable
behavior at any point in this processould be sufficient to give rise to negligence
liability when that conduct results in injury.”

Id. at458 (emphaseadded) (quoting Bifor Amici Am. & Pa. Ass’ns for Justice at.3)As such,
we reject Bayer's argument thBennsylvania would not recognize a claim for negligent risk
management.

Moreover, while Bayer maintains that any such claim is expressly ptegrbpcause

Plaintiffs se& to impose different or additional standafdsn those imposed by the FDAs we

explain how this alleged failure to report gives rise to a negligent risk manaigelaien, and
instead simply refer us to their argument regarding failure to reporhivection with their failure
to warn claim in Count XlI of the Complaint. Accordingly, we do not separately coriaillze
to report in connection with Plaintiffs’ negligent risk management clai@dunt IV, but rather
address the failure to report, as Plaintiffs do, only in connection with Count XII.
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readthe Complaint, Plaintiffsonly seek to hold Bayer to federal risk management standards as
articulated in the Code of Federal Regulations, the PMA, and federal statutesrdiAgly, at
this time, we cannot conclude that Plaintiffs are seeking to pursue anyther than a
permissibé parallel claim.

Nevertheless, the scope of the parallel claim that Plaintiffs seek to pursue ahehtlents
of that claim are insufficiently pleahd we therefore dismiss this claim on that basis. As an initial
matter, we observe that it is impossilib discern from the Complaint precisely what federal
standards are allegedly violated by each alleged violafioisk management standaydecause
Count IV simply includes a laundry list of ovewenty-five federal“requirements, and then
alleges over twenty alleged breaches of Bayer’s risk management, duthesut giving any
indication as to whdederal requirementas violated byachallegedbreach. $eeCompl. |1
162(a){z), 163(a)(w).) Moreover certain of the alleged breaches do not appedrave any
identifiable relation to “risk management,” such as allegations that Bayer issuedhful
warranties failed to use prsterile and possterile cages during manufacturirgnd requied
physicians to purchase two Essure kits a montd. 7(163(e)(j), (v).)

Most importantly however, Plaintiffs have failed to allege any identifiabkusal
connection between treleged risk managemebteachesandPlaintiffs’ resulting injures See

Beretta U.S.A. Corp., 277 F.3d at 423 (requinp@ntiff to allege “some direct relation between

the injury asserted and the injurious conduct allegedation and internafjuotation marks
omitted)). For examplethe Complainappeasto allege that Bayer violatextate and federaisk
managementtandardsn 2003 by failing to follow manufacturing procedures to control products
that did not conform to specifications, and by failing to identify existing and paiteatises of

non-conforming product. (Compl. 1163t), (u).) The Complaint then bdld alleges that all
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identified risk management breaches caused Plaintiffs’ damages insdfee Bssure device
migrated from Plaintiff's fallopian tubes(ld. 1 170.) Given the lack of allegations that in any
way link Bayer’s failure to follow procedures in 2003 with the migratiommf of Plaintiffs’
Essure devices between 2008 and 2013, we can only conclude that Plaintiffs’ clalmaseate
entirely on speculation. Indeed, we are unable to discern any plaasibleorspeculative
causal connectiondtweenany ofBayer’s alleged risk management failings and the migration of
Plaintiffs’ Essure devices.See Twombly, 550 U.S. at 678 (requiring complaint to set forth
“sufficient factual matter, accepted as true, to state a claim to relief that ibf@ausiits face”
(quotation omitted)). Accordingly, we conclude that theegligent risk managementaim, as
currently pled,doesnot set fortha plausible claim for reliefand we dismis€ount IV on that
basis.
D. Count V — Breach of Express Warranty
Count V of the Complainalleges that Bayer is liable ftareaclng expresswvarrantes
Specifically, the Complaint alleges thBayer breachedumerousexpress warrantiesvith
Plaintiffs, including:
e warranties on its website that erroneously statedy @lia,that Physicians “must be
signedoff to perform Essure procedures,” that Essure is “Worry free,” and sisar&
is “more effective than tying your tubes”;
* warranties in its advertisements that erroneously stagdphysicians would not be
“qualified” as Essure physicians unless they performed the Essuezlpres at least

once every @ weeks;

* a marketing \arrany that Essure allows fofvisual confirmation ofeach insert's
properplacement when it does not;

» warranties irbrochures thagrroneously state, inter alia, Essure\i¢ctry free,” stays

secure and remains visible outside a user’s tubes, so that a doctor canit®pfoper
placement, antg made from the same silicdree materials used in heart stents;
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* warranties in the Essure booklet tlzgtsure is painless, and does not irritate thengter
lining.

(SeeCompl 11 103115)* The Complaint alleges that all of these warranties “wpeeifically

negotiatecandexpressly communicated Plaintiff[s] in sich a manner that [they] understood and

accepted them’id. 1 182 émphaseadded)), and that Plaintiffs relied on the warranties prior to
implantation [d. § 102). Finally, the Complaint alleges thes a result of Plaintiffs’ reliance on
the warrantiesghey suffered damages, i.e., the device migrated and Plaintiffs sufferedtst oéri
complications and other injuries.ld( 183) Bayer argesthat ths claim should be dismissed
asexpressly preempted because Plaintiffs seek to impose requirements ttidfesgat from
federal requirements. It also argues that the clails to state glausibleclaim for relief under
therequisitepleading standards.
1. ExpressPreemption
Pursuant tdRiegels express preemption analysis, we must consideth&h Plaintiffs

breach of warranty claim relies on state requirestrat are “different from, or in addition to”

15 Prior to oral argument on the pending Motions, the Complaint alleged that there were
forty separate warranties and misrepresentations on whiahtiféarelied in deciding to have
Essure implanted. We asked Plaintiffs’ counsel at oral argument wheéthesiactually
Plaintiffs’ intention to allege that each of the five Plaintiffs reada@r sach and every one of the
forty warranties and that eadi the five Plaintiffs relied on each and every one of the forty
warranties in deciding to have Essure implanted. (N.T. 1/11/16-H3.)2 At the time, counsel
reiterated that this was, in fact, Plaintiffs’ positionld. (at 13.) However, following ait
argument, Plaintiffs withdrew their allegations concerning seventeen abrtiyenfarranties and
misrepresentations and clarified that seven of the remaining ttleety warranties and
misrepresentations pertained only to Plaintiff McLaughligegPost-Argument Jt. Submission
Concerning Pls.” Warranty Claimet 23.) Accordingly, Plaintiffs are now alleging that Bayer
breached sixteen warranties with respect to Plaintiffs Ruble, Strimel, SteideWalsh (Compl.

11 103(c), (e)9), (i)-(k), 104(b),110, 111(a)c), (g) 113, 115(a)b)), and breached those same
warranties and seven others with regard to Plaintiff McLaughlid. d 103(aXb), 104(a),
(c)-(d), 107, 111(f).) We note that the warranties on which only Plaintiff McLaughlasing
herclaim are various warranties regarding the risk of pregnancy, includibgite and advertising
warranties that there were zero pregnancies in clinical trialgremy by “Defendants’ CEO”
thatEssure freessersof their constant worry about unplanned pregnancy, and a warranty in the
Essure booklet that pregnancy “cannot occurd. {1 103(a)b), 104(a), 107, 111(f).)
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federal requirements Riege| 552 U.S. at 33Qquoting 21 U.S.C8 360k(a)(1)). Plaintiffs argue

that their claim is nogxpresslypreempted because it is not basedtaterequirementbut, rather,

is grounded on voluntary contractual promisexde by Bayer.
Plaintiffs are correct thdfe]xpress warranties, as distinguished from implied warranties,

do not independently arise by operation of state laBéntzley v. Medtronic, In¢827 F. Supp.

2d 443, 54 (E.D. Pa. 2011). Pennsylvania law provides that an express warrantyciicafhe

negotiated,Goodman v. PPG Indus., 849 A.2d 1239, 1243 (Pa. Super. Ct. 2004), andtéd crea

by a seller through ‘[a]ny affirmation of fact or promise made by élersto the buyer which

relates to the goods and becomes part of the basis of the bargain.” Starks v. COtwpla€iv.

A. No. 133872, 2014 WL 617130, at *6 (E.D. Pa. Feb. 18, 2014) (quoting 13 Pa. Cons. Stat. §
2313) Thus, “the parties, not the state, ‘define[] the substantive obligations of thaat@rtd
hence any express warranties.Bentzley 827 F. Supp. 2d at5455 (alteration in original)

(quotingMichael v. Shiey, Inc., 46 F.3d 1316, 1325 (3d Cir. 1995brogated on other grounds

by Lohr, 510 U.S. 470 Consequentlya “claim for breach of express warranty does not involve a

state ‘requirement’ and is not preempted by MDAd.; see alsaHofts v. Howmedic#@steonics

Corp, 597 F. Supp. 2d 830, 839 (S.D. Ind. 2009) (“Because express warranties ‘arise from the
representations of the parties and are made on the basis of the bargain betweem ‘Stata,’
judgment based on the breach of an express representstione of the parties does not
necessarily interfere with the operation of the PMA’ and therefore may noteeenpied.”

(quotingMitchell v. Collagen Corp., 126 F.3d 902, 915 (7th Cir. 1997)n accordance with this

analysis, we aacludethat Plaintifs’ breach of warranty claim is not expressly preempted because
as pleadedit does not arise from state “requireng’hbut rather arises froralleged contrast

between the parties.
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2. Plausibility

Bayer argues in the alternative that the breachasfamty claimshould be dismisseor
failure to state gplausibleclaim becauseéhe Complaint does not include allegations as to “the
source of the statements, when the statesngate made, in what manner the statements were
made, theDefendants’ allegedntended recipient, when Plaintiffs became aware of the
statements,” or “how the alleged warranties ended up as the basis for an allegegeaaifiaths
bargain between the parties(Bayer's Reply Br. at 446.)

As stated above in Section Il.Aupra, fa] claim has facial plausibility when the plaintiff
pleads factual content that allows a court to draw the reasonable infdrahtieetdefendant is
liable for the misconduct alleged.Igbal, 556 U.S. at 67&citation omitted) “[A] plaintiff
cannotmake a conclusory recitation of the elements of a cause of action and assumesthat it i

sufficient to establish the existence of an express warrarfBgposito v. {Flow Corp., Civ. A.

No. 103883, 2011 WL 5041374t*6 (E.D. Pa. Oct. 24, 2011Fifation and internauotation
marksomitted). Rather, a plaintiff must allege that defendant made “an actual affmroffarct
or a promise, [which] formed the basis of the bargain between the [defendant] and thi&plainti

Jeter v. Brown & Williamson Tobacco Corp., 113 F. App’x 465, 468 (3d Cir. 2004) (citifrg13

Cons. Statg§ 2313 andGoodman 849 A.2dat 1243) see alsdsposito 2011 WL 5041374, at *6

(citations omitted) Moreover, where a breach of warranty claim is based on advertisements, the
plaintiff can only establish reliance if Heactually saw or heard and believed the allegedly false

advertisements. Jeter 114 F. App’xat 469 QuotingWeinberg v. Sun Co., Inc., 777 A.2d 442,

446 (Pa. 2001)xee alsd?arkinsorv. Guidant Corp.315F. Supp. 2d7/41,752 (W.D. Pa. 2004)

(stating that, in order to meet the basis of the bargain requirement, a phaudiffprov[e] that she

read, heard, saw or knew of the advertisement containing the affirmation of facinusesr
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(quoting Cipollone v. Liggett Group, Inc., 893 F.2d 541, 567 (3d €#90)),rev'd on other

grounds, 505 U.S. 503 (1992).

Here,the Complainpleads the substance of tilkeged warrantieexplicitly quotingmost
of them (SeeCompl. 11 103-1% It also allegeshte mode of communication for each warranty
(e.g, advertisement, website, brochurggeid.), andsuggestghat Plaintiffsencountered the
warrantieseither on the internet, in their physicians’ offg;eon Bayer’'s website, or through
Bayer’'s advertising(seeid. 1 1®). However, the Complaint fails to allege any of the
circumstances under whiagkach Plaintiff read or saweach particular warranty, or how that
warranty came to be a basisaafchPlaintiff's bargain with Bayer Instead, it includes only the
wholly conclusory allegatia that warranties were“specifically negotiated and expressly
communicated to Plaintiff[s] in such a manner that Plaintiff[s] understood aeghtad theni
andthat the affirmations of fact or promises in the warranties “created ia bashe bargain”
between Plaintiffs and Bayer.ld( 11 181-82.)

The following examples illustrate the Complaint’s insufficiencies. WhideComplaint
alleges that certain warranties appeared in advertiseraadtanarketing, it does not allege
whether the advertisements appeared in magazines, newspapers or other pgpbcagiosters,
on the internet, or on the televisionld.({[{ 104, 110.) In additiomsofar as it alleges thather
warranties ame from Bayer’'s brochuregd(  111),it does not allegéhe titles of, or any other
identifying information for, the alleged brochures. The Complaint al¢® tfa allegehow or
when each Plaintiff encountered each warrdetyondallegingthe general time frame gbrior to
implantation” which coversa period of many years(ld.  1®.) The Complaint alsadoes not
allegesufficient facts concerning theources omanywarranties so as taesupporta reasonable

inference thagll of thewarranties were actually directed to, and intendedpatients such as
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Plaintiffs. Indeed, one of the alleged warranties on Bayer’'s website states that émtmroe
trained in Essure you must be a skilled operative hysteroscopist. Youndgilthe procedure
easier to learn if you are already proficienoperative hysteroscopy . . itd({ 103(j)), which, on
its face, does not appear to be directed to patients such as Plaitifégldition,at least one
warranty, on its face, does not appear to baftaimation of fact or promisthat could give ge to
an express warranty(ld. § 104(d) (“I don’t want to worry about an unexpected pregnancy.”).)
In short, the Complaint fails to allege facts that give rise to a reasonabéncéd¢hat each
alleged warranty waan affirmation of fact or promise that formad“basis of the bargain”

between Bayer and each PlaintifSeeStarks v. Coloplast Corp., Civ. A. No.-B872, 2014 WL

617130, at *7 (E.D. Pa. 2014) (dismissing breach of warranty claim pursuant to Rule 12(b)(6), in
part because it did not allege “any details regarding . . . how the warranty washattié&gcame
the basis of the bargain, or that it was directed to [plaifjtiffindeed, there are nmeaningful
allegations concerning the circumstanaeslerwhich the alleged warranties weispecifically
negotiatetl with Bayer,and ‘expressly communicated” achPlaintiff (id. I 179),such thatve
can reasonably infer th#te warrantiesbecame a matter of contrdmtween eacPlaintiff and
Bayer SeeBentzley, 827 F. Supp. 2d at 4%b (“[T]he parties . . . define[] the substantive
obligations of the contract and hence any express warrarftjestation omitted)). We therefore
conclude that the bald allegation that the warranties “created a bases wdrgfain” is nothing
more than a “conclusory recitation” of an element of the cause of action, whidufficient to
plead the existenaa an express warrantyEsposito 2011 WL 5041374, at *6.

Under these circumstances, we conclude thaCtiraplaintdoes not contaiffsufficient
factual matter to show that the [breacheapresswarranty] claim is facially plausible,” thus

enabling [us] to draw the reasonable inference thatdb&endanis liable for [the] misconduct
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alleged.” Warren GenHosp, 643 F.3d at 84 (quotingowler, 578 F.3cat 210). We therefore

conclude that Count V fails to allege a plausible breach of express warrantyasidiwedismiss
it on that basis.

E. Count VIl —Fraudulent Concealment

Count VIl of the Complainalleges that Bayer is liable for fraudulent concealment because
it actively concealeddverse events involving Esspas well agnanufacturing irregularities and
complaints about the produyétom both Plaintiffs and their physicians to induce Plaintiffs to have
Essure implanted Specifically, the Complaint alleges that Bayer had a dutynase certain
disclosures pursuant federal law and the EssuPMA and that it intentionally breachedotie
duties. (Compl. 91 205-07) Bayer argus, inter alia, thaCount VIl should be dismisseas
impliedly preempted und&uckman Specifically, Bayer argues that tihaudulent concealment
claim isactually a preemptetfiraudon-theFDA” claim, becaus@®ayer’s alleged duty to discles
is a feder&aduty to disclose information to the FDA.

As discussed in Section 1I.B.2upra the Supreme Court held iBuckman that
“fraud-on-theFDA” claims, which “exist solely by virtue of FDCAisclosureequirements,” are
solely within the authority of thEDA to punish and deter. 531 U.S. at 3380,353. Thus,
where a plaintiff sue$because the conduct violates the FDCAt is impliedly preempted under

Buckman Sprint Rdelis, 623 F.3dat 1204(emphasis in originaljquotation omitted)

In orderto state a cognizable claim for fraudulent concealment under Pennsylvanga la

plaintiff's claim must rest on a duty to discloses “there can be no liability for fraudulent

concealment absent some duty to speédkCity of Rome v. Glanton, 958 F. Supp. 1026, 1038

16 A fraudulent concealment claim under Pennsylvania law has the same underlying
elements as a fraudulent or intentional misrepresentation gdaemfra n. 19and accompanying
text, but “in the case of intentional natisclosure, a party intentionally conceals a material fact
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(E.D. Pa. 1997) (citing Duquesne Light Co. v. Westinghouse Elap, 66 F.3d 604, 612 (3d

Cir. 1995) Gibbs v. Ernst, 647 A.2d 882, 889 n.2a(1994); andn re Estate of Evasevkb84

A.2d 910, 913 (Pa. 1990)see alsoRestatement (Sead) of Torts 8 551(2) (providing that
omissions can give rise to valid claims of fraud only when the defendant had a dutiosedise
omitted information). “Moreover, [under Pennsylvania law], a duty to disclose does not typically
arise unless theiis a confidential or fiduciary relationship between the parties.” Prdticay.

iSatori Techs., Inc., Civ A. No. 11105, 2012 WL 1071223, at *&.D. Pa. Mar. 30, 2012)

(citation omitted).

The Complaintin this case alleges only thi@deral law andhe PMAimposed a duty to

speak by requiring Bayer to disclose certain information to the FIBee, eg., Compl.J 205(a),

(b), (), (d), (e), (M), (k), (I), (v), and (Wreferencing federal law mandating disclosures to the
FDA).) It does not alleg¢hat Pennsylvania law imposedyaduty on Bayer to disclose the
allegedly undisclosed information, much less a duty to disclose such infornmtiRiaintiffs
and/or their physicians. As sudPaintiffs’ fraudulent concealment claim, as plegist “solely

by virtue of FDCA requirements.”Buckman 531 U.S. at 353.

Plaintiffs argue thattheir fraudulent oncealment claimsi not subject toimplied
preemptionfor the same reasons that their negligent failure to warn claim is not subjechto s
preemptia, seeinfra, Section lll.J.therebysuggesting that their fraudulent concealment claim is
partially grounded on a state law duty to warn. However, as noted above, the Corgahint i
alleges only violations of federal duties to disclose. Moreovethdoextent that Plaintiffs
intended to ground their fraudulent concealment claim on a state law duty to warmahelsghe

federallyimposed disclosure duties, it would fail to state a claim upon which relief Guaited

rather than making an affirmative misrepresentatiorBbortz v. Noon, 729 A.2d 555, 560 (Pa.
1999) (quoting Gibbs v. Ernst, 647 A.2d 882, 889 (Pa. 1994)).
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because “negligence is tBele theory upon which a plaintiff may recover against a prescription

drug [or medical device] manufacturer for a failure to wariline v. Pfizer Inc. Civ. A. No.

08-32382009 WL 32477, at *4E.D. Pa. Jan. 6, 20p@&iting Hahn v. Richter673 A.2d 888, 891

(Pa. 1996))see als&Runner v. C.R. Bard 08 F. Supp. 3d 261, 268 (E.D. Pa. 2015)Kester v.

Zimmer Holdings, InG.Civ. A. No. 16-523, 2010 WL4103553 at*4 (W.D. Pa. Oct. 18, 2010)

(citing Kline v. Pfizer, Inc., Civ. A. No. 08238,2009 WL 32477, at *6 (E.D. Pa. Jan. 6, 2009));

and_Parkinson315 F. Supp. 2d at 748 (stating that “the manufacturés negligenci is the
only recognized basis of liability for failure to warrin connection with a medical device (quoting
Hahn 673 A.2d at 891additional citations omitted)).

Accordingly, we conclude thaCount VII is grounded exclusively on federal duties to
disclose and existsolely by virtue of FDCA requirements Buckman 531 U.S. at 353. We
therefore dismiss the fraudulent concealment claim as impliedly preemptiedBuckman®’
Moreover, becausthe claim is impliedly preempted and Plaintiffs have identified no state law
dutyto disclosehat could give rise to a aha for fraudulent concealment under Pennsylvania law,
we deny Plaintiffs leave to amend this claim as we conclude that amendment whuildbe

F. Counts VIIl and IX — Fraudulent and Negligent Misrepresentation

Count VIII of the Complainessers thd Bayer is liable for fraudulent misrepresentation

based on thenisrepresentatiancontainedn the warrantiesthat are the subject of thepress

17 plaintiffs also argte that Buckmanpreemption does not apply to claims that concern
non-disclosurethat occuafterPMA approval They rely orKnipe v. Smithkline Beecham, 583
F. Supp. 2d 553 (B. Pa. 2008) which held that the state law failst@warn claims of the
plaintiffs in that case, which were premised on certain-gpgtoval omissions, were not
impliedly preempted pursuant ®uckmanbecause they did “not exist by virtue of FDCA
disclosure requirements, but rather [were] premised entirely on state tort gheolde at 59798.
However, as explained above, Plaintiffs’ fraudulent concealment clamsésitentirely on alleged
violations of federal disclosure requirements. Accordinghipeis readily distinguishable from
the instant case and in no way alters our analysis here.
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warranty daim in Count V. Meanwhile, Count IXsgers that Bayer is liable for negligent
misrepresentatiobased on thse same misrepresentation8s we discussed in Section Ill.0he
alleged misrepresentatioappeared omayer's website, in advertisemsnin brochuresand in
the Essure booklet. They concern matters such as (1) whether Essunéesspand/or “worry
free,” (2) the qualifications of physicians implanting Essusewhether it is possible to secure
visual confirmation of Essure’s proper placement, dp&gsure’s composition (e,gvhether it is
made from silicorfree materials used in heart stentgbeeCompl. 1 1034, 107, 11a111,
113, 115)

Bayer argues that Plaintiffs’ misrepresentation clasmsuld be dismissed as expressly
preempted because Plaintiffs seek differeradditional warnings regarding the safety of Essure
from those required by the FDR It argues, in the alternativénatwe should dismiss the claims
for failure to satisfy the pleading standardfine 12(b)(6) orRule9(b).

1. Express Preemption

As noted above, pursuant fRiegels express preemption analysis, we must consider
whether Plaintiffs’ misrepresentation claims seek to impose state requirahegrdass’ different
from, or in addition t8 federal requirements applicable to EssuiRiegel 552 U.S. at 30
(quoting21 U.S.C.8 360k(a)(1)) WherePlaintiffs’ claims seek to enforce state requirements

thatparallelfederal requirementsiowever, there is no express preemptidd.

18 Bayer also argues the Plaintiffs’ misrepresentation claims are impliedly preempted
underBuckmanbecause they almsed on alleged intentional misrepresentations to the FDA and,
thus, areessentiallyfraudonthe FDA claims. However, Bayer relies on paragraphs of the
Complaint that concern reports to the FDA, which are neither included in the resaefation
countsnor referenced in them. As noted above, the misrepresentation claims are based on the
non-withdrawn “Facts and Warranties” set forth in paragraphs 103-115 of the Complaint, none of
which appear to involve statements made to the FDA. Accordingly, we concludgaie’s
arguments in this regard misconstrue Plaintiffs’ claims.
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Plaintiffs misrepresentation claims are based on PennsylvanithlE#vimposes liability
for “‘a misrepresentation of a material fact. made . . . with an intent to induce another to act on
it ... [,Jwhich results in injury to a party acting in justifiable reliance on the misreptason’”’

Bilt—Rite Contractors, Inc. v. The Architectural Studio, 866 A.2d 270, 277 (Pa. 2005) (quoting

Bortz v. Noon, 729 A.2d 555, 561 (Pa. 189%hd Gibbs 647 A.2d at 889 (citations omitted).
Moreover, Pennsylvania law recognizes a cause of action based edi@lmmanufacturer’s
misrepresentations that, in effect, overpromote the manufacturer’s produoudiiig otherwise

adequate warnings.”Baldino v. Castagna, M.D., 478 A.2d 807, 810 (Pa. 1984) (diticmllingo

v. Ewing, 282 A.2d 206 (Pa. 1971)olfe v. McNeilPPC, Inc, 773 F. Supp. 2d 561, 571

(E.D. Pa. 2011) (stating that “[a] plaintiff can bring a claim that the mannehich a drug is
promoted negated otherwisdequate warnings” (citingaldino, 478 A.2d at 810))

In this casepne of the conditions imposed by the PMA is that the sale and distribution of
Essure may not violate 21 U.S.C. 8§ 352(q), which prohibits the use of false or misleading
advertising. $eePMA Ltr. at 1) Moreover,federal regulatios prohibit a device fronbeing
labeled, advertisedr distributed in a manner inconsistent with any condition of approval in the
PMA. See21C.F.R. 814.80 (prohibiting a device from being labesatijertisedor distributed
in a manner inconsistent with any condition of approval in the PMAderthese circumstances,
we conclude tha®laintiffs can potentially allege cognizable and parallel misrepresentatiorscla
at least insofar athey allege that Bayer made false or misleading statementsajpproved

advertising or othepromotional materials that weliaconsistentwith specific statements in

19 To state a cognizable claim for negligent misrepresentation, the plaintiff muskesdo p
that the misrepresenter ought to have known of the statement’s falsity-Rite Corractors 866
A.2d at277 (itations omitted). To state a cognizable claim for fraudulent misrepresanthgo
plaintiff must also plead that the speaker had knowledgjeea$tatement’s falsity avas reckless
as to whethethe statemenwastrue or fdse Gibbs 647 A.2dat 889 (itations omitted).
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approved FDA materials and that undermined the approved and required statemieose in t
materials. See Riegel 552 U.S. at 330 (stating that state law claims that parallel federal
requirements are not expressly preemptefjchclaims would not appear to impose standards
that are “different from or in addition t6 PMA requirements but, rather, would appear ¢o b
consistent with PMA requirementdd. (quoting 21 U.S.C8 360k(a)(1)) We therefore deny
Bayer’s Motion insofar as it argues that we should dismiss the misreptaseciEmson express
preemption grounds because all misreprtien clains are necessarily expressly preempted.
However we reacmo conclusion as to whetheaims based on certain misrepresentatinaybe
expressly preemptesghould the alleged misrepresentationgprove to be consistent with
FDA-approved statements.

2. Plausibility and Rule 9(b)

Bayer argues that the misrepresentation clam@ountsVIll and 1X should be dismissed

20 Bayer argued in its briefing that many of the representations on which Faieliéd
were identical to representations in F@pproved material, but it did not specify which
representatiom appearedn FDA-approved materials or precisely where they appeared. We
therefore asked Bayer during oral argument on January 11, 2016 to submit a chaecthaalky
identifies the FDAapproved material in which these alleged misrepresentation appearecs and th
page on which the alleged misrepresentation appeared. Thereafter, theppep@esd a joint
submission in which Bayer provided the information requested for each allegegnesentation
and Plaintiffs provided a “response.'SgeEx. B to PostArgument Jt. Submission Concerning
Pls.” Warranty Claims (“Ex. B. to Jt. Submission”).) While we had antiaipakat this
submission would simplify matters (and, indeed, it apparently prompted Patatiffithdraw
certain aspects of their warranty and misrepresentation clsgesypra n. 15), it also appears to
have opened the door to considerable additional argument. Accordingly, we will s@ttipar
additional submissions at this stage of the proceedings.

L In spite of reaching no conclusias tothe express preemption tfis claim, we note
that, at least with respect to the alleged misrepresentations in the Essure ooikipt. (1
115(a){b)), Plaintiffs appear to concede that the misrepresentations appear,nveripat
FDA-approved materials, and thus only give rise to a potential breach of express waaianty
(SeeEx. B to Jt. Submission at 21.) Indeed, if, in fact, the alleged misrepresesatappear
verbatim in FDAapproved materials, it seems apparent that any misrepresentatiobasaidon
those statements would be expressly preempted under the legal frameworthsdidve.
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because they fail to state claims upon which relief may be grautediant to the pleading
standards ifrederaRules of Civil Procedure 12(b)(6) and 9(b).

Bayer contends that we should analyze both the fraudulent and negligent misrepoesentati
claims pursuant to the heightened pleading standard for fraud claimsam@)l As noted
above, in order to state a claim upon which relief may be granted pursuant tb2fh)i®), a
complaint must contain “sufficient factual matter to show that the claim is facialigipla,’ thus
enabling ‘the court to draw the reasonable inference that the defendantlesfdinljthe]

misconduct alleged Warren Gen. Hosp., 643 F.3d at 84 (quothayler, 578 F.3dat 210).

Rule 9(b) imposes a more strict pleading standard by requiring that the pldstate with
particularity the circumstances constituting fraud or mistak&éd.R. Civ. P. 9(b) (emphasis
added). In order to satisfy Rule 9(b), @mplaint“must state the circumstances of the alleged
fraud with sufficient particularity to place the defendant on notice of theigaeonduct with

which [it is] charged.” Frederico v. Home Depot, 507 F.3d 188, 200 (3d2Z0i0.7) (alteration in

original) (quoting Lum v. Bank of Am., 361 F.3d 217, 223 (3d Cir.2004)),abrogated on other

grounds byfwombly, 550 U.S. 544 A plaintiff can meet this requirement “by pleading the ‘date,

place or timebof the fraud, or through ‘alternative means of injecting precision and sonseireea

of substantiation into [his] allegations of fraud.Lum, 361 F.3d at 224 (quotingeville Indus.

Mach. Corp. v. Southmost Mach. Corp., 742 F.2d 786, 791 (3d Cir. 1984)).
“There is currently a disagreement among district courts in the Third Cregarding

whether Rule 9(b) applies to clasmbased on negligent misrepresentation.”  Schmidt v. Ford

Motor Co., 972 F. Supp. 2d 712, 720 n.3 (E.D. Pa. 2013) (compgdangverins. Co. v. Ryan

619 F. Supp. 2d 127, 142 (E.D. Pa. 200u)h Brandow Chrysler Jeep Co. v. DataScan Techs.

511 F. Supp. 2d 529, 537 (E.D. Pa. 2007)). Some courts have held that the “particularity
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requirement of Rule 9(b) applies to claimfisnegligen misrepresentatioh. Hanover Ins. Cg.

619 F. Supp2d at 142. Other courts have stated that “Rule 9(b) does not govern claims of

negligent misrepresentation.Brandow Chrysler, 511 F. Suppd at 537. Still “[o]ther courts,

although declining to apply Rule 9(b), have held that a plaintiff must nonetipé&essnegligent

misrepresentation with a degree of specifitityScott v. Bimbo Bakeries, USA, Inc., Civ. A. No.

10-31542012 WL 645905, at *5 (E.D. Pa. Feb. 29, 2012) (citations and internal quotation marks
omitted). Given this lack of consensus, we will not apply the pleading standards @(BRuie

the negligent misrepresentation claim but, instead, only hold Plaintiffs’ negligen
misrepresentation claim to the pleadings standard of Rule 12(b)(6) as we hawétdomgligent

misrepresentation clainis the past. See, e.gHCB Contractors v. Rouse & Assocs., Civ. A. No.

91-5350,1992 WL 176142, at *6 (E.D. Pa. July 13, 1992) (stating that, “because a claim of
negligent misrepresentation igstihct from a claim of fraud under Pennsylvania law, Rule 9(b)
does not apply to the former according to its terms”).

Here, Plaintiffs allegations with respect to the alleged negligent and fraudulent
misrepresentation clainege virtually identical. Indeed, the only distinction between Plaintiffs
negligent misrepresentation claim and fraudulent misrepresentation claim isett@artiplaint
alleges in the fraudulent misrepresentation claim that the misrepresentagom “fraudulently
utter[ed]” andor material, and that Bayer “intentionally made the statements so that Plaintiff[s]
would be induced to have Essure implanted.” (Compl. Y42B1)7 With respect to the fraud
claim, he Complaint makes no effort to “inject[] precision” by either pleadiegdite, place or
time of the alleged fraud dny using any alternative means to substantiate the allegatioms,

361 F.3d at 224. As discussed above in connection with the breach of express warrargge&laim,

supra Section 1l.D.2.,the Complaint allges the mode of communication for each alleged
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misrepresentationput fails to include any allegations as to (1) the date on whkath
misrepresentation was madg) the precise source of certaahthemisrepresentationsy (3)the
circumstances undearhich eachPlaintiff encounteredachmisrepresentation prior to having
Essure implanted.Moreover,the Count onlybaldly alleges that Plaintiffs “justifiably relied on

the misrepresentations” and “would have never had Essure impladtfitiéng been avare of the
falsity of the representatioris (Compl. 221) We thereforeconclude that the Complaint fails

to “inject precisiorand some measure of substantiation into [the] allegations of fraud,” and thus
fails to “state the circumstances of the allefadid with sufficient particularity” as required by
Rule 9(b). Lum, 361 F.3d at 224 (quotation omitted); Fed. R. Civ. P. 9(b). Consequently, we
dismissCount VIII for failure to satisfy the requirementsRuiile 9(b).#?

The pleading requirements of Rul&2(b)(6) which we apply to the negligent
misrepresentation claim in Count IXreless strict thathose inRule9(b) andrequireonly that the
complaint contain “sufficient factual matter to show that the claim is facially plausiiéarren
Gen. Hosp., 643 F.3d at 84 (gatmbn omitted) As noted aboveto state anegligent
misrepresentatioglaim upon which relietanbe granteda mmplant must allegea material
misrepresentationmiade under circumstances in which fefendantjought to have know its

falsity,” that the defendant intendeditaluceplaintiff to act orthe misrepresentatipandtha the

22 \We also note that in each Complaint, the misrepresentation claims allege that the
Plaintiff did not discover the misrepresentations until Septembet@9.. Gee, e.g.Compl. |
229.) However, all five Plaintiffs are alleged to have suffered considerable amfl pai
complications due to the migration of Essure no later than January 30, 25é4, e(g.id. 89
(alleging that Plaintiff McLaughlin halder fallopian tubes removed on October 31, 2013, at which
time only one Essure coil was located).) Thus, at least insofar asstiegrasentation claims are
grounded on Bayer’s alleged misrepresentations that Essure is “painless”’angffee,” and
“stays secure,” it is difficult to comprehend how Plaintiffs would not have beepdlerthe fact
of the alleged misrepresentations well prior to September 29, 2014. While we do not rest our
dismissal of the fraudulent misrepresentation claim on our inability to underkiaraspect of
Plaintiffs’ pleading, this aspect of the pleading is nevertheless illivstiaf the Complaint’s lack
of precision, which has made it difficult for us to comprehend some of Plgictéims.
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plaintiff “act[ed] in justifiable reliance on the misrepresentatiorBilt-Rite Contractors866

A.2d at 277 (quotation omitted) Here, the Complaint alleges the substance of the alleged
misrepresentations, which primarily appeared on Bayer's website and umeBsochures
(Compl. 11 103L15);thatBayer “intentionally made the statements so that Plaintiff[s] would be
induced to have Eseelimplanted”(id. § 220); andthat Plaintiffs “justifiably relied” on those
misrepresentatianprior to implantation, and never would have had Essure implantéthag
been aware that the representations were f@s®f(23031). Weconclude that thesallegations
are suficient to state alausible negligent misrepresentation clainder the circumstances of this
case. We thereforedeny Bayer's Motion insofar as it seeks dismissal of Plaintiffs’ negligent
misrepresentation claimm Count IXfor failure to sefforth a plausible claim for relief under the
governing standard in Rule 12(b){@).

G. Count VI —UTPCPL Claim

Count VI of the Complainassertghat Bayer is liable under théTPCPL for unfair and
deceptive practices based on the same allegedly false and misleading warrantieghon w
Plaintiffsbase their breach of warranty and misrepresentation claims, as well as ois Bayee
to disclose adverse events, and Bayer's marketing and selling of amdistbrand adulterated
product. (Corpl. § 194.) Bayer argues, inter alithatthis claim should be dismissedrsuant
to Pennsylvania’s learned intermediary doctrine, because the doctrine preaamtifsPfrom
establishing thehain ofcausation angustifiablereliance required under the UTPCPL.

“The UTPCPL grants a private right of action to conswharmed by deceptive business

23 Although we do not dismiss the negligent misrepresentation claim based on either
express preemption or failure to state a claim, we encourage Plamtiffegider amending Count
IX if they file amended complaints to omit any allegations concerning pnesentations thabéy
have decided not to pursugesupra nl5, as well as allegations concerning misrepresentations
that they may decide they will only pursue as warranty clasesupra n.21.
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practices.” Baynes v. George E. Mason Funeral Home, Inc., Civ. A. Nel53 2011 WL

2181469, at *4 (W.D. Pa. June 2, 201&xing 73 Pa. Stat. Ann. § 2®l2(a)) To state a
plausible claim under the UTPCPL, a complaint must allege that: “(1) [pfhintifchased or
leased goodsr servicesprimarily for a personal, family, or household purpose; (2) [plaintiff]
suffered an asc&inable loss of money or property; and (3) the loss occurred as a result of the use
or employment by a person of a method, act, or practice declared unlawful By B@PL.">*

Id. (citing 73 Pa. Stat. Ann. § 2@8.2(a)). The complaint must also allege that the plaintiffs

justifiably relied on thalefendant’s fraudulent ateceptive conduct.SeeHunt v. U.S. Tobacco

Co,, 538 F.3d 217, 2122 (3d Cir. 2008) (stating that plaingfpursuing clairs under the
UTPCPL must prove justifiable reliance).

Under Pennsylvania law, a medical device manufacturer has a duty to warn implanting
physicians about the dangers of a medical device, but has no duty to warn patestkg. dir

Incollingo v. Ewing, 282 A.2d 206,2D) (Pa. 1971)abrogatd on other groundby Kaczkowski v.

Bolubasz 421 A.2d 1027 (Pa. 19803ee alsdPa. SuggstedStandardJury Instuction (Civ.)
23.10. This duty to warn only the prescribing physician renders the prescribing jamythe

“learned intermediary,and “it is . . . the dutyof the prescribing physiciat®o communicate any

risks or other information about [a prescription medical device] to the patieht.fe Avandia

Marketing, Sales Practices & Prods. Liab. Ljtido. 0#FMD-1871, 2013 WL 3486907, at *2 (E.D.

Pa.July 10,2013)(emphasis addedyuotingZafarana v. Pfizer, Inc724 F. Supp2d 545, 558

(E.D. Pa. 2010)).

Becausea medcal device manufacturer “do[espt have a duty to disclose information

4 In this case, Plaintiffs allege that Bayer's unlawdohduct under the UTPCPL was
“fraudulent or deceptive conduct which creates a likelihood of confusion or of misundergtandi
73 Pa. Stat. Ann § 202{4)(xxi). (SeeN.T. 1/11/16 at 63.)
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directly to[the] consumdt” under Pennsylvania lata consumer does tbave a cause of action

under the UTPCPL against the manufacturer [of a medical dévidede v. Zimmerinc. 871 F.

Supp. 2d 405, 41(E.D. Pa. 2012) This is because the UTPCPLetjuires proof of justifiable
reliance and causation, and such requirements cannot be present when the dsfarfiatical
device manufacturethatdid not sell its product directly to the patient’have auty to warn the

patient directly. Kee, 871 F. Supp. 2at411(citing Kester v. Zimmer Holdings, IncCiv. A. No.

10-523, 2010 WL 2696467, at *14VN.D. Pa. June 16, 2010) As one court has further
explainedthe “learned intermediary [i.e., the doctor] breaks the chain in terms of relsmoe,
the patient cannot obtain [a] prescription [device] without the physician no mdttgrfthe

patient]believds] about[the device]. Heindel v. Pfizer, Inc., 381 F. Supp. 2d 364, 384 (D.N.J.

2004) (applying Pennsylvania law). Thus, it is only the “prescribing physician who [can]
provide[] the grounds for justifiable relianceider the UTPCPL.Avandia 2013 WL 3486907,
at *2 (quotingZafarana 724 F. Supp. 2d at 557).

Plaintiffs maketwo arguments as to why we should not apply the learned intearged

doctrine to bar theiuTPCPLclaim. First, they argue thdtancev. Wyeth, 85 A.3d 434 (Pa.

2014, overruled the longstanding application of the learned intermediary doctrinedizah
device cases Plaintiffs rely on theancecourts obserationthat“some of the underpinnings

the principle have come into questiam light of changed practices in the prescription drug
industry[, including] the emergence of dir¢ctconsumer advertising.”ld. at 457. However,
the Lancecourtalsospecifically statedhatit did not “consider the wisdom of modifications or
exceptions to the doctrine” because that case involved a situation in which no warniddeoul
sufficient and, thus, the learned intermediary doctrine simply did not applyat 45758

(citation omitted) Accordingly,we conclude thdtancein no way altered existing Pennsylvania
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law as to the application of the learned intermediary doctnnél PCPL cases

Second Plaintiffs arguethat we should not applyné¢ learned interntary doctrine here
becausdhey have alleged th&ayer withheld information from the physicians and, thhey
havefunctionally allegedthe physicians were not actually “learned(See, e.g.Compl. T 125
However, whether or not the physicians were appropriately “learngof's not affect our
conclusion that Plaintiffs cannot prevail on their UTPCPL claim against Ba@aube, as

patients, they were regjed torely on the advice and counsel of their doctofsvzanda, 2013WL

3486907, at *2 (stating that it is the doctor’s distycommunicat@ny risks to the patient (citing
Zafarana,724 F. Supp. 2d at 558))Where, as here, Plaintiffs allege only that they relied on
information that they received from Bayer ditg¢seeid. I 194),Pennsylvania law dictates that
theyhave not statka cognizabl&J TPCPL claim. Zafarana724 F. Supp. 2dt558(“[A] patient

in Pennsylvania cannot justifiably rely on the prescription drug manufatjussre als@\vandia

2013 WL 3486907, at *2 (rejecting plaintiff's argument that a prescription drug manetastur
alleged provision of deceptive information to plaintiff's prescribing physician stdae¢he
learned intermediary doctrine because the physician was not “learned”)

For the foregoing reasons, wWismissthe UTPCPL claim in Count VI for failure to state a
claim upon which relief can be grantedMoreover, because the learned nmtediary doctrine
precludes a plaintiff from establishing the justifiable reliagleenent of a UTPCPL claim against
a medical device manufactuyeve deny Plaintiffs leave to amend Countaglwe conclude that
amendment would be futile.

H. Count X — Strict Liability

Count X of the Complaintalleges that Byer is liable on astrict liability claim.

Pennsylvania lawrecognize the following types of strict liability claims: “design defect,
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manufacturing defect and failure to wérnPhillips v. A-Best Prods. Co., 665 A.2d 1167, 1170

(Pa. 1995])citation omitted) Count Xasserts bt a strict liabilitymanufacturing defect claim
and a strict liabilityfailure to warn claim, which essentially allege that Essure is a defective and
unreasonably dangerous proddae tomanufacturing defects and inadequate warnfig¢See
Compl. 1 242. Bayer arguesnter alia, that Count Xhould be dismissdaecausd fails to state
a claim upon which relief can be granted under ssettled Pennsylvania law, which does not
recognize strict liability claim involving medical devices.

ThePennsyhania Supreme Court has adopted section 402A of the Restatement (Second)
of Torts, which imposes strict liability for products sold “in ‘a defective dosliunreasonably
dangerous to the user or consumerPhillips, 665 A.2d at 1170 (quoting 8 402#nd citing

Webb v. Zern, 220 A.2d 85354 (Pa.1966). However, Comment k limits liability for

“Unavoidably Unsafe Products,” such as prescription drugs, stating:
There are some products which, in the present state of human knowledge, are quite
incapable ofbeing made safe for their intended and ordinary use. These are
especially common in the field of drugs . Such a product, prodgrprepared, and
accompanied by proper directions and warginig not defective, nor is it
unreasonablgangerous.

Restatement (Second) of Torts, A0cmt k. The Pennsylvania Supreme Court has adopted

Comment k and has explicitly relied upon it to exclude prescription drugs from strict

liability-failure to warn claims. Hahn v. Richter, 673 A.2d 888, 884 (Pa. 1996) (stating that

“negligencé¢] is the only recognized basi liability” for failure to warn claims involving

prescription druggciting Mazure v. Merck & Co., Inc., 964 F.2d 1348, 1353 (3d Cir. 1992)

The Pennsylvania Superior Court subsequently thald{w]ith our Supreme Court’s adoption of

25 Count X of theComplaint initially asserted a strict liabiligesign defect claim as well,
but Plaintiffs asked to withdraw that aspect of their claim without prejudicewandsued an
Order dismissing that aspect of Count X without prejudice on January 14, 2016.
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comment k, a design defect claim for strict liability is not cognizable under yeamis: law when

it is asserted against a manufacturer of prescription drubaricev. Wyeth, 4 A.3dL60, 165 (Pa.

Super. Ct. 2010), rev'd in part on other grounds, 85 A.3d 434 (Pa. 2014).

While Hahn and Lance both concerned prescription drugs, not medical devices, the
Pennsylvania Superior Court andmerougudges in tle Eastern District of Pennsylvarhiave
predicted that théennsylvania Supreme Court would extend Comment k to exclude medical

devices from strict liability as well.See, e.q.Creazzo v. Medtronic, Inc., 903 A.2d 24, 31 (Pa.

Super. Ct. 2006)stating thatthere is “no reason why the same rationalle] applicable

prescription drugs may not be applied to medical devices”); Wilson v. Synthe®td84, LLC,

116 F. Supp. 3d 463, 46Z.D. Pa. 2015); Runner v. C.R. Bat@8 F. Supp. 3d 261, 265 (E.D.

Pa. 2015); Soufflas v. Zimmer, Inc., 474 F. Supp. 2d 739;7/50 (E.D. Pa. 2007); Davenport v.

Medtronic, Inc, 302 F.Supp.2d 419, 41-42(E.D. Pa.2004) Murray v. Synthes (U.S.A.), Inc.

Civ. A. No. 957796, 1999 WL 672937, at #¥8 (E.D. Pa. Aug. 23, 1999)We agree with the
reasoning of these cases and concludedbatment ks prohibition of strict liability-design defect
and strict liabilityfailure to warn claims for prescription drugs should also applgnéalical

devices.

Plaintiffs argue that, even if Comment k appliesnedical devicest does notoar their

strict liability-manufacturing defectlaim, becauseComment k only precludes claims against
products that are properly prepared, #rey have alleged th&ssure was not properly prepared

Indeed, there isome authority that supports Plaif#i position. In Dougherty v. C.R. Bard, Inc.

Civ. A. No. 116048,2012 WL 2940727E.D. Pa. July 18, 20129ne district courhoted that the
Pennsylvania Supreme Court has not addressed Conkiséiproperly preparedtequirement,

and found, based largely orethequiremers language, that strict liabilitypnanufacturing defect
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claims against manufactuseof prescription drugs and devices were not barrédl. at *4-6.

More recently, however, ibance v. Wyeth85 A.3d 434 (Pa. 2014), tiRennsylvanié&&upreme

Court statedwithout qualification that “for policy reasons thiSourt has declined to extend strict

liability to the prescription drug arena.ld. at 453. Courts in thidistrict that have considered
the viability of strict liabilitymanufacturing defect claimsvolving medical deviceafter Lance

have found tht they are notognizable under Pennsylvania lavieeeTerrell v. Davol, Civ. A.

No. 135074, 2014 WL 3746532, at *5 (E.D. Pa. July 30, 20Mlson, 116 F. Supp. 3€t466-67
(citing Terrell, 2014 WL 3746532, at *5).

We conclude thaterrell andWilson both accurately state the present law regardieg th

viability of strict liability-manufacturing defect claims in Pennsylvania. Accordingly, we further
concludethat Plaintiffs strict liability claims concerningessure,a medical deviceare not
cognizable under Pennsylvania law and, tinesgdismiss CounX for failure to state a claim upon
which relief can be grantedFor ths same reason, we deny Plaintiffs leave to amend Count X,
because we conclude that any amendment would be futile.

l. Count XI —Negligent Manufacturing

Count Xl of the Complaintalleges that Bayeis liable for negligently manufactimg
Essure in a marm inconsistent with its PMA and federal laand thereby producing an
adulterated and misbranded product that caused Plaintiffs’ injuries. Sglggif@ount XI cites
to eighteerfederal regulations, three federal statutesd five provisions of EssusePMA (see
Compl. 1 268(a){z)), as the applicable federal law, and alleges that Bayer violated these

provisions irseverdifferent ways(id. 1269)2° Specifically, Plaintiffs allege that Bayer engaged

%6 The Complaint alleges that Bayer violated tkeelil provisions in twenty different ways,
but many of the alleged violations, on their face, have nothing to do with manufacturiag. W
guestioned Plaintiffs as to this factual disconnect at oral argument on January 11, 2016, and
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in negligentmanufacturinginsofar as it (1) usedom-conforming materials in manufacturing
Essure i. T 269(g) (citing Ex. C)); (2) failed to use gsterile and possterile cages in the
manufacturing of Essured( 1 269(h) (citing Ex. D)); (3) manufactured Essure at an unlicensed
facility (id. 1 269 (i) (citing Ex. D)); (4) manufactured Essure for three years withowdresédd.

1 269(j) (citing Ex. D); (5) faledto document the use of n@onforming materialgid. 1 269(q)
(citing Ex. F)); (6) failed to analyze the potential causes of swwamforming product in the
manufacturing proceq#l. § 269¢) (citing Ex. G); and(7) failed to*“follow[] procedures used to
control products which did not confirm [sic] to specificatiorfgl. § 269(s) (citing ExG)).
However, the Complaint does rspiecifywhich of the twentysix regulations, statutory provisions
and/or PMA provisions allegedly prohibited this particular conduct.

Bayer arguethatCount XIshould be dismissed agpressly preemptdokcausd seeks to
impose manufacturing requirentsihat are different from the federal requiremenitsargues, in
the alternativethat the claim should be dismisséat failing to state gplausible negligent
manufacturingclaim because, inter alia, the allegations do not support the reasonabladafere
that any device with a manufacturing defect reached the market, much less thetizedddeice
was implanted in any Plaintiff and caused the Plaintiff's injuries.

1. Express Preenption

Pursuant tdRiegels express preemption analysis, we must consider whether Plaintiffs’
negligent manufacture claim seeks to impose state requirements that are “diffarendr in
addition to” federal requirements applicable to Essure, in which casedine isl expressly
preempted, or whether it seeks to enforce state requiremenaithiéelfederal requirements and,

thus, is not expressly preemptedd. at 330(quoting21 U.S.C.8 360k(a)(1)) Haintiffs argue

Plaintiffs advised us thaheir negligent manufacturing claim is actually only based on the seven
alleged violations that we now address. (N.T. 1/11/16 at 95-96.)
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that their negligent manufacturing claim is not exgyggsseempted because it is a cognizable state
law claim that is parallel to federal requirements.

As noted abovein order to state a claim for negligence uné@nnsylhania law a
complaint must allegg1) a duty owed to the plaintiff by the defendant; (2) a breach of that duty;
(3) a causal connection between the breach and the resulting injury; and (4) esradlionages.

Beretta U.S.A. Corp., 277 F.3d at 422 n.9 (cifutartin, 711 A.2d at 461). Plaintiffs assertthat

Bayer had astate lawduty to manufacture Essure in a naegligent fashion so as to avoid
exposing others teeasonably foreseeahisksand that it breached that duty insofar as it violated
various federal manufacturing standafsindeed, the Complainidentifies awhole hostof
specific federal requiremengnd alleges that the conduct that forms the basis of its negligence
claim violated these requirements.

Given Plaintiffs’ identification of several specific federal requirementsluich their state
law negligenimanufactuing claim rests, we cannot conclude at this juncture that Plaintiffs’ claim
seeks to impose state requirements that are “different from, or in additi@udé&raf requirements
and, thus, is expressly preempteltl. at 330 (quoting 21 U.S.G 360k(a)(1)) Atthe same time,
becausePlaintiffs have notspecified whichfederal requirements have been violated by each
alleged incident negligert conductwe are unable tdiscern whether thiestate lawnegligent
manufacturelaim actually rest an violations of federal requiremerdrd, thus, is a parallel claim.

Accordingly, we deny Bayer'sMotion insofar as it requests that we dismiss the negligent

2’ Bayeralso argueshat that Plaintiffs have failed to identify the applicable state law on
which they are entitletb pursue a claim of negligent manufacturing.  Plaintiffs, however, have
pointed to_Harsh v. Petroll, 840 A.2d 40a(Commw. Ct. 2003)). Id. at 415 (acknowledging
claim of negligent manufacturinggee als&oufflas 474 F. Supp. 2d at 752 (recognizcigim of
negligent manufacture under Pennsylvania law). Indeed, we read Pennsywatdagcognize
a claim for negligent manufacturing, at least in cases such as thiwtuok,do not give rise to
cognizable claims of strict liability.SeeHarsh 840 A.2d at 415 and&.
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manufactuing claim as expressly preemptatithis timg and wedefer ruling on trs question of
express preemption until Plaintiffs have better defined their negligent acanthg claim and we
can determine whether it parallels federal requirements.
2. Plausibility
Bayer argues, in the alternatjvihat Count Xl fails to plausibly allege a negligent
manufacturing clainbecausehe Complaint does not sufficiently allege causatidtennsylvania
law clearly requires that a negligence claftegea causal connection betweandefendant’s

allegedly negligent conduand the faintiff's resulting injury. Beretta U.S.A. Corp., 277 F.3d at

422 n.9 (citation omitted)Soufflas 474 F. Supp. 2d at 752 (stating that, to establish negligent
manufacture under Pennsylvania Iaplaintiff must show that the breach of the duty owedhay
manufactureto the plaintiffwas the proximat cause of plaintiff's injuriegiting, e.g, Phillips v.

Cricket Lighters 841 A.2d1000,1008 (Pa. 2003). Moreover, éderalcourts have observed that

a cognizable negligent manufacturing claimvolving a medical deviceequires “allegations
connecting a defect in the manufacture of the specific device to that plaisp#cific injury.”

Bassv. Stryker Corp. 669 F.3d501, 511-12(5th Cir. 2012)(citations omitted);see also

Wolicki-Gables v. Arrav Int’l, Inc., 634 F.3d 1296, 13602 (11th Cir. 2001) (stating that a

negligent manufacturing claim adequaty pledif it “set[s] forth any specific problem, or failure
to comply with any FDA regulation that can be linked to the injury allegga3tation omitte});

Funk v. Stryker Corp., 631 F.3d 777, 782 (5th Cir. 2011) (requiring complaint to specify “a causal

connection between the failure of the specific manufacturing process anddclie sjefect in the
process that caused the personglry” (citations omitted))
Here, the Complaint alleges that “Plaintifiisjuries were caused by the manufacturing of

Essure inconsistent with the [PMA] aRdderal law, [and the] manufacturing [of] an ‘adulterated’
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and ‘misbranded’ product.” (Comgl. 267.) The Complaint does not allege, however, that a
product that was negligently manufactured was implanted in any of the fidaamiil does not
clearly allege that any alleged manufacturing defects actually caused any aittiédlinjuries.
For instance, while the Complaint alleges that Bayer useesteoite cages and that certain
devices were made with “nazonforming materia” (id. § 269(g), (h))it does not allege that any
device affected by these errorasvmplanted inany of thePlaintiffs, much less that any such
manufacturing errors actually caused Plaintiffs’ injuries. Likewtise Complaint does not allege
that Bayer’s alleged failure to properly document certain manufactesngs actually resulted in
the products having mafacturing defects that devices with defects that resulted from
documentation errors were actually implanted in Plaintifshat such defects caused the devices
to migrate from Plaintiffs’ fallopian tubes or otherwise caused any @itPisl alleged njuries.
Finally, it is not even plausible thatertain alleged manufacturing deficienciesi.e., the
manufacture of a device in an unlicensed facility or without a valid manufagiicense- could
have been the cause of Plaintiffs’ Essure injuasghey are not violations that, in their own right,
would cause a product abnormalityVe therefore conclude that tk@mplaint fails to plausibly
allege that any particular manufacturing defect actually caused Plaimjiffises and thus fails to
allege an essential element of the negligent manufacturing claim.

For the abovetatedreasonswe decline to hold at this stage of the proceedings that the
negligent manufacturing claim expresslypreempted, buive nevertheless dismisSount Xlfor
failure to state a claim upon which relief can be granted because it does not plausiblyrallege a

essential element of a cause of action for negligent manufagturder Pennsylvaniaw.
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J. Count XII —Negligent Failure to Warn

Count XIlI assertsthat Bayer is liable on a claim for negligent failure to warn
Specifically, it alegesthat Bayerhad a state law duty to warn Plaintiffs and their implanting
physicianswhich was‘consistent with Federal laand[the PMA],” andthat Bayeibreached that
duty by, inter alia, failing to notify the FDA of adverse reactions to Essure, inglpeérforations,
as well as other complaints regarding the devicguding complairg that theEssuredevice had
migrated. (Compl. 1 28(a), (c}(e), (k).) The Comtaint alleges that Plaintiffs would not have
had Essure implanted if Bayer had disclosed the withheld information and thatesdtaof
Bayer’'s negligence, Plaintiffs have sustained various permanent injuries o badergo
numerous surgical procedis. (d. 11 28283.) Bayer argues thaCount Xl should be
dismissed as expressly preempted becthesgravamen of the claim is that Bayer should have
issued different or additional warnings about Esdtmen those approved by the FDASee
Riegel 552U.S. at 329 (stating that 8 360k(g3]trely. . . would preempt a jury determination
that the FDAapproved labeling for a [device] violated a state comiawanrequirement for
additional warnings”).

Plaintiffs, however, clarify in their responsive dirithat their failure to warn claim is
“based primarily” on Bayer’s alleged “failure to advise the FDAhofusands of adverse events,
which in turn were never reported to the public database or the implanting physi¢iig.”

Resp. Br. at 63.) Theyrely on a recent en banlecision of the United States Court of Apjsdat

the Ninth Circuit in Stengel v. Medtronic, Inc., 704 F.3d 1224 (9th Cir. 2013), which found no

federal preemption of a failure to warn claim asserted pursuant to Ariaanavherethe claim
was premised on a medical device manufacturer’s failure to report complamisthe device to

the FDA. 1d.at1233. Thé&tengekourtexplained thaArizona law provided a cause of action
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for negligent failure to warn and expressly peredtthe duty to warn to be satisfied by a warning
to a third party as long as there was “reasonable assurance that the infommilateach those
whose safety depends on their having itd. Thus, it concluded that the plaintdffailure to
warn claimwasa parallel and independent stk claim that was consistent with federal land
not subject t@xprespreemption.

Plaintiffs also rely on thelecision of the United States Court of Appeals for Fifth

Circuit inHughesy. Boston Scientific Cqr.,631 F3d 762, 78 (5th Cir. 2011) whichdetermined

that a failure to warn claim was not preempted where latif claimedthat a manufacturer
“failed to provide adequate warnings or sufficiently communicate infeomatbout the risks
associated uh [a medical device] to the extent that the claim is predicated on [the manufatture
failure to report ‘serious injuries’ and ‘malfunctions’ of the deviceeagiired by the applicable
FDA regulations.” Id. at 769. TheHughescourt “assum[ed] that a [negligent] failure to warn
claim may be pursued under [the applicable] Mississippi law as [the dlangfie[d],” and stated

that it was “clear that such a claim is preempted only to the extent that it purports te impos
liability despite [the manufacturer’s] compliance with FDA regulationkl” (citing Riegel 552

U.S. at 325; Gomez v. St. Jude Medical Daig Div., Inc., 442 F.3d 919, 933 (5th Cir..2006®)

Fifth Circuit concluded thaft] o the extent thaplaintiff] assets a failure to warn claim based
only on[the manufacturer’'sfailure to comply with FDA regulations . . such a claim is not

expressly preempted.ld.; see alsdBeaversGabiel v. Medtronic, Inc., CivA. No. 13-686,

2015WL 143944, at *1112 (D. Haw.Jan. 9, 201p(finding no preemption of failure to warn
claim grounded on failure to report adverse events to FDA).
Bayermaintains thaBtengelwas incorrectly decided and, in any event, is not bindarg

Bayer suggestthat we insteadook to In re Medtronic, Inc., Sprint Fidelis Leads Psotiab.
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Litig., 623 F.3d 1200 (8th Cir. 2010)In Sprint Fidelis the United States Court of Appeals for the
Eighth Circuit rejected a failure to warn claim grounded on allegatiansité defendant failed to
provide the FDA with sufficient information and did not timely file adverse repa&tgcuired by
federal regulations, concluding that that “these clanessimply an attempt by private parties to
enforce the MDA, claims foreclosed by § 337(a) as construBdgkman” 623 F.3d at 12006

(citing Buckman 531 U.S. at 349, and Hughes v. Boston Scientific Corp., 669 F. 3dpiil,

710-12 (S.D. Miss. 2009. Bayeralso argues thathis claim should be dismissed because
Plaintiffs have failed to identify Pennsylvania law timposed a duty to extend warnings to third
parties likethe Arizona law applied irStengel(or the Mississippi law “assum[ed]” iHughes,
and whichpermitssuch duty to be satisfied by reporting adverse events to the FDA.

Plaintiffs have, however, identified Pennsylvania law that imposes such a duty. flaintif

rely on Phillips v. A.P. Refractories Co., 630 A.2d 874 (Pa. Super. Ct. 1993), which adopted

Section 388 of the Restatement (Second) of Torts, including Comment n to that Sdatbrisw

entitled “Warnings given to third person.”ld. at 882 aff'd sub nomPhillips v. A-Best Products

Co, 665 A.2d 1167 (Pa. 1995)Like the Arizona law on whichStengelrelied, Comment n
provides that
a supplier's duty to warn is discharged by providing information about the
product’s dangerous propensities to a third person upon whom it can reasonably
rely to communicate the information tiee ultimate users of the product or those
who may be exposed to its hazardous effects.
Id. at 882(citing Restatement (2d) of Tor§388 cmt. n). Thus, while Bayer is correct that
Plaintiffs have not pointed to a case that explicitly imposes a duty to file adepsts with the
FDA, Plaintiffs have cited to Pennsylvania law that is essentially indistinduléstisom the

Arizona law that th&inth Circuit found sufficiento create a parallel and independent state claim

in Stengel Accordingly,we follow thereasoningf theen banalecision inStengebnd conclude
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that Plaintiffs’ failure to warn claim, as stated, is not expressly predimtéeast insofar as it is
premised upon Bayer’s alleged failure to report adverse events to the PBAtherefore deny
Bayer’s Motioninsofar as it seeks dismissalRiaintiffs’ negligentfailure to warn claimn Count
XII.
K.  Count lll — Pharmacovigilance

Count IlI of the Complaint assertsthat Bayer is liable ona clam entitled
“Pharmacovigilance,” whickounds in negligence. TheRQplaintallegeshat Bayer “had a duty
to distribute, promote, and report adverse events regarding Essureasonably safe manner,”
and that thesduties are reflected in federal regulations and conditions in the PMA. (Compl. |
149.) The Complaint alleges that Bayer violateds¢hduties by violating manufacturing
standardsfailing to reportadverse esnts to the FDA, issuing false and misleading warranties;
engaging in false and misleading advertising; engaging in an unreasonablyodamgjstribution
plan that required physicians to purchase two Essure kits a month, even if tlieapbydid not
usethe kits and even if the physicians were qoalified to implant the deve; and promoting
Essure through hysteroscopic equipment compaingts/ere not qualified to promote the device.

(Id. 19 19, 153-154 see alsad. §1100-01.) According to theComplaint,these individual acts

combined to create an “unreasonably dangerous and negligent distribution, adverosiogoor
and reporting plan aimed solely at capturing the market with recklessatsfegthe safety of the
public and Plaintiff[s]: (Id. § 151.) It further alleges thaBayer’'s breachof these combined
dutiescaused Plaintiffs’ damages insofar as the Essure devices migrated and causiid’Plai
relatedphysical injuries. 1€l. 1 155)

Bayer argues that the “Pharmacovigilanaddim should be dismissed becauseisit

expressly preemptednpliedly preempted andtherwisefails to state a claim upon which relief
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may be granted. I&ntiffs maintainthat their claim is not expressly or impliedlyeempted
because its based on Pennsylvania law, which imposes “a duty, in any situation, not to place
others at risk as it pertains to those risks that are reasonably foreseamablell as“a duty of
reasonable care with respect to marketing, promotion and distriuéind which pardlels

federal regulations.(PIls.” Resp.Br. at 81 (citingBurman v. Golay & Co. Inc., 616 A.2d 657 (Pa.

Super. Ct. 1992)Lance 85 A.3d434, and_Widdoss v. Huffman, No. 7340 Civ. 2002, 2003 WL

22512092 (C.C.P. Monroe Ctyune 10, 2003)) They also maintain that their claims are
exhaustively and adequately pled and, tstete a claim upon which relief can be granted.

While Plaintiffs insist that Pennsylvania law recognizes a claim for “phanialemce,”
they have cited (and we havauhd) no Pennsylvaneauthoritythat suggestthe existence auch
aclaim. Moreover, it is apparent that Plaintiftdaim, as alleged, overlag®nsiderably with
other claimsall of which we have addressed at length abo8eecifically, insofar as ehclaim
rests on negligent advertising, it is grounded on the same representations thattpedvais for
the breach of express warranty claim (Count V), the fraudulent misrepresemtatm (Count
VIlI), the negligent misrepresentation claim (CouK), and the UTPCPL claim (Count VI).
Meanwhile, insofar as the claim asserts negligent distribution of devidksmanufacturing
defects, it rests on the same essential allegations as the negligent mangfalztumiiCount XI).
Likewise, insofar as it rests on a negligent failure to report adverse eiterstsgssentially
indistinguishable from the negligent failure to warn claim (Count XII).

Accordingly, he only distinctive allegations in this claim are that Bayer negligently
distributed and/org@moted Essure insofar as it “compelled implanting physicians to sell two (2)
[Essure] devices per month at the expense of Plaintiff's safety andbeved),” and “promot[ed]

Essure through representatives of hysteroscopic equipment companies who wewadified to
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do the same.” (Compl. 1 153%4.) Thesedlatter aspedof the claimarenot cognizable intheir

own right asthey plainly concern the safety of Essure and Plaintiffs have identified no federal
regulations or requirements addiagghese matterson which they could ground a parallel state
law negligenceclaim. SeeRiege|l 552 U.S. at 330 (requiring express preemptiorclaims
grounded on state safety requirements that are different from or in additfedet@al safety
requiremets.)

In sum, aside from the aboveaeferenced noiwognizable assertion®f negligent
distribution and/or promotion, the “pharmacovigilance” claim is nothing more than a
amalgamation of the other claims in the Complaint, which Plaintiffs piece togetbedento
allege an elaborate, coordinated scheme “aimed solely at capturing the marketcllidlssr
disregard for the safety of the public and Plaintiff[s].” (Compl. § 15W/¢ are aware of no
Pennsylvanidegal authority that recognizes such an earehing cause of action for smalled
“pharmacovigilancé We thereforalismiss the pharmacovigilance claimCount Il for failure
to state a claim that recognized byennsylvania lanand we deny Plaintiffs leave to amend this
claim as we conclude that amendment to assert a cause of dwiowloes not exisin
Pennsylvania would be futile.

IV. CONCLUSION

For the foregoing reasonse grantBayer’sMotion for Judgment on the Pleadings, insofar
as is seekdismisal of Count Il (negligent entrustemt), andCountX (strict liability) on express
preemption groundsGountVII (fraudulent concealment) on implied preemption grouraig]
insofar as it seeks dismissal@bunt | (negligent training), Coufit (pharmacovigilance)Count
IV (negligent risk managementountV (breach of express warrantyJountVl (UTPCPL),

CountVIII (fraudulent misrepresentation), ar@bunt Xl (negligent manufacturefpr failure to
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state a plausible claim pursuant to the pleading standards of Rulé6)2i{b)he heightened
pleading standardsf Rule 9(b). We deny the Motion insofar as it seeks dismiss&aint IX
(negligent misrepresentation) and CoMiit(negligent failure to warn).

For the reasons set forth above, we conclude that Plaintiffs’ negligent entrugBuoant
I1), Pharmacovigilance (Count Ill), UTPCPL (Count V1), fraudulent conceat(Count VII),and
strict liability (Count X) claims are futile and, thus, we do not afford Plaintifigelda amend
those Counts. We cannot, howeveafestwith certainty that Plaintiffs’ other dismissed Counts
Countl (negligent training), Count IV (negligent risk management), Count V (breachpofssx
warranty), Count VIII (fraudulent misrepresentation), and Cauifhegligent manufacture}are
necessarily futile, and we thus grant Plaintiffs leave to amend these Counts.

We nevertheless caution Plaintiffs to consider carefully the legal andingdearinciples
that we have sdorth at length in this opinion and urge thens&t forth with greateclarity the
facts on which each individual Plaintiff's claims are based, as well as tloessegriederal
requirements that are allegedly violated by each individual instamtiegéd misconduct (i.e., the
federal requirements that Plaintiffs contend give rise to a parallel claim statketaw). We also
urge Plaintiffs to make clear in any amended complaints if they are pleadints diathe
alternative.

An appropriate Order follows.

BY THE COURT:

/s/John R. Padova
John R. Padova, J.
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