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UNITED STATES DISTRICT COURT
MIDDLE DISTRICT OF LOUISIANA

ROBERT S. COOPER and
SUE ANN COOPER

VERSUS CIVIL ACTION NO. 09-929JJB

WYETH, INC., ET AL.

RULING ON MOTION TO DISMISS

Before the Court is a motion to dismi@3oc. 117)filed by threedefendantsPLIVA,
Inc., Teva Pharmaceuticals USA, Inc., and Watson Laboratoriesinimesponse to a complaint
by plaintiffs, Sue Ann Cooper and Robert S. Codpseeking dismissaif plaintiffs’ state law
claims based on federal preemptionThe plaintiffs filed an opposition(Doc. 119) and the
defendants filecreply (Doc. 125). Oral argument is unnecessary. Jurisdiction exists under 28
U.S.C. § 1332.

|. Factual and Procedural Background

The following facts are taken as true based on piahtsecond amendedomplaint.
(Doc. 113).0n or about May 21, 1998, plaintiff Robert Cooper’s physipiscribedor him a
drug, with the brand name Bfeglarf and the generic name wfetoclopramidg to treat his acid

reflux condition He ingested lhe drug as prescribed by his phyaicuntil sometime in or

! Because Robert Cooper is the only plaintiff alleged to have taken the medidihésamife’s claimsfor loss of
consortiumare therefore derivative of his own alleged injuries, all subsegqederences to Cooper will reféw
Robert, unless otherwise noted.

2 Reglan was first approved by the U.S. Food and Drug AdministratiéBA’) in 1983 under the new drug
application {NDA") procedure. Wyeth, Inc., a defendant not party to this motion,egeally the successmn-
interest to Reglan.

% Because the defendants who filed this motion to dismiss all claim toakers of the generic version of the drug,
the Court will refer to the drug by its generic name in this mot@efendants involved ithis motion all submitted
abbeviated new drug application'SANDA") to the FDA to sell metoclopramide based on the information provided
in the Reglan NDA application.
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around July 2009 Metoclopramide is a drug that is used for treatment of gastroesophageal
reflux disease, irritable bowel syndrome, and/or other gastrointestinal disordéise
metoclopramide igested by plaintiff Robert Cooper walkegedly manufacted by defendants.

Cooper’s prescribing doctors relied upon information published in the package inserts
and/or the Physician's Desk Referen¢¢PDR")* or otherwise disseminated by the
manufacturersof metoclopramide Neither plaintiff nor his physicians weraware of any
information different from or contrary to theformation disseminated in tH#DR and product
inserts authored and distributed dsfendants In mid-2009, Cooper began exhibitimguries to
his central nervous and extrapyriaal motor systems, including tardivgskinesia, a severe and
often permanent disfiguring neurological movement disorder, allegedly asltaafekis use of
metoclopramide.

Defendantsallegedlyfailed to tinely include warnings approved by tf®A in 2003
regarding use of metoclagmide in geriatric patients, as well #@® warning prohibiting long
term use of the drug which was added to the labeling for the Reference ustp(fRLD”) in
2004. Despite the duty and ability to do so,eflendants failed to alert the medical community
and consumers to the addition of wiaigs to the labeling ahetoclopramide regarding geriatric
and longterm useand as a result, plaintiff Robert Cooper and his physiciame umaware of
the fact that therapy with the dregould not exceed 12 weeks.

On September 26, 201 1amitiffs filed their Second Amended Complainthich asserts
the cefendants’ liability under the Louisiana Products Liability Act (“LPLA(Doc. 113)
Plaintiffs assert theories of liability againdefendantsunder the LPLAfor failure to warn,

construction or composition defect, design defect, and breach assxparranty.

* PDR is a commercially published compilation of manufacgigmoduct inserts on prescription drugs.
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Defendants contehthat d the LPLA theories, nomatter how they are wordeby
plaintiffs, are based odefendants’ alleged failure to warn adequately of the purported risk of
developing tardive dyskinesia, and other injuries, fromgiterm wse of metoclopramide. As
such, they move to dismiss all the claims ra@sgdinst thenm plaintiffs’ complaint.

II. Standard of Review

Pursuant to Fed. Rule Civ. P. 12(b)(6), on a motion to dismiss for failure to statea clai
the Court accepts all wetlleaded, nottonclusory facts in the complaint as truAshcroft v.
Igbal, 556 U.S. 662129 S.Ct. 1937, 1949 (2009). “To survive a motion to dismiss, a complaint
must contain sufficient factual matter, accepted as true, to ‘state a claim to edlisfpglausible
on its face.” Id. (quotingBell Atlantic Corp. v. Twomb}y550 U.S. 544, 570 (2007)). “[A]
formulaic recitation of the elements of a cause of action will not @a:dmbly 550 U.S. at 555.

A complaint that pleads facts merely consistent with a defendant’s liabildgs‘short
of the line between possibility and plausityli Id. at 557. When welpleaded factual
allegations populate the complaint, “a court should assume their veracity and themngete
whether they plausibly give rise to an entitlement to relidgbal, 129 S.Ct. at 1950. Courts
may consider not only the complaint itself, but also documents attached to the complaint
documents incorporated into the complaint by refered@labs, Inc. v. Makor Issues & Rights,
Ltd,, 551 U.S. 308, 3223 (2007). The facts in the complaint are viewed collectivedy,
scrutinized in strict isolationld.

The burden of establishintpe affirmative defense of preemptioests upon the party
asserting the defense, and this burden is “demanding” when impossibility pieeimpd been
asserted Wyeth v. Levingsb55 U.S. 555, 573 (2009).

[11. Law and Discussion



The Louisiana Products Liability Act (“LPLA”), La. R.9:2800.51et seq. createghe
exclusive remedy fomjuries arising from product defectd.a. R.S. 9:2800.52 To establish
liability under the LPLA underrgy of the theories, a plaintiff mugtrove four elements: (1)
defendant is a “manufacturer” of the product; (2) plaintiff's damages weximately caused
by a characteristic of the product; (3) the characteristic causing the damage madiulce p
“unreasonably dangerdysand (4)plaintiffs damages arose from a reasonably anticipated use
of the product.Stahl v. Novartis Pharmaceuticals Car@83 F.3d 254, 2661 (5th Cir. 2002).
Productsbecome unreasonabbjangeous from: (1) construction or composition defects; (2)
design defects; (3) inadequate warnings; or (4) breddm express warragt Id.; La. R.S.
9:2800.54(B). In failure to warn caseshe law not only requiremanufactures to provide an
adequate warning at the time the productitsftontrol, if such warning is necessary to apprise
ordinary consumer®f the danger, La. R.S. 9:2800.57{@), it also demands they use
reasonable care to provide adequate warnings after the product leaves its tantRIS.
9:2800.57(C). In presciption drug cases, the learned intermediary doctrine app8ésh| 283
F.3dat 265. In failure to warn claims against prescription drug manufacturerdotbeithe
warning must adequately inform the prescribing physician of the risks involvednthsi drug
that was not otherwise known to the physicith.at 265-66.

In PLIVA, Inc, v. Mensing--- U.S.----, 131 S.Ct. 2567 (2011), the Supreme Court of the
United Sates held that federal law preempted stateand product liabilityaws imposng upon
generic manufactures unilateralduty to change a drug’'s labeEtate tort law requires that a
manufacturer that is, or should be, aware of its drug’s danger to label it in thatagnders it
reasonably safeld. at 2570. However, federal regulations,ir@erpreted by the FDA, prevent

generic manufacturers from unilaterally changing their labdl. State dutiesimpossibly



conflict with thosefederal regulatiosfor preemption purposes “when a party cannot satisfy its
state duties withduthe Federal Government's special permission and assistance, which is
dependent on the exercise of judgment by a federal agehchd. at 2571.

UnderMensing any claims sounding in failure to warn under the LPLA are preenfpted
the LPLA obligationsvould conflict with federal law requiring generic drugs to retain the same
label as the initialhapproved, brand name drugAs will be demonstrated below, all of
plaintiffs’ claims in thg case, save one, are preempted and must therefore be dismissed.

A. Falure toupdate the labgéb match the Reglan label required by the EDA

The plaintiffs assert each of tliefendants failed to comply with thdabeling duties
under the FoodDrug, and Cosmetiéct, 21 U.S.C. 8301 et seq.and regulations implemented
by the Food and Drug Administration (“FDAtp updatetheir labels to inclué warnings
prohibiting the long term use of the drugs during gleentiffs’ exposure which were approved
by the FDA in 2003 and 2004, subsequent to defendants’ ANDA apprdizads. 113, p. 14, 19
3.64-3.65). Defendants argtheeseclaims are preemptathderMensing.

The Supreme Court concluded that thkevantquestion for “impossibility”preemption
analysisis whether the private party could independently do under fedevalvkat state law
requires of it. Mensing,131 S.Ct. at 2579. When the “ordinary meaning” of federal law blocks a
private partyfrom independently accomplishing what state law requikghout obtaining
special approval from the federal government, taatypha established preemptioid. at 2580.

In this case the Courtfinds that the failure to include an FD&pproved labeln
subsequent years after the FDA mandated a strongestabsla claim forrelief under state law

that is plausible on itsate Plaintiff Robert Cooper alleged ah he was prescribed



metcaclopramide beginning in 1998 The warning labels for the druwere strengthened and

clarified several timebetween 1998 and 2009, when Cooper quit taking it:
In 1985, the label was modified warn that ‘tardive dyskinesia ...
may develop in patients treated with metoclopramide,” and the
drug's package insert added thifherapy longer than 12 weeks
has not been evaluated and cannot be recommendeth’2004,
the branéname Reglan manufacer requested, and the FDA
approved, a label change to add that ‘[tjherapy shoolderceed
12 weeks in duratioh.. And in 2009, the FDA ordered a black
box warnhg—its strongest-which states: Treatment with
metoclopramide can cause tardive dyskinesiaerious movement
disorder that is often irreversible Treatment with
metoclopramide for longer than 12 weeks should be avoided in all
but rare cases.

Mensing 131 S.Ct. at 2572-7@itation omitted).

If the defendants did not labéheir products vith the FDA labed that weraequiredof
Reglan (and/or the RLDgt the timethen it would not be in compliance witederal law See
Mensing 131 S.Ct. at 2574'A generic drug application must also ‘show that the [safety and
efficacy] labeling proposed ... is the same as the labeling approved for thelaraefidrug.”).

In considering such allegations, the conflictgmptionanalysis fromMensingdoes not readily
apply, as thedefendants’inclusion of the approved labeling would satistygy federd law.
Since, asMensing makes clear, the FDA’s labeling regulations set the ceiling for labeling
strength any state law purporting to impose more stringent requirements would be préempte
However, a generic drug manufacturefidgdure to adhere to théorandname label the generic
drug is tied towvould plainlyviolate federal law and likely violate state law under the LPILA.

the latterscenarigthe requirements of state lamould coextend with, buould notexceedthe
requirements of federal lawgndering impossibility preemption inapplicable.

Nothing in Mensingforbids thisresult. See, e.g., Couick v. Wyeth, |ndo. 3:09CV-

210RJGDSC, 2012 WL 79670, at **5 (W.D.N.C. Jan. 11, 2012Fisher v. Pelstring ---



F.Supp.2d----, No. 4:09CV-00252TLW, 2011 WL 4552464 at **3 (D.S.C. Sept. 30, 2011)
(both findingMensings impossibility analysis for preemption inapplicable to claims that generic
metaclopramide manufacturers failed to update their labels to match the Reglamdaldated

by the BDA). Thus this claimis not preempted, and the Cothrerefore denies dismissal of this
claim.

Likewise, the defendants’ alleged failure to communicate the strengthabets |
following FDA approval (apart from the actual paper label on the bottlejves dismissal,
since the failure to warn in that scenario would similarly be entirely consisignthe FDA’s
mandated labeling. Thus, a “Dear Doctor” letter notifying a prescribingi@hyg of the newly
updated and strengthened FDA label the generic drug was tied to would not run afoul of any
federal law, which therefore leaves state law free to impose such a burden genéne
manufacturer so long as the state law’s requirements would not purport to requiréethi® le
breach the parameters fsuch correspondencet by the FDA.

Defendants further argue that plaintiffs have already admittecutihgpdated labels
would have been inadequate even if they included the-rtbety-mandated FDA labels.
Defendantghink this point shows plaintiffsposition isinconsistent with basitort conceps of
duty and causation. This amisplacedand prematurargument As La. R.S. 9:2800.53(9) and
9:2800.57(C) makelear, defendants’ legal duties to warn do not change based on what these
two plaintiffs subjectively think adequateecause their potential breach of the duty to warn is an
objective inquiry into the mind of the ordinary, reasonable.uséoreover, defendantaay be
mistakingcausation with damages in this scenarin.the abstract, atrongr warning, even if
still “inadequate in plaintiffs’ mind for purposes of their case against the bvaahe

manufacturercould nonetheleslse inadequate to a lesser degree, thereby potentially permitting



a lower recoveryvithout necessarilypbviating casation Regardlessplaintiffs are permitted to
inconsistently plead separate causes of action under Fed. Rule Civ. P. 8(d)(3) webtog el
their remedy at the pleading stage.

Finally, defendants argue these claims are barred because the FDCA ibars pr
enforcemenof the FDCA. While trueit is irrelevant. Plaintiffs are enforcirthe LPLA not
federal law. This state lamnay independentlycoextendwith the reach of federal law, but
federal law does not subsume the LPLA for this reason alone.

B. Failure tocomply with federal dutieso monitor the safety of drug products and
report findings to the FDA.

Plaintiffs contend that th&lensingdecision and thgovernment'samicus curiaebrief
submitted to the Supreme Coumtthat case indicate that generic manufactuaeesequired to
monitor the safety of their drug products once they enter the marketplacéaarmederal law
requiresthem to take certain action if and when they have concerns regardingatyecédheir
drugs. As plaintiffs have alleged that defendants did not comply with thesg, dytieg instead
to remain willfully ignorant of the risks metoclopramide posed to consurhesspelieve such a
theory is not preempted.

Defendants assert that a breach of duty to monitor tle¢ysaffits products and report its
findings to theFDA are not viable claims under state law as the FDA is the sole governmental
body that can bring an action to enforce the provisions of the Federal Food, Drug, andaCosmet
Act (“FDCA”"). Defendant alsossertsthat even if such a statew duty exists, it is merely a
step inchanging the product’'s warninggich Mensingfound, if not preempted,would render
conflict preemption largely meaningless because it would make most conflicts between state

and faleral law illusory.” 131 S. Ct. at 2579.



According to the FDA, generic manufacturers are required to propose stromgergwa
labels to the agency if they believed such warnings were neddedsing,131 S. Ctat 2577
(“Generic drug manufacturers theecome aware of safety problems must ask the agency to
work toward strengthening the label that applies to both the generic andnaraedequivalent
drug.”) However, the Supreme Couuled that presuming such a duty exisiteg matter isstill
preemptd:
We find impossibility herelt was not lawful under federal law for
the Manufacturers to do what state law required of them. And even
if they had fulfilled their federal duty to ask for FDA assistance,
they would not have satisfied the requirementstafe law... The
federal duty to ask the FDA for help in strengthening the
corresponding brandame label, assuming such a duty exists, does
not changethis analysis. Although requesting FDA assistance
would have satisfied the Manufacturers' federal duty, it would not
have satisfied their state tdaw duty to provide adequate labeling.
State law demanded a safer label; it did not instruct the
Manufacturers to communicate with the FDA about the possibility
of a safer labelindeed, Mensing and Demahy gethat their state
tort claims are based on the Manufacturers' alleged failure to ask
the FDA for assistance in changing the labels.

Mensing 131 S. Ct. 2577-78.

Presuminghatthe defendants haalduty to conduct posharketing surveillance for their
products in order to monitor the safety of its produttisse postmarketing activitiesvould be
merely steps in requesting the FO& help in strengthening the corresponding braache
label. Thus, even ifederal law required defendants to begin dialogue with the FDA if and when
the safety of metopramide came into question, the best result for plaintiffs that could have
ensued from those discussions would have been a stronger label, precisely thediypee db

warn claim thatMensingfound preenpted As Mensingunambiguously stated, “[tlhe only

action [generic drug manufacturers] could independently—tasking for the FDA’s help-is



not a matter of statlaw concern.” 131 S.Ct. at 258These claims are undoubtedly preempted
and must be dismsed

C. Failure to withdraw from the market.

Defendants argue that the Eighth Circuit's judgment considered the “feoluveghdraw
from the market” argument artiusthe Supreme Court’s reversal Mensingis dispositive on
that issue, even though the Supreme Court did not address it. Additioe&lydants argue that
the Supreme Court denied the petition for rehearing e filed by theMensingplaintiffs
based on that issue, thus leadihg conclusion that the Supreme Court imaglicitly decided
that the failure to withcdhw from the markieclaim is preempted Plaintiffs cite Fernandez v.
Chardon,681 F.2d 42, 51 n. st Cir. 1982) aff'd, 103 S.Ct. 2611 (1983argung that “the
denial of a petition for rehearing can have no greater precedential effechéndertial of a
petition for certiorari, which is to say none.”

Because th&upreme Court did not address this argumeMeénsing dismissal based on
preemptionmight arguably appear inappropriate. But even ignoringatigegments over the
precedential value of rehearing denials and judgment revemglwissal isnevertheless
appropriate here. Charging a generic drug manufacturer with a dutyhdrawt its product
from the market fits uneasily into any of the four recognized claims undetRhA. 1t is
plainly not a manufacturing or design defeldim, nor is itawarranty claim. If anything, itis a
failure to warn claim. The logic would go something like this: a manufacturer taty do
warn consumers of dangers; the drug labeling indicates some of its dangers, but lihg labe
itself is not enough; federal law disallows stronger labeling, so the only wegsponsibly
account for the danger is to take the drug off the market altogeSieer Mensing v. Wyeth, Inc.

588 F.3d 603, 611 (8th Cir. 2009%v'd, 131 S.Ct. 2567 (2011)But if it is this logic which
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permits a withdrawal from the market claim gtand that claimdid not survivethe Supreme
Court’s reversal of the Eighth Circuit Mensing. Such contentions cleverly dress up failure to
warn claims in a tempting but ultimately illegitimate guisest#te law couldequirea generic
drug manufacturer to wholly withdraw from the market based on the unreasonable dahger of
product (which is all a successful failure withdraw from the market claim could be), it
necessarilynust repudiatehe label approved by thEDA. But that is precisely whaflensing
teaches state law cannot dbhe motion to dismiss must therefore be granted on this claim.

D. Failure to use additional methods of communication to provide warnings to
physicians

The “changebeingeffected” (“CBE”) process permits drug manufacturers to “add or
strengthen a contraindication, warning, [or] precaution,” 2R @F314.709(c)(6)(iii))(A, or to
“add or strengthen an instruction about dosage and administration that is intendegkiseitice
safe use of the drug product,” § 314.70(c)(6)(iii)(C). When making labeling changeghesing
CBE process, drug manufacturers need not wait for preapproval by the FDA, whiddribrds
necessary to change a labahey need only simultaneously file a supplemental application with
the FDA. 21 CFR 8 314.70(c)(6):Dear Doctor” lettereexplain the risks associated with drugs
to medical professionaldDemahy vActavs, Inc.,593 F. 3d 428, 444 (5th Cir. 2010).

In Mensing the Supreme Court deferred to both the FDA's interpretation of its CBE
process and “Dear Doctor” letgerthe FDA interpretethoth optionsas unavailable to generic
manufacturersndependentlysinceboth options are considered “labeling” in the arena of drug
regulation. Mensing 131 S.Ct. at 2576-77. But this only applied to communications “to
strengthen their warning labels.”ld. at 2576. Nothing inMensing forbids usingthese

communication métods to relate a label warning already approved by the Fip&id.
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In this casethe plaintiffs allege that theefendants failed to use additional methods of
communication that are neither CBEs rdbear Doctot letters to provide warningso
physiciars. Presumingthat the @fendants could have used additional means, the Court
concludes that the additional meanghich the FDA does not consideflabeling” are
neverthelessommunications that warn. In other words, the failure to utilize additionlothet
of communicéon is in reality a failure to warn claimAll alleged avenues of communication
other than the “Dear Doctor” letters mentionefta in Part 1ll.A regarding the failure to update
the labeling claimgherefore appear calculated to hgvevided informal warnings stronger than
the FDA-approved labelingTherefore the Coudismisses thesdaims as preempted

E. Defendant Teva's liability based on RLD status.

Plaintiffs assert thabecausalefendat Teva at some point became one of therezfce
listed drug (“RLD”) for metoclopramide, it bears the burden of a braathe manufacturend
is not entited to preemptionSee Mensingl31 S.Ct. at 2581-82 (distinguishi¢yeth 555 U.S.
555, as governing branthme drugs andcknowledginghe “little sense” the statutory scheme
makes). Plaintiffs base theiargument on the fact thalensingdefined “generic drugas “a
drug designed to be a copy of a reference listed @gyoically a branehame drug)and thus
identical in active ingredientsafety, and efficacy. 131 S. Ct. at 2574. 2 (citations omitted)
Additionally, Plaintiffs cite21 U.S.C. 8§ 355())(4)(G), 21 CFR § 314.94(a)(8)(iii)) and 21 CFR §
314.150(b)(1) (emphasizing the phrase “listed drug” and “reference listed drugithastg for
their conclusion that generic manufarers that hold RLD status baae same burden that brand
name manufaarers faceas holders of a new drug application (“NDA”) (Doc. 119 gt 30

Teva asserts thdt) its metoclopramide tablets amot and hae never been the RLD,

which is theproduct allegedly ingested by plaintiff Robert Cogperd 2)plaintiffs misinterpret
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federal regulations applicable to presdopt drug products Teva contendsthat generic
manufacturersas holders of an abbreviated new drug application (“ANDAY) not acquire the
rights and responsibilities of the holdd#ra NDA by virtue of its producbecoming the RLD
The Court agrees with Teva. While not alleged in the complaint, plaintiffs now argue
that becoming an RLD aome point for metoclopramide oral solution imbues Teva with NDA
duties and liability for metoclopramide tablets. But plaintiffs only alleged he tewjdbe
tablets, (Doc. 113,  3.20), and the regulations do not appear to treat the oral solutiam and th
tablets as therapeutically equivalent.Se€ Prescription Drug Product List, Doc. 119).
Plaintiffs point to nothing showing why RLD status for the oral solution should btedtres
RLD status for the tabletsnaking their belated, ualleged argumds insufficient here.
Additionaly, plaintiffs’ interpretationof federal law appears at odds with the FDA's.

While the relevant statutes and regulations are not modeérrmoiological clarity in making
clear differentiations between listed drugderence listed drugs, and how those terms relate to
NDA applicantsite., brandname drugs) and ANDA applicanise(, generic drugs)the process
basically works as follows

First, a pioneeringrugcompany must obtain FDA approval for its

drugby submiting aNew Drug Application (“NDA”) . ... As part

of the NDA process, therugcompany must inform the FDA of all

patents covering itdrug or the methods of using thdrug ‘with

respect to which a claim of patent infringement could reasonably

be asserted i& person not licensed by the owner engaged in the

manufacture, use, or sale of ttheig.’ ... Drugs approved by the

FDA are known as ‘listed drugs.’ ...

Second, to facilitate the development of generic versiotisteti

drugs the Hatchwaxman Act provids anAbbreviatedNew Drug

Application (“ANDA") process for generidrug manufacturers..

The ANDA process streamlines FDA approval of genéngsby

allowing applicants to rely on the results of the safety and efficacy

studies that supported the FDA's approval ¢ist@d drug. Under
the ANDA process, a generidrug company must submit
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information to show, inter alia, that its genedcug and the

relevant listed drugshare the same active ingredients and are

bioequivalent.
Caraco Phamaceutical Laborairies, Ltd. v. Forest Laboratories, In&27 F. 3d 1278, 1282
(Fed. Cir.2008) (citations omitted).

The FDA has provided a summary of its interpretations of its own regulations in 72 Fed.
Reg. 396291, available at2007 WL 2047956 In that caseBrethine (terbutaline sulfate)
injectionwas withdrawn from sale for reasomsrelated tasafety or effectivenesdd. at 39629
The FDA noted that “ANDA applicants must, with certain exceptions, show that theairug f
which they are seeking approval contaihe same active ingredient in the same strength and
dosage form athe ‘listed drug,” which is a version of the drug that was previously approved
under a new drug application (NDA) Id. at 39629 (emphasis added}.is thus clear that the
FDA considers'listed drugs”to be synonymous with NDA applicants. NExproved drugs, in
turn, are synonymouwith “brandname drug.” Mensing 131 S.Ct. at 2574, n. 2f a brand
name drug which holds the original NDA is removed from the market, the R®Areplacet
with a genericversion anddesignate thegeneric as th@ew RLD for purposes of evaluating
subsequent ANDA applications for that same drid@ Fed. Reg. at 39630The FDA’s views
earn great weight and adeemedconclusive unless plainly erroneougaiply inconsistent with
the regulations, or when there is reason to doubt they reflect the FDA’anf&iconsidered
judgment. Mensing 131 S.Ct. at 257itation omitted).
Haintiffs point to no authority authorizing the FDA &tevatethe dutiesof a generic

ANDA drug to the level of a brand nanNDA drug simply because the FDA chooses that
generic as the comparison model for bioequivalanegsurementarising from the processing

of subsequent ANDASs Presuming theatctual allegations made by tp&intiffs are true,Teva
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does not hold NDA status by virtue of becoming an RLD and thus does not bear the burden of its
brand name counterpartt is the FDA that is responsible forandatingchanges in labelingnd
asMensingrecognizedNDA-approveddrug makersalone retairduties above and beyond those

of genericdrug makers Therefore, the Court grants the motion on this claim.

F. Breach of express warranty

Plaintiffs assert that the complaint alleges facts sufficient to support a clabretch
express warranty under the Louisiana Products liigbNct (“LPLA”) (Doc. 113, 1 4.05.
Defendants assert that thiaiptiffs failed to allege that theeflendants made any representations
other than those contained in the labeling.

The Court finds tat the paintiffs do not allege that theefendants advertised its
products, detailed its products to doctors, or made any other forms of communicajsdse
its products beyond the package insdithe warning labeling materials, if containing a vaaty,
are preempted.Theythus fail to asserd complaint whiclcontains sufficient factual matter to
state a claim to reliebased on state lathat is plausible on its faceDismissal is therefore
proper on grounds of both preemption and factuallyfiitsent allegations

G. Design defect clan.

Plaintiffs assert thatefendants’ products were unreasonably dangerous in design for
failing to incorporate design changes “such as packaging designs intendedy&tentite risk
posed bylongterm use.” (Doc. 113, 14.03. Defendants assert that the claim is preempted and
in the alternative, it is inajuately pled The Court finds it is merely a failur-warn claim
that has been worded to appear otherwss® under Mensingit is preempted. No factual

allegations show the generic, AND&pproved versions of metoclopramide deviated from the
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model, NDAapproved Reglan version. Therefore, the Court grants the motitimisoziaimon
grounds of both preemption and factually insufficient allegations.

H. Manufacturing defect claim.

As defendants’ memorandum points out, the threadbare allegations of a manufacturing or
composition defect in the complaint (Doc. 113, 1 ¥ ply recite the elements of the cause of
action and fail to amount to anything more than a conclusory statement. Thus, alibases!
on Rule 12(b)(6) is appropriate.

IVV.Conclusion; Order

Accordingly, the defendants’ motion to dismiss (Da&&7) is GRANTED in part and

DENIED in part.

Signed in Baton Rouge, Louisiana, on March 6, 2012.

(2%

JAMES J. BRADY, DISTRICT JUDGE
MIDDLE DISTRICT OF LOUISIANA
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