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UNITED STATESDISTRICT COURT
FOR THE NORTHERN DISTRICT OF TEXAS
DALLASDIVISION
ABDELMAJID ELMAZQOUNI, et al,,
Plaintiffs,
V. CaseNo. 3:16<v-00574-M
MYLAN, INC., et al,

Defendans.

w W W W W W W W W W

MEMORANDUM OPINION AND ORDER

Beforethe Courtis aRule 12(b)(6)Motion to Dismis§ECF # 5], filed by Defendants
Mylan, Inc, Mylan Pharmaceuticals, Inch@Mylan Technologies, Inc. Fahereasons
statedtheMotion is GRANTED.

Background

This is aproductliability actionarising out of the death aisa ElImazouni
(“Decedent”) allegedly as a result of the toxic effects eftanyl,a Schedule Il controlled
substanceised forthe treatment of persisterhironic painPl. Compl. [ECF # 1] at 5,
11403-4.04. Plaintiffs are Decedent’s husband, Abdelmajid Elmazouni, and his children,
who bring this action individually and as theirs and/or legal representatives of Decedent
and her estated. at 2, 111.01-1.0By their Original Complaint, Plaintiffs allege that,
duringDecedent’sospital admission on February 24, 204 4loctor wrote hea
prescription for éntanyl patches, marketed and sold by Defendants (th&fibatch”).Id.
at 4, 114.02-4.03 & 5, 14.06lakntiffs allege thaDecedent filled th@rescription on

February 26, 2014, and used the Mylan patch from February 27, 2014 to March 1, 2014,
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during which time she was readmitted to the hospital due to continued, increaisird.@at
5, 14.06 Plaintiffs furtherallegethat, following her discharge from the hospital on March 1,
2014, Decedent experienced complications, inclugiogeased pain, severe constipation
and bloatingld. at 6, 14.08. On March 2, 2014, an ambulance transppdeeldehbackto
the hospital, whe shearrived not breathing and unconsciolas.Decedentiedlater that
day. Id. Plaintiffs allege that Decedehad a fatafentanyl blood concentration at the time of
her deathand helautopsy report states theltedied asa result of the toxic effects of
fentanyl.ld.

According to Plaintiffs,ie Mylanpatchis designed teransmit a specific amount of
fentanyl into a patierthrough the skinata certain rate over an extended period of tiche.
at 5, 14.04. Plaintiffs allege, however, that the Mylan patch is unreasonably dangerous
because it can and does function improperly, causing lethal levelstahyl in patients
using he Mylanpatch Id., 14.05 Plaintiffs allege thaDefendants were awaof and had
knowledge that certain of the Mylgratches were defective and had the propensity to cause
severe injuryanddeath.ld. at 6, 14.07Based on the facts alleged, Plaintiffs assert seven
causes of action agairndefendants: (1) strict product liability under Section 402A and 402B
of the Restatement (Second) of Torts;r{@yligence(3) negligent representatip(¥) breach
of the implied warranty of fitnes$5) violations of the Texas Deceptive Trade Practices Act
(“DTPA”); (6) violations of Texas Business and Commerce Code Section 2.314(b)(1)-(b)(6)

and (7) gross negligenée.

! The parties agree that Texas substantive law applies in this diversitpeaddcKay v. Novartis Pharm. Carp.
751 F.3d 694, 706th Cir. 2014) (under Texas choice of law principles, Texas had thd Sigogicant
relationship,” and thus Texas substantive law applied to, pharmadqarociuct liability action brought by Texas
resident who was treated with the accused produéxas).
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Defendants move to dismiss Plaintiffs’ Original Complaint for failurstabe a claim.
Defendants argue that Plaintiffsllegations are insufficient to satisfy fedkepleading
standards and that several of Plaintiffs’ claims are foreclosed by Teaxascluding
Plaintiffs’ strict liability and DTPA claimsDefendants further argue thet of Plaintiffs’
claims relating to the design of the Mylan patch and itsrapamying warningsre
preempted by federal law.

The issues have been fully briefed, and Defendants’ Motion to Dismiss feripe
determination.

Legal Standards

Rule 8(a) requires that a pleading contain “a short and plain statement @fite cl
showing that the pleader is entitled to relief.” Fed. R. Civ. P. 8(a)(2). To survive a Rule
12(b)(6) motion to dmiss, a plaintiff must plead “enough facts to state a claim to relief that
is plausible on its faceBell Atl. Corp. v. Twomb|y550 U.S. 544, 570 (2007). To satisfy
plausibility, a plaintiff must plead “factual content that allows the caudraw the
reasonable inference that the defendant is liable fanteeonduct alleged Ashcroft v.
Igbal, 556 U.S. 662, 678 (2009). The plausibility standard requires more than a sheer
possibility thata defendanacted unlawfully, and alaintiff’s factual allegations “must be
enough to raise a right to relief above the speculative lelgidmbly 550 U.S. at 555.

Analysis

Preliminary Maters

Defendants ask the Court to take judicial noticéhef content ofwo documents
submitted in support of their Motion to Dismiss: (1) a copy of a letter fromdbd &nd

Drug Administration (“FDA”) dated January 28, 2015, appro\l&gendants’ Abbreviated
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New Drug Application to market the Mylan patch (“Approval Letigdhd (2) a copy of the
Full Prescribing Information for the Mylan patch (the “Labe8geDef. App.[ECF #7 ]1-3;
id. at 413. The Approval Letter states the FDi&terminedhatthe Mylan patch, generic
fentanyl transdermal systemas “bioequivaleritand“therapeutically equivalentb the
reference listed drug, Duragesic Transdermal Systemmsyfadured by Alza Corsee idat
1. The Approval Letter further states the FDA concluded the My&dtnh is “safe and
effective for use as recommended in the submitted lapélid. The Label for the Mylan
patchprovides that the product is “intended for the management of persistent, taddera
severe chronic pain in opioid-tolerant patients 2 years of age and older when a csntinuou
around-the-clock analgesic is needed for an extended period of kimat”4.The Label also
includes a “black box” warning that states:

Fatal respiratory depression could occur in patientswho are

not opioid-tolerant and in patients that are opioid-tolerant

even if fentanyl transdermal systems is not misused or
abused.

When ruling on a motion to dismiss pursuant to Rule 12(b)(6), the Court must take
the allegations in the complaint as true and resolve any ambiguities or detdbtha
claims sufficiency in favor of the plaintiffJones v. Alcoa, Inc339 F.3d 359, 362 (5th Cir.
2003). “However, courts may also consider matters of which they majutdikel notice.”
Lovelace v. Software Spectrum,.|n&8 F.3d 1015, 1017-18 (5th Cir. 1996) (taking judicial
notice of public disclosure documents in a securitiesifraase)see alsd-ed.R. Evid.
201(f) (“Judicial notice may be taken at any stage efpitoceeding.”). Courts may take

judicial notice of an “adjudicative fact” if the fact “i®nhsubject to reasonable dispute



becausdt (1) is generally known within the trial coustterritorial jurisdiction; of2) can be
accurately and readily determth&rom sources whose accuracy cannot reasonably be
guestioned Fed.R. Evid. 201(b).

Here,Plaintiffs acknowledge that the Approval Letter and the Label are publicly
available documents, the contents of whichreresubject to reasonable dispuRé. Resp.
[ECF # 8] at 9In particular, Plaintiffslo not disputeitherthat the FDA approved the
Mylan patch for marketing as the generic equivalent of Alza Cdputragesic Transdermal
Systems or that the Label contamblack box warning regardingtél respiratory
depression. fierefore the Courwill take judicial notice of the contents ofeti®\pproval
Letter and the LabeSee Funk v. Stryker Cor31 F.3d 777, 783 (5th Cir. 201%ge also
Gonzalez v. Bayer Healthcare Pharm., Jr880 F. Supp. 2d 808, 811 (S.D. Tex. 2013)
(taking judicial notice of FDA approval letter for prescription dr@ppper v. Pfizer, Ing¢.
2015 WL 2341888, at *2 & n.1 (S.D. Tex. May 13, 2015) (taking judicial notice of the
contents of an FDA approved label).

Strict Liability

Plaintiffs’ first cause of action is a strict product liability claim, whichaoserned by
Section 402A of the Restatement (Second) of Torts. Pl. Compl. at 6-7, 15.0R+%ir0yal
Goodrich Tire Co. v. Martine®@77 S.W.2d 328, 334-35 (Tex. 1998) (holding that Texas
follows the Restatenme (Second) of Torts in produkability cases) Section 402A provides:

(1) One who sells any product in a defective condition
unreasonably dangerous to the user or consumer or to his property
is subject toibhbility for physical harm caused to the ultimate user

or consumer, or to his property, if

(a) the seller is engaged in the business of selling such a
product, and



(b) it is expected to and does reach the user or consumer
without substantial change in the condition in which it is
sold.

(2) The rule stated in Subsection (1) applies although

(a) the seller has exercised all possible care in thEpmgon
and sale of his product, and

(b) the user or consumer has not bought the product from or
entered ito any contractual relation with the seller.

Restatement (Second) of Torts 8 AO2To make out a strict liability cause of action, a party
must establish that: (1) a product is defective; (2) the defect rendered thet produc
unreasonably dangerous; (3) the product reached the consumer without substantiaghchange
its condition from the time of original sale; and (4) the defective produstiveaproducing
cause of the injury to the useBYyrie v. Knoll Int’| 748 F.2d 304, 306 (5th Cir. 1984).
product may be unreasonably dangerous because of a defect in marketing, design, or
manufactiring. See American Tobacco Co., Inc. v. Grinn@i1 S.W.2d 420, 426 (Tex.
1997). In this case, Plaintiffs allege the Mylan patch was unreasonably dangeraasdu
defect in marketing, design, anthnufacturing

Plaintiffs allege that the Mylan patchaw defective because of a “manufacturing
flaw.” Pl. Compl. at 7, 15.07. “A manufacturing defect exists when a producte®via its
construction or quality, from the specifications or planned output in a mannemnttetsé
unreasonably dangerougboper Tire & Rubber Co. v. Mende&04 S.W.3d 797, 800 (Tex.
2006) (quoting-ord Motor Co. v. Ridgwayl35 S.W.3d 598, 600 (Tex. 2004)aintiffs
allege that the patch used by Decedent was defective bétama#functioned and did not

perform as intetled or designedfd. at 8, 5.09. Plaintiffs allege that the Mylan patch is



intended and designed to release a specific amotiahiainyl into a patient’bloodstream at
a certain rateSee d. at 5, 14.04. “[l]f functioning properly, the patient shonlt receive a
harmful dose of [flentanyl.Id. Plaintiffs further allege that, at the time of her death
Decedenhad a lethal fentanyl blood concentration and died as a resh# txic effects of
fentanyl.See id.at6, 1 4.08. Defendants argue ttisse allegations are insufficient to state
a claim based on a manufacturing defect. The Court agrees.

Plaintiffs fail to allege anyspecific manufacturing defect. Rather, Plaintiffs artha,
because Decedenttause of death was fentatgxkicity, there must have been a
manufacturing defeclexas law does not permit the inference of a defect to be drawn f
the mere fact of a productlated accidenGee Mende204 S.W.3dt 807;Ford Motor Co.

v. Ridgway 135 S.W.3d 598, 601 (Tex. 2004). Allegasamhich rely orres ipsa loquitor

are not sufficient to state a product liability claim base@ onanufacturing defeGee Funk
631 F.3d. at 78Plaintiffs’ conclusory allegations that a manufacturing defect existed in the
manufacture of the Mylan patdall short of what is required to state a manufacturing defec
claim. See Eckhardt v. Qualitest Pharinc., 858 F. Supp. 2d 792, 800 (S.D. Tex. 2012),
aff'd, 751 F.3d 674 (5th Cir. 2014conclusory allegations that manufacturing defect existed
in manufacture of generic drug failed to state manufactutefgct claim against
manufacturersinder Texas law)lherefore, this claim will bdismissedwithout prejudice.

Plaintiffs furtherallege that Defendantse strictly liable for Decedent’s death
becaise theyfailedto provide adequate warnings and instructions to consumers regémeling
reasonably foreseeable riskssaefriousharmassociated with the Mylan patc®eePl. Compl
at 89, 195.12-5.13, 5.16; 10-11, 195.20-5.21; 12-13, 115.26-5.28; 14, 15.35; 15, 115.38, 5.39.

Plaintiffs contend that Defendantdiegedfailure toprovide adequatearrings rendered the
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Mylan patch defective, for which Defendants should be held strictly liable ueceas Taw.
Id. at 8, 115.12-5.1Plaintiffs furtherallege that the Mylan patch was defectively designed
Id. at 910, 115.15-5.16. Defendants contend Blatntiffs’ failure to warn andlesign defect
claims are preempted by federal law.
Federal law requires a generic drug to have the same chemmpbsiton and
labeling as its brandame counterpariut. Pharm. Co., Inc. v. Bartlett33 S. Ct. 2466,
2471-2475 (2013)[T]he FDCA requires a generic drug to have the same active
ingredients, route of administration, dosage form, strength, and labeling as thedrand
drug on which it is based. This federal “duty of samenesgifeempts stataw claims
against a generic drug manufacturer that would require the manufactuedesgn its drug or
change its labelindd. at 2474—-77PLIVA, Inc. v. Mensing564 U.S. 604, 618 (20113ee
alsoJohnson v. Teva Pharm. USA, Ine58 F.3d 605, 611-13 (5th Cir. 2018ilure to
warn anddesigndefect claims against generic manufacturers preempted by federal law)
Eckhardt 751 F.3dat 678—79same) The Fifth Circuit has adopted a broad interpretation of
the principle of federal preemption as it applies to claims againstigeineg manufacturers
andhasupheld dismissals of a wide variety of claims whose factual allegationddwail to
complaints of “failure to warn” or “design defectSeeg e.g.,Lashley v. Pfizer, In¢ 750 F.3d
470, 474 & n. 3 (5th Cir. 2014Morris v. PLIVA, Inc, 713 F.3d 774, 777 (5th Cir. 2013).
Here, heMylan patch is the FDAapproved generic bioequivalent ofzal Corp.’s
Duragesic Transdermal SysterSgeDef. App. at 1All of Plaintiffs’ state law tortlaims
based on an alleged failuregmvide adequate warnings regarding the risks associated with
the Mylan patclor any allegediesign defect that rendered the product unreasonably unsafe

would require Defendants to have provided different warnings or altered the chemical
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composition of theMylan patch Such claims thereforeonflict with federal law requiring
Defendants to conform the Mylan patch and its accompanying warnings to the equvatel
name productBecause Plaintifftlaims premised on an alleged failure to warn or design defect
conflict with federal law, they are preempted. Defendants’ motion to dissrgsantedwith

respecto Plaintiffs’ claimsbased on allegations that Defendants failed to provide adequate
warnings about, or defectively designed, the Mylan patch. Those claimsaissedvith
prejudice.

Plaintiffs’ failure to warn claims also fail for a secondsen. Under Texas law, all of
Plaintiffs’ claims based on a failute-warn theory are governed by Section 82.007 of the
Texas Civil Practice and Remedies Code, which provides{btarmaceutical manufacturer
Is entitledto a rebuttable presumption that it ig hable for failure to warn if the FDA
approved the warnings and information that accompanied the product. Tex. Civ. Prac. &
Rem. Code § 82.007(a)(Dofton v. McNeil Consumer & Specialty Phar@i/2 F.3d 372,

379 (5th Cir. 2012). That presumption catydse overcome iPlaintiffs plead and prove

one of several statutory exceptions, including that Defendants “withheldofrom
misrepresented to the [FDA] required information that watenz and relevant to the
performance of the product and was caugallgted to the claimant’s injuryTex. Civ. Prac.

& Rem. Code 8§ 82.007(b)(1) h€ Fifth Circuithasheld, howeverthat theso-called ‘fraud
on-theFDA” exceptionis preempted by thiederal Food, Drug, and Cosmetic Act unless the
plaintiff can show that “the FDA itself has found fraubddfton, 672 F.3d at 380[ W]here

the FDA has not found fraud, the threat of imposing state liability on a drug manuféaturer
defrauding the FDA intrudes on the competency of the FDA . . . [and islatimof the

Supremacy Clauseld.



Although Plaintiffs allege that Defendants were negligent in, among other things,
failing to provide the FDA with information or data relevant to the safety d¥fgian patch,
seePl. Compl. at 10, 15.21(dheyhave not alleged that the FDA found fraud. Thus,
Plaintiffs’ fraud-on-theFDA allegationcannot be used to rebuS&ction82.0075
presumption of notiability for Defendants’ alleged failure to wailmfton, 672 F.3d at 380.
Plaintiffs’ strict liability claimsbased on allegations that Defendants failed to provide
adequate warnings about the Mylan patch are therdisngissedvith prejudice.ld.

Negligence

Plaintiffs’ nextcauseof action is that Defendanigere negligent in faiihg to exercise
reasonable care in the design, manufacture, marketing, sale, and distribut®iMgfan
patch. Pl. Complat 1611, 115.20-5.2\hether Plaintiffs seek recovery based on a
negligenceheory or a strict liability theory, they must establish that Decedent’s injury
resulted from a defect in the Mylan pat@loshibalntern. Corp. v. Henryl52 S.W.3d 774,
784-85 & n.3 (Tex. App.—Fexarkan®004, no pet.). As stated above, Plaintiffs’ Complaint
fails to set forth sufficient facts to state a claimrf@nufacturinglefect. Furtherto the
extent Plaintiffs’ negligence claim is based on a purported duty to modify thengsuor
design of theMylan patch it is preempted by federal laBeeMensing 564 U.S. at 618;
Bartlett 133 S. Ct. at 247’ Defendants are therefore entitled to dismiss&llaintiffs’
negligence claim.

Negligent Misrepresentation

Plaintiffs’ third cause of action is foregligent misregesentationPlaintiffs allege
that Defendants knew that the Mylan patch creatbijh risk of unreasonable, dangerous

side effects, including the risk thatven when properly useethe Mylan patch could cause
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death Pl. Compl. at 12, 15.26. Plaintif#s0 allege that Defendants failed to properly
communicate know risks to Decedent, physicians, other health care providers, and the
general public, and instead marketed the Mylan path as safe and efldctlaintiffs
furtherallege that Defendants are liable because they failecbtade “true and accurate
information, warnings, and instructions” and failed to exercise reasonablacabtaining
or communicating information regarding the safety and efficacy” of thaMyatch to
Decedent and othersl., 15.28.Defendants argue that these allegations are simply a
restatement of Plaintiffs’ failure to warn claim. The CagteesAccordingly, the Court
determines that Plaintiffs’ negligent misrepentation claim is preempted by federal, law
andDefendants are entitled to dismissal of this claiitih prejudice

Because the Court finds that Plaintifidlegations are merely a recastingtuodir
failure to warn claim, it does not resolRefendants’ alternative argument that Texas does
not recognize a tort for negligent misrepresentation leading to physical harm, dsuthait
this Court has previously found that at least ®e&as court of appeals has recognized a
cause of action for negligent misrepresentation where the plaintiff sdffgrysicaharm, as
provided for in the Restatement (Second) of Torts, 8Sidples v. Merck & Co., Inc270 F.
Supp. 2d 833, 840 (N.D. Tex. 2003) (Lynn, J.) (cit#iCO Production, Inc. v. Hernandez
794 S.W.2d 69, 76-77 (Tex. App.—San Antonio 1990, writ denied)).

Implied Warrantyof Fitness

Plaintiffs’ fourth cause of action is for breach of the implied warrahfitness. PI.
Compl. at 13, 15.31. Plaintiffs allege that the Mylan patch was designed, ntaraedac
marketed, and sold with the intention that it wiintinuously transmit fentanyl through the

skin over an extended period of tinhé. at 5, 14.04Plaintiffs further allege that the Mylan
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patch was unfit for the particular purpose for which it was sold, and thatckisfléitness
caused Decedent’s deattl. at 13, 1 5.31-5.3Refendants argue that Plaintifisllegations
are insufficient to state a claim for breach of the impliedranty of fithess

Section 2.315 ohe Texas Busiss and Commerce Code provides that “[w]here the
seller at the time of contracting has reason to know any particular purpodadbrtiae
goods are required and that theyer is relying on the seller'skill or judgment to select or
furnish the suitable goods, there is . . . an implied warranty that the goods shdibibsuith
purpose.” Tex. Bus. & Com. Code § 2.315. Maintain a cause attion for breach of this
implied warranty of fitnessa plaintiff must allege that the prodwttissuewas to be used for
some puposeother than the product’s ordinary purpoSgauss v. Ford Motor Cp439 F.
Supp. 2d 680, 686 (N.Oex. 2006) (Fish, J.). In other word&he particular purpose must be
some unusual, out of the ordinary purpose peculiar to the needs of an individual Gogaitan
v. Aquasport Marine Corp73 F. Supp. 2d 769, 774 (S.D. Tex. 1998k alsdrex. Bus. &

Com. Code Ann. § 2.315, Comment (2) ‘particular purpose’ differs from the ordinary
purpose for which the goods arged in that ienvisages a specific use by the buyer which is
peculiar to the nature of his business whereas the ordinary purposes for whichrgasgkd are
those envisaged in the concept of merchantability and go to uses which are clystoadeiof
the goods in questior).”

Plaintiffs’ Original Complaint fails to allege that Decedent purchased the Nyt for
any purpose other than the product’s ordinary purpose. Ingtdiiffs allege that the Mylan
patch“is used for the management of persistent, chronic pain when continuous, around-the-
clock pain relief is needed for an extended period of tiavel that Decedent used the Mylan

patch“for its intended purpose — the management of Decedent’s chronic [ghiat's, 14.04
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& 7, 15.03.Because Plaintiffs do not allege that Decedent used the Mylan patch for a non-
ordinary purpose, Plaintiffs have failed to state a claim for breach ahgiieed warranty of
fitness.Mehler Texnologies, Inc. v. Monolithic Constructors, J2009 WL 3149383, at *4
(N.D. Tex. Sep. 29, 2009) (Lynn, J.) (granting Rule 12(b)(6) motion to dismiss claim for
breach of the implied warranty of fithess where plaintffefd to alleg, among other things,
that the product at issue was to be used for some purpose different than the product’s
ordinary purposeDefendants arthusentitled to dismissal of this claimithout prejudice.
DTPA

Plaintiffs’ fifth cause of action is for violatiorod the DTPA.PI. Compl. at 14,
1915.34-5.36Plaintiffs allege that Decedent wasansumer as defined by the Tex. Bus. &
Com. Code § 17.45, and Defendants were engaged in the business of designing,
manufacturing, marketing, distributing, and selling pharmaceutical drugs for use by
consumers. Pl. Compl. at 14, | 5.Bfaintiffs furthergenerally allege that Defendants
violated the DTPA by (i) representing that the Mylan patch wésand effective, when it
was not; (ii) breaching an implied warranty of merchantability; (iii) failingiszlose
information regarding serious risks of harm involved with using the Mylan paigh; (i
representing that the Mylan patch had sponsorship, approval, characteristicsemgredi
uses, benefits or quantities whitldid not have, in violation odection 17.46(b)(5)v)
advertising the Mylan pataokith the intent not to sethe products advertisedn violation
of Section 17.46(b)(9) Vi) breacling an express or implied warranty, in violation of Section
17.50(a)(2); and () commiting an unconscionable action or course of action, in violation
of Section 17.50(a)(3))d., 15.35. Defendants contend that Plaintiffs’ DTPA claim is invalid

under Texas law because the DTPA does not apply to bodily injury or deatfe@nsse a
13



DTPA claimdoes not survive the death of the consumer. Plaintiffs daduress these
contentions in their response to Defendants’ Motion to Disnmdeed, Plaintiffs fail to
mention their DTPA claim at allherefore, the Coudetermineghat Plaintiffs have
abandoned their DTPA clairBlack v. North Panola Sch. Dis#61 F.3d 584, 588 n. 1 (5th
Cir. 2006) (holding that a claim is considered abandoned when the plaintiff fails to defend it
in response to motion to dismiss). Accordingly, the Court grants Defendants’ Mmtion t
Dismiss with respect to Plaintiffs’ DTPA claim.

Even if Plaintiffs had not abandoned their DTPA claim, the Court would find
dismissal proper. Although the Texas Supreme Court has not dediétioer DTPA claims
survive the death of the consumangd there is no consensus that issue among the
intermediate state appellate coutlss Court has previously concluded that DTPA claims do
not survive the death of the consumdBoudreaux v. Corium Intern., In2013 WL
1890269, at *3 (N.D. Tex. May 7, 2013) (Lynn, $¢p alsd.ofton v.McNeil Consumer &
Specialty Pharm682 F.Supp.2d 662, 680 (N.Dex. 2010) (Lindsay, J.k.aunius v.

Allstate Ins. Cq 2007 WL 1135347, at *@\.D. Tex. Apr. 17, 2007) (Boyle, J.).

Texas Business and Commerce Code

Plaintiffs’ sixth cause of action i®if breach of the implied warranty of
merchantability in violatiorof Section 2.314f the Texas Business and Commerce Code. PI.
Compl. at 15, 1 5.38. Plaintiffs allege that the Mylan patch was “unfit for theaoydi
purpose for which it was used” because of unspecified “t&fand because of “a lack of

something necessary for adequadg.”"Under Texas lawstrict liability for a manufacturing

2 In light of the Court’s conclusion that such claims do not survive the deathafrteemer, the Court
need not reach the issue of whether the DTPA applies to bodily injury.
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defectand breach of an implied warranty of merchantabilitytexe separate causes of
action.See Garcia v. Texas Instruments, Jisd0 S.W.2d 456, 4662 (Tex.1980).
However depending on the facts of thase, whether a manufacturing defect exists for
purposes of products liability often resolves whether a product was defadiviharefore,
breached an implied warranty of merchantabil@ge Hyundai Motor Co. v. Rodrigu®85
S.W.2d 661, 666 (Tex. 1999) (recognizing twaether a defect exists for botaof an
implied warranty of merchantability and for strict liability involves an identiactual
determinatio In this casePlaintiffs do not dispute thidheirbreach of warranty claim
under Section 2.31i4 functionallyequivalent to their strictdbility cause of action, and
should survive or fail for the same reasddseDef. Mot. at 24; Pl. Resp. at 19. For the
reasons discussed above, the Court has determined that Defendants arecedistedsal
of Plaintiffs’ strict liability claim Becaise Plaintiffs’ breach of warranty claim under Section
2.314 is equivalent to its strict liability claim, Defendants are similarly entillelismissal
of Plaintiffs’ claim forbreach of an implied warranty of merchantability

Defendants further conterldat dismissal is appropriate because Plaintiffs failed to
allege that they provided pre-suit notice of the breach of warranty, as required erde
law. Section 2.607(c)(1) of the Texas Business aath@erce Code provides that “[dre a
tender has been acceptedthe buyer must within a reasonable time after he discovers or
should have discovered any breach notify the seller of breach or be barredyrom an
remedy[.] Tex. Bus. & Comm. Code § 2.701(c)(1). The purpose of this requirement is to
give the seller an opportunity to inspect the product to determine whether it was/defedtto
allow the seller an opportunity to cure the breach, if 8lcox v. Hillcrest Memorial Park of

Dallas, 696 S.W.2d 423, 424 (Tex. App.—Dallas 1985, writ ref'd n.rAeQuyer’s failure to
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notify a seller, including a remote seller such as the manufacturer, ofiecpsaalleged defect
within a reasonable time of discovering the defect bars the buyer from recpfoara breach of
warranty under Section 2.314..; U.S. Tire-Tech, Inc. v. Boeran, B.\Y10 S.W.3d 194, 202

(Tex. App.—Houston [14Dist] 2003, pet. deniedBailey v. Smith2006 WL 1360846, at *4-5
(Tex. App.—Corpus Christi 2006, no petBut see Vintage Homes, Inc. v. Coldiré85 S.W.2d
886, 888 (Tex. App.-El Paso 1979, no writ) (holding the notice requirement applies only
between buyer and immediate sell@intiffs do not dispute th#ihe notice requirement of
Section 2.607(c)(1) applies to their breach of warranty claims under Section 2.314; nor do
they allege that they provided the required notice to Defendants. Therefore, the Court
determines tha@laintiffs’ warranty claims should be dismissed for the additional reason that
they failed to provide the statutorily required notice to Deéerts prior to filing suitMorgan v.
Medtronic, Inc, 172 F. Supp. 3d 959, 970 (S.D. Tex. 2016) (dismissing claim for breach of
implied warranty where plaintiffs failed to provide drug manufacturer witkspienotice of

the product’s alleged defectftcKay v. Novartis Pharm. Cor@34 F. Supp. 2d 898, 915
(W.D. Tex. 2013)aff'd, 751 F.3d 694 (5th Cir. 2014game).

Gross Negligence

Plaintiffs’ final cause of action is for gross negligence and is based oartiee s
allegations as its claims for strict liability and negligeitleCompl. at 15, 5.39. The Court
has determined, however, that Plaintiffgr@plaint fails to state a claifor strict liability or
negligence. Therefore, the Court determines that Plaintiffs’ gweglggence claim must also

fail.
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Conclusion

Defendants’ Rule 12(b)(6) Motion is GRANTED. Plaintift$dimsbased oran
alleged failure to provide adequatarningsor a defectn the design of the Mylan patch,
including their claims for strict product liabilitpegligence, gross negligence, negligent
misrepresentation, and violatioosthe Texas DTPA and the Texas Business and Commerce
Code,are preempted by federal law and are DISMISSED with prejuBlaetiffs’ claims
based on a manufacturing defentluding their claims for strict product liability afeach
of an implied warranty of merchantability, as well asrtle&im forbreach of an implied
warrantyof fithessare DISMISSED without prejudice

Plaintiffs are hereby granted leave to file an Amended faint within fourteen
days of the date of this Memorandum Opinion and Order to cure, if they can, Plaintiffs’
claims based on a manufacturindet®and forbreach of an implied warranof fitness
Plaintiffs must file a redlined version of their Amended Complaint, showindpaipes from
the Original Complaint

SO ORDERED.

December, 2016.

RBARA M. G. L{\\\ dJ
EF JUDGE
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