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IN THE UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF ARKANSAS
WESTERN DIVISION
JOYCE FULLINGTON PLAINTIFF
V. No. 4:10CVv00236 JLH
PLIVA, INC., formerly known as
Pliva USA, Inc.; and MUTUAL
PHARMACEUTICAL COMPANY, INC. DEFENDANTS

OPINION AND ORDER

After taking the prescription drug metoclopramide for some time, Joyce Fullington
developed tardive dyskinesia. She brought this action against the manufacturers of the brand-name
form of metoclopramide, as well as the manufaatuof the generic form. The Court previously
granted summary judgment in favor of therataname metoclopramide manufacturers because it
is undisputed that Fullington did not use their product. Thereafter, the Supreme Court held that
state-law causes of action alleging that the gemeanufacturers of metoclopramide failed to give
adequate warnings are preempted by federal RuWVA, Inc. v. Mensing-- U.S. ---, 131 S. Ct.

2567, 2572-73, 180 L. Ed. 2d (2011). Fullington has nawed for reconsideration of the order
dismissing the brand-name manufacturers, and the generic manufacturers have moved to dismiss the
action pursuant to Rule 12(b)(6) of the Federal RafeCivil Procedure. For the following reasons,
the generic manufacturers’ motion to dismiss is granted, while Fullington’s motion for
reconsideration as to the brand-name manufacturers is denied.

l.

Before marketing and distributing a hckname prescription drug, the Food, Drug, and
Cosmetic Act requires the pharmaceutical manufact or “innovator,” who produced the drug to

obtain regulatory approval from the U.S. Fa@od Drug Administration by submitting a New Drug
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Application. 21 U.S.C. § 355(a)-(i) (2010)This application must contaimter alia, safety
information, efficiency information, and a proposed label reflecting appropriate use, warnings,
precautions, and adverse reactiotts.at 88 355(b), (d)see als®1 C.F.R. 8 201.56. After the
application is approved, the innovator has the ekaugght to market the drug for a certain period
of time, after which other manufacturers may mageateric versions of the drug if approval has
been obtained. Since the adoption of the Haetxman Amendments to the Act, Pub. L. No. 98-
417, 98 Stat. 1585 (1984), a generic manufacturgrainaose to submit only an Abbreviated New
Drug Application, which does not require indepemdevidence of safety or efficacy. 21 U.S.C.
8 355(j). Instead, the generic manufacturer must estabiten,alia, that the generic drug has
enough of the same active ingredients to be ‘thioalent” to the brand-name drug, and that the
generic drug has essentially the sanmgpsed label as the brand-name didgat 8 355(j)(2)(A).
Metoclopramide was approved by the FDA in 1980 to treat ailments such as acid reflux
disease and diabetic gastroparesis. The drug has been available in both brand-name and generic
form since 1985. At differenttimes, Wyeth LL&;hwarz Pharma, Inc., and Alaven Pharmaceutical
LLC manufactured and distributed “Reglan,” the brand-name form of the' dPud\VA, Inc. and
Mutual Pharmaceutical Company have manufactgeneric metoclopramide since the mid-1980s.
Pfizer Inc. never manufactured or distributed Reglad was joined solely its capacity as the

parent company of Wyeth.

! Wyeth manufactured and distributed Reglan from 1989 through December 2001.
Schwarz acquired from Wyeth the rights to Reglan in December 2001 and manufactured and
distributed it until 2008. In 2008, Alaven acquired the rights to Reglan from Schwarz, and it
currently manufactures the drug.



As the Supreme Court explainedviensing

Evidence has accumulated that long-term metoclopramide use can cause tardive

dyskinesia, a severe neurological disorder. Accordingly, warning labels for the

drug have been strengthened and clarified several times. In 1985, the label was

modified to warn that “tardive dyskinesia . . . may develop in patients treated with

metoclopramide,” and the drug's packageriresdded that “[t|herapy longer than 12

weeks has not been evaluated andnoch be recommended.” In 2004, the

brand-name Reglan manufacturer requested, and the FDA approved, a label change

to add that “[tlherapy should not exceE&lweeks in duration.” And in 2009, the

FDA ordered a black box warning—its strongest—which states: “Treatment with

metoclopramide can cause tardive dyskinesia, a serious movement disorder that is

often irreversible. . . . Treatment withetoclopramide for longer than 12 weeks
should be avoided in all but rare cases.”
Mensing 131 S. Ct. at 2572-73 (internal citations omitted).

Fullington’s claims are based upon the assettiahthe defendants failed to give adequate
and accurate warnings to her or the medical conity of the known or apparent risks associated
with metoclopramide’s long-term use. Fullingiogested only generic metoclopramide; she did
not ingest any metoclopramide manufacturedlistributed by brand-name defendants Wyeth,
Pfizer, Schwarz, or Alaven. Because Fullingtlid not use their product, the Court granted
summary judgment in favor of these brand-nanferd#ants. At the parties’ request, the Court
stayed the remaining claims in anticipation & 8upreme Court’s consolidation and consideration
of several cases, including an Eighth Circuit opinibat could control relevant preemption issues.

On June 23, 2011, the Supreme Court released its decisMenising Soon after, this
Court lifted the stay and the generic manufaatsimoved to dismiss. Fullington opposed the

motion to dismiss and, as noted, moved for recenattbn of the summary judgment in favor of the

brand-name manufacturers.



[l. THE GENERIC MANUFACTURERS’ MOTION TO DISMISS

The pleading standards, and the correlatiedsrds for ruling on a motion to dismiss under
Rule 12(b)(6), are well known. A complaint mushtain “a short and plain statement of the claim
showing that the pleader is entitled to relief.”dFR. Civ. P. 8(a)(2). While Rule 8(a)(2) does not
require a complaint to contain detailed factual allegations, it does require a plaintiff to state the
grounds of his entitlement to relief, whiclytgres more than labels and conclusioBsll Atlantic
Corp. v. Twombly550 U.S. 544, 555, 127 S. Ct. 1955, 1964-65, 167 L. Ed. 2d 929 (2007). In ruling
on a motion to dismiss, the Court must accept as true all factual allegations in the complaint and
review the complaint to determine whether its alleges show that the pleader is entitled to relief.
Schaaf v. Residential Funding Carpl17 F.3d 544, 549 (8th Cir. 2008). All reasonable inferences
from the complaint must be dravin favor of the nonmoving partfCrumpley-Patterson v. Trinity
Lutheran Hosp.388 F.3d 588, 590 (8th Cir. 2004). The Court need not, however, accept as true
legal conclusions, even those stated as though they are factual allegasbosoft v. Igbgl556
U.S. 662, 129 S. Ct. 1937, 1949-50, 173 L. Ed. 2d 868 (2009).

State law that conflicts with federal lasvpreempted under the Constitution’s Supremacy
Clause.SeeU.S. Const., art. VI, cl. Zrosby v. Nat'l| Foreign Trade CoungcB30 U.S. 363, 372,
120 S. Ct. 2288, 2294, 147 L. Ed. 2d 33@J0). Congressional intent poeempt state law is the
“ultimate touchstone” of preemption analysis ang lmaexpressed in statutory language or implied
in the structure and purpose of federal |&ipollone v. Liggett Group, Inc505 U.S. 504, 516, 112
S. Ct. 2608, 2617, 12Q.. Ed. 2d 407 (1992).One form of implied preemption is conflict
preemption, which means “state law is preemptetat law actually conflicts with federal law

....."1d. (citation omitted). Conflict preemption can tuether broken down into categories, one



of which is impossibility preemption, which occwken compliance with both state and federal law
is impossible.Crosby 530 U.S. at 372-73, 120 S. Ct. at 229%e burden of proving impossibility
preemption is demanding, falling entirely on the defendatyeth v. Leviné&55 U.S. 555, 573, 129
S. Ct. 1187, 1199, 173 L. Ed. 2d 51 (2009).

In Mensing the Supreme Court decided two caseshich consumers had sued generic
metoclopramide manufacturers for violating statelea by failing to provide adequate warnings
of the drug’s risks. Much like Fullington, théensing plaintiffs alleged that the generic
manufacturergnter alia, failed to report sufficient safety infoation on the label or directly to the
medical community.SeeDemahy v. Actavis, Inc593 F.3d 428, 430 (5th Cir. 2010)gnsing v.
Wyeth, Inc.562 F. Supp. 2d 1056, 1058 (D. Minn. 2008). In responsé/d¢msingdefendants
argued that they could not simultaneously comaptiz both federal and state law because, assuming
the allegations of inadequate warnings were traée sbrt law required them to use a different label,
while federal law required them to use the same label as the brand-name product. The Supreme
Court agreed and held that the claims under state tort law were preempted because it was impossible
for the defendants to comply with both state and federal Mensing,131 S. Ct. at 2581. The
Court explicitly grounded its conclusion on the fibett generic manufacturers would break federal
law if they unilaterally changed warning labeds sent additional warnings to the medical
community by way of “Dear Doctor” letter$d. at 2575-76. The Court emphasized that the claims
under state tort law were preempted regasiiaf whether manufacturers had a duty to propose
stronger warning labels to the FDAd. at 2577. Even if such a duty existed, the Court opined,

generic manufacturers would still be reliant on a third party, and the “question for ‘impossibility’



is whether the private party could independedtiyinder federal law whatade law requires of it.”
Id. at 2579.

In their motion to dismiss, generic defendants PLIVA and Mutual arguéigasgingis
directly on point because it involved the same wethn, injuries, basic claims, and even some of
the same parties as the present actidensing they assert, holds that all claims under state tort law
against generic drug manufacturers based on agedlli@ilure to warn are preempted because the
manufacturers cannot comply with federal laarring generic manufacturers from additional
warnings and with state law requiring additibmarnings. In response, Fullington argues that
Mensingis narrow because the Supreme Couly ruled concerning the specific content of drug
labels, and at least some of her claims survive because they do not concern drug labeling.

In Mensing the Supreme Court held that federal lreempts “state tort-law claims based
on certain drug manufacturers’ alleged failure to provide adequate warning labels for generic
metoclopramide.”ld. at 2572. The Supreme Court also saiMensingthat federal law did not
permit generic manufacturers “to issue additional warnings through Dear Doctor letters” because
the FDA viewed such warnings as “labelindd. at 2576. Thudylensings preemption coverage,
even if restricted to “labeling,” extenti®yond the actual papettached to the bottle.That the

holding ofMensingencompasses all failure-to-warn claims against generic manufacturers has been

2 The relevant statutes and regulatiors® aontain a remarkably broad definition of
labeling. See21 C.F.R. 202.1()(2) (“Brochures, booklets, mailing pieces, detailing pieces, file
cards, bulletins, calendars, price lists, catalogs, house organs, letters, motion picture films, film
strips, lantern slides, sound recordings, exhibits, literature, and reprints and similar pieces of
printed, audio, or visual matter descriptive of a drug and references published . . . for use by
medical practitioners, pharmacists, or nursestaining drug information supplied by the
manufacturer, packer, or distributor of the damgl which are disseminated by or on behalf of its
manufacturer, packer, or distributor are herebyrdeteed to be labeling as defined in section
201(m) of the act.”).



recognized in a plethora of subsequent lower court cases that have considered the &a=sion.
e.g., Smith v. Wyetinc.,657 F.3d 420, 423 (6th Cir. 2011) (affirming, based//i@msing a district
court’s conclusion that “state-law failure-to-warn claims against the generic defendants were
preempted by federal law™§3uarino v. Wyeth LLC--- F. Supp. 2d --2011 WL 5358709, at *3
(M.D. Fla. Nov. 7, 2011) (“In short, any statevlalaim involving a generic drug label or warning
is preempted and must be dismissed with prejudice Wheesing”); Metz v. WyetiNo. 8:10-CV-
2658, 2011 WL 5024448, at *4 (M.D. Fla. Oct. 20, 2Qtigmissing metoclopramide claims based
on a “purported failure to adequately wawnsumers and the medical community” because of
Mensing; Morris v. Wyeth|nc., No. 3:09-CV-854, 2011 WL 4973834t *2 (W.D. La. Oct. 19,
2011) (“InMensing the Supreme Court held that federal law governing labeling of pharmaceuticals
preempts state law failure to warn claimsQuilbeau v. Wyeth IncNo. 09-1652, 2011 WL
4948996, at *1 (W.D. La. Oct4, 2011) (noting thatlensingheld that “state-law tort claims based
on an alleged failure to warn of the risksgeiheric medications are preempted by federal law”);
Fisher v. Pelstring--- F. Supp. 2d ---, 2011 WL 4552464, *1.@C. Sept. 30, 2011) (noting that
Mensing“considered the issue of federal preemptiostafe-law failure to warn claims involving
generic drug manufacturers’$chork v. Baxter Healthcare CorfNo. 4:10-cv-00005, 2011 WL
4402602, at *3 (S.D. Ind. Sept. 22, 20{dpting that the Supreme CourtNensing“found that
state law claims against manufacturers of geneuiggiior failure to warn are preempted by federal
law”); Couick v. Wyethinc., No. 3:09CV210, 2011 WL 582602t (W.D.N.C. Aug. 12, 2011)
(noting that the Supreme CourtNtensing‘held that state law failur® warn claims are preempted
.. ..."). The interpretation dflensingby these lower courts coincides with that of the four

dissenting Supreme Court justiceSee Mensingl31 S. Ct. at 2582 (Sotomayor, J., dissenting,



joined by Ginsburg, Breyer, and Kagan, JJ.) (noting that the majority held “that federal law
immunizes generic-drug manufacturers from all state law failure-to-warn claims 3. . .”).

In her complaint, Fullington asserts claimsfelief under Arkansas law for strict liability,
negligence, gross negligenceddulent misrepsentation, negligent misrepresentation, fraudulent
concealment, and breach of the implied warranties of merchantability and fitness for a particular
purpose. The factual allegations as to wrongdoing by the generic manufacturers are contained in
paragraphs 6.41 through 6.56 of the complaint. oAlhose allegations are allegations that the
generic manufacturers provided inadequate or inaccurate information regarding the harm that
metoclopramide may cause. Thus, all of Fullington’s claims against the generic manufacturers
depend on her failure-to-warn allegatiorgeeMorris, 2011 WL 4973839 at *3 (recognizing that
defective design, breach of express warranty, and defective construction/composition claims were
failure-to-warn claims because the factual allegations only covered a failure toMeizn 2011
WL 5024448 at *1 n.4 (recognizing negligence, stiattility, warranty, misrepresentation, fraud,
and negligencper seclaims as essentially failure-to-warn claim@yarino, 2011 WL 5358709 at
*2 (dismissing negligence, strict liability, warranty sm@presentation, and fraud claims as “on their
face, premised on an allegedly inadequate warning”).

While products liability law in Arkansas encoagses claims for relief other than failure to
warn, Fullington has not adequately pled any stleims. Arkansas recognizes three types of

product defects — manufacturing defects, giesiefects, and inadequate warninggest v. Searle

® Notably, while theMensingmajority interacts with various arguments put forth by the
dissent, it does not rebut this or similar statements. On the contrary, the majority states that it
“acknowledgel[s] the unfortunate hand that fadlerug regulation has dealt Mensing, Demahy,
and others similarly situatedId. at 2581.



& Co., 305 Ark. 33, 37,806 S.W.2d 608, 610 (1991). In her complaint, Fullington mentions once,
in passing, that unspecified defendafésied to use due care in manufacturing metoclopramide.
SeeOriginal Comp., § 7.01. This conclusory gh¢ion, unsupported by any factual allegations, is
not enough to state a manufacturing defect clédeeAshcroft 129 S. Ct. at 1949-50 (noting that
“[tIhreadbare recitals of the elements of a cafsetion, supported by mere conclusory statements,
do not suffice”). Fullington’s allegations oesign defect are also conclusor§ee, e.g.Pl.’s
Original Comp., 1 7.01 (“These Defendants failecexercise reasonable care in the design of
Reglan/metoclopramide because as designed, it was capable of causing serious personal injuries
such as those suffered by Ms. Fullington during foreseeable use . .id.. gt {1 7.06
(“Reglan/metoclopramide was unreasonably defedn design and marketing, considering the
utility of the product and the risk involved in its use, because as designed and marketed,
Reglan/metoclopramide could cause injuries such as those suffered by Ms. Fullington during
foreseeable use.”). The complaint makes natdcllegations that PLIVA or Mutual, as opposed
to the brand-name manufacturers, actually designed metoclopramide; it makes scarcely any
allegations describing the nature of any allegesign defect; and it makes no allegations as to how
any design defect caused Fullington’s injuries. Todktent that these allegations allege a design
defect in addition to a failure to warn, they fail un@shcroft

Fullington argues that the defendants areldiaor failing to notify Fullington or her
physicians about the existence of the 2004 lebahge to metoclopramide approved by the FDA,

as is required. She cites a letter from\PA’s counsel to the Supreme Court in thiensingcase

* The complaint makes separate factual allegations against the brand-name manufacturers
and the generic manufacturers, the “claims for relief” sections of the complaint refer to “the
Defendants” without specifying which defendaate alleged to have committed which tort.

9



as evidence that PLIVA has admitted this failUseeDocument #64-3. The Court need not decide
whether such a claim is preempted because Fullington did not allege such a claim in her complaint,
nor did she allege that she ingested metoealmjte during the relevant period when PLIVA and
brand-name labels were different.

Finally, Fullington contends that impossibility preemption does not apply because the
generic manufacturers could have complied with both state and federal law by simply pulling the
drug off the market entirely. While the Eighth CircuitNtensingagreed with this argument,
Mensing v. Wyeth, Inc588 F.3d 603, 611 (8th Cir. 2009), the Supreme Court reversed the Eighth
Circuit’s judgment irMensing The Eighth Circuit then vacated the portions dfigsisingopinion
that addressed preemption, including the section adopting the argument that impossibility
preemption did not apply because the manufacsuwrould pull the drug from the markéiensing
v. Wyeth658 F.3d 867 (8th Cir. 2011). Thus, Fullingtoafrgument has been overruled. The final
result inMensingwas dismissal of the claims against the generic manufacturers of metoclopramide
as preempted by federal law. The result will be the same here.

[ll. F ULLINGTON 'SMOTION FOR RECONSIDERATION

Fullington requests relief from the Court’s order granting summary judgment to the brand-
name defendants, citing Federal Rule of Civildedure 60(b)(5). Rule 60(b) states the grounds for
relief from “a final judgment, order, or procerndi” The order that granted summary judgment in
favor of the brand-name manufacturesss not a final judgment or ordeBee Porter v. Williams
436 F.3d 917, 919 (8th Cir. 2006) (“Generally, partiahsary judgments are not final . .. .”). That
order did not adjudicate all of Fullington’s claimsagst all of the defendants. Any decision “that

adjudicates fewer than all the claims or the rigimig liabilities of fewer than all the parties . . . may

10



be revised at any time before the entry of a juelginadjudicating all the claims and all the parties’
rights and liabilities.” Fed. R. Civ. P. 54(b). Tafare, the Court will consider Fullington’s motion
as a motion for reconsideration of the ordeanting summary judgment to the brand-name
manufacturers without regard to the strictures of Rule 60(b).

The decision to grant summary judgment in favor of the brand-name manufacturers was
based on Arkansas law. Arkansas law, like the law of most states, provides that a plaintiff in a
products liability action must plead and praokat he used the defendant’s produ&ee Fullington
v. Pfizer No. 4:10CVv00236, 2010 WB632747 (E.D. Ark. Sept. 17, 2010). NothingMensing
purported to overrule this principle of state laney would the United &tes Supreme Court have
the authority to overrule such a principle of state in the absence ofcnflict between state law
and federal law. Nothing in federal law requires states to permit plaintiffs in products liability
actions to recover from suppliers or manufactuvdrese product the plaintitfid not use. In its
original opinion in Mensing the Eighth Circuit upheld the dismissal of the brand-name
manufacturers because the plairditf not ingest their producMensing 588 F.3d at 612-14. The
court did so because “[tJraditional products liabiligguires a plaintiff to show that she actually
consumed the defendant’s productd. at 612 (citingBixler by Bixlerv. Avondale Mills 405
N.W.2d 428 (Minn. App. 1987). Atbugh the Eighth Circuit vacatéue remainder of its opinion
after the Supreme Court’s decisiorMensing it did not vacate this sectio®eeViensing v. Wyeth
658 F.3d 867 (8th Cir. 2011). Because th@tion of the Eighth Circuit’s opinion iklensingwas
based on Minnesota law, we may infer that tlghi Circuit did not construe the Supreme Court’s

Mensingopinion to overrule the principle of stdéav providing that a manufacturer of a product

11



cannot be held liable to a consumer who diduset that manufacturer’s product. The motion for
reconsideration is denied.
CONCLUSION

For the reasons stated, defendants PLIVA, Bnd Mutual Pharmaceutical Company, Inc.’s
joint motion to dismiss is grarde Document #62. Fullington’saims against PLIVA, Inc., and
Mutual Pharmaceutical Company, Inc., are dgs®ad without prejudice pursuant to Fed. R. Civ. P.
12(b)(6). Plaintiff's motion for relief from judgment is denied. Document #65.

Fullington may file a motion for leave to amend, with a proposed amended complaint
attached as required by Local Rule 5.5(e), within ty@me days from the entry of this order. If
she fails to do so, the court will asse that she has decided to @sher original complaint, so the
Court then will enter a final and appealablelgment. If she moves for leave to amend, the
defendants may file briefs opposing the motion pursuant to Local Rule 7.2(a).

IT IS SO ORDERED this 12th day of December, 2011.

). Jeon fibete

b/ LEON HOLMES
UNITED STATES DISTRICT JUDGE
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