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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY
CAMDEN VICINAGE

BRITTANI TIGERT,
Plaintif, : Civil No. 12-00154 (RBK/JS)
V. - OPINION

RANBAXY PHARMACEUTICALS, INC
et. al.,

Defendants.

KUGLER, United States District Judge:

This matter comes before the Court on the motiaviedicis Pharmaceutical
Corporation (“Defendant”) for judgment on the Second Amended Complaint of Brittaari Tig
(“Plaintiff’), pursuant to Federal Rule of Civil Procedure 12(c). Plaiati#fgedlysuffered
serious liver damage after taking the prggtevn drug Solodyn®. Plaintiff now contends that
Defendant failed to adequately warn consuneéiSolodyn’s dangers, seeking damages under
either a strict products liability or negligence theory of liability. Defehdaserts its
presumptive nomiability under Texas law, which undisputedly applies to this case. Defendant
further notes that botie Fifth Circuit Court of Appeals and seveila@xas district courts have
held that thammunity exception Plaintiff seeks to invoke is preempted by federal @@spite

Defendant’s request that the Court defath® Fifth Circuit’s ruling, theCourt finds that the
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presumption against preemption obtains in this case. Accordingly, Defendant’s rootion f
judgment on the pleadingsENIED.
l. BACKGROUND

Plainiff, a 21 year old college studentasprescribed Solodyn® (“Solodyntd treat her
acne.Compl. 7.3. Defendamtanufactures, marketand distributes Solodyrid. at 16.3.

After allegedlyfilling six prescriptions for the drug, Plaintiff sufferedisess liver damage and
experienced liver failureld. at §7.5. Plaintiff claims that when she was originally prescribed
Solodyn, the drug’s packaging insert “grossly understated the risksaisegd with Solodyn.Id.
at 18.6. The actual label on theug, however, was approved by the Food and Drug
Administration (“FDA”) and featured FDApproved warningsSeeld. at 18.6. Plaintiff
continues to receive treatment for her condition and claims that her use of Solodyth caus
permanent injuriesld. at 17.4.

Plaintiff now seeks damages, under either strict products liability or a eeghidgheory
of liability, for Defendant’s alleged failure to warn consumers and med#eal professionals of
the potential dangers of Solodyn. Plaintiff initially almought common law claims for
misrepresentation of facts, breach of implied warranty, and fraudulent coecgabut later
stipulated to their dismissal.

Defendant files the present motion asserting its immunity as a matter of law. Under
Texas law, defendants in “failure to warn” products liability actions aredaftba rebuttable
presumption of non-liability when “the warnings or information that accompanied the pnoduc
its distribution were those approved by the United States Food and Drug Admionistra ex.
Civ. Prac. & Rem. Code 882.007(a)(1). This presumption may be rebutted by estaldtishing t

“the defendant, before or after pre-market approval. . .withheld from or misrepesethe
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United States Food and Drug Administration requinddrmation that was material and relevant
to the performance of the product and was causally related to the claimamys inju
882.007(h(1). Defendants raise88.007(a)(1) as an affirmative defense and contend that the
882.007(b)(1) exception is preempted by federal law according to the Supreme Getisien

in Buckman Co. v Plaintiff's Legal Comm., 531 U.S. 341 (20@xintiff urges this Court to

adopt an alternative interpretation of both the Texas statute and recent casd fawd no
preempion.
. LEGAL STANDARD

Under Fed. R. Civ. P. 12(c), a court will grant judgment on the pleadings if, on the basis
of the pleadings, no material issue of fact remains and the movant is entitledteids a

matter of law.SeeFed. R. Civ. P. 12(¢DiCarlo v. St. Mary Hosp., 530 F.3d 255, 259 (3d Cir.

2008). In reviewing 12(c) motions, the court must accept the nonmoving party’s welkglea
factual allegations as true and construe those allegations in the light moshliavothe
nonmoving pday. SeeDiCarlo, at 262-63. The court “may grant such a motion only where ‘it
appears beyond doubt that the plaintiff can prove no set of facts in support of his claeim whi

would entitle him to relief.”Carino v. Stefan, 376 F.3d 156, 159 (3d Cir. 2004) (quoting Conley

v. Gibson, 355 U.S. 41, 45-46 (1957)).
1. DISCUSSION
Plaintiff's ability to overcome Defendants’ presungtnondiability hinges on whether this

Courtwill follow the Fifth Circuit decision irLofton v. McNiel Consumer & Specialty

Pharmaceuticalthat882.007(b)(1) is preempted, or adopt the position of the Second Circuit and




determine that it is ndt.S_eeLofton, 672 F.3d 372 (5th Cir. 2012eeaDesiano v. Warner-

Lambert & Co, 467 F.3d 85 (2d Cir. 2006). Defendant encourages the Court to defer to the

Fifth Circuit’s interpretation oBuckman citing the general principle that, where possible, courts
should interpret the law to avoid circuit conflictSeeDef.’s Reply Br. Further Supp. Mot. J.
Pleadings (“Def.’s Reply Br.”) é-4. Defendant further notes that the Court should defer to the
Fifth Circuit because it is the regional circuit coud. at 4.

As a preliminary matter, this Court is not bound by the Fifth Circuit’s intetpyataf
federal law, See.g.Desiang 467 F.3d at 90-91 (stating the court was not obligated to defer to a

foreign circuit’s views on federal lawgeealsoColby v. J.C. Penny Co., Inc., 811 F.2d 1119,

1123 (7th Cir. 1987) (noting that neither circuit nor district courts are required taugiveatic
deference to the decisions of other courts of appeals). Moreover, whatever diytheay
have had to avoid a circuit conflict is now irrelevantaaplitof authorityalready existamong

courts who have addressed this issBeeGarcia v. WyetbkAyerst Labs. 385 F.3d 961 (6th Cir.

2004) (holding that Michigan statute containing an immunity exception was preebnypte
federal law) accordLofton, 672 F.3d at 381 (882.007(b)(1) preempted by federal law absent the
FDA's prior finding of fraud) But seeDesiang 467 F.3d at 98 (concluding that the Michigan

immunity exception is not prohibited through preemptiactordYocham v. Novarties

Pharmaceuticals Corp/36 F.Supp.2d 875 (D.N.J. 2010) (holding that 882.007(b)(1) not

preempted by federallg. Thereforethis Court will evaluate the question of federal

preemption independently, declining to automatically defer to the Fifth Csceni€rpretation.

! Neither party challenges the applicability of Texas law to this disggePl. Second Amend. Compl. at 18;
Def.’s Mot. J. Pleadings at 1. As suehchoice of law analysis is necessary.
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The Lofton Decision
The Fifth Circuit faced a substantially similar question to the omebefore this Court in
Lofton. The plaintiffs sued a drug manufacturer for the manufacturer’s allegeckfeolwarn

consumers of the risk of severe autoimmune allergic reactions to Motrin®nl 62 F.3d at

374. The drug manufacturer moved for summary judgment, asserting the Texagpporsam
nondiability. 1d. The plaintiffs attempted to overcome the presumption by arguing, pursuant to
882.007(b)(1), that the drug manufacturer had withheld or misrepresented matenmahtidn

to the FDA, btithe district court found that federal law preempted the state stédutd. 375.

On appeal, the Fifth Circuit affirmed the district court’s rulind. at 381.

In the absence of directly on point precedent from either the United Statesas Supreme
Court, the Fifth Circuit searched for guidance in relevant Supreme Coustotascand the
conflicting decisions of two circuit courts. At the time, the Supreme Court hadhiagld t
traditional products liability claims were not preempted merelyusera drug’s warning label

was approved by the FDASeeWyethv. Levine 555 U.S. 555 (2009), but that fraud on the

agency claims, in which liability attached “solely by virtue of the FDCAldsure

requirements,” were preempted by federal |&eeBuckman Co. v Plaintiff's Legal Comm.

531 U.S. 341 (2001)TheLofton court first questioned whether the Texas statute fit more
appropriately within th@&uckmanframework or was shielded from preemption altogether under

Wyeth Lofton, 672 F.3d 375-77After deciding that th@uckmanframework applied, the court

then evaluated competing interpretations of the Supreme Court’s dedibian.377.
Both the Second and Sixth Circuit had encountered the questButkimanpreemption

with a similar Michigarimmunity exceptiohand reached divergent conclusions. The Sixth

2 The Michigan statute stated ielevant part:



Circuit determined that the exception was impliedly preemipyeBuckman because the statute
“inevitably conflict[ed] with the FDA'’s responsibility to police fraud swstently with the
Agercy’s judgment and objectivesGarcig 385 F.3dat 965 (quotindBuckman 531 U.S. at
350). Notingthe applicability ofconcerns about judicial interferenaéth the FDAcited in
Buckman the Sixth Circuit found that the Michigan statute was not suftigielstinct from a
fraud on the agency claim to merit differential treatmdat.at 965-66. Consequently, the court
held that unless the FDA itself had already found fraud, plaintiffs could not attemnxrcome
the presumption of nolability by invoking the “fraud-on-the-FDA” statutory exceptiotu. at
967.

The Second Circuit, however, subscribed to a narrower interpretatigurckinan holding
that the Michigan statute was not preempt8deDesiang 467 F.3d at 98. The court first found
thatthe “presumption against preemption,” which did not appBuokman attached to the
plaintiff's claims because they fell within the legislature’s power to regulate naftbealth
and safety, “a sphere in which the presumption against preempti¢ands sit its strongestfd.
at 94. The court also noted that the plaintiffs were not pursuing “fraud-dfEXtA&<€laims, but

rather were “asserting claims that sound in traditional state tort’ldd."The court further

“(5) In a product liability action against a manufacturer or seller, a prakaicts a drug is not defective or
unreasonably dangerous, and the manufacturer or seller is not lidbéediug was approved for safety and efficacy
by the United States food and drug administration, and the drug and its labeti@gn compliance with the United
States food and drug administration's approval at the time the drtigelefontrol of the manufacturer or seller. . .
This subsection does napply if the defendant at any time before the event that allegedly causedithelogs any

of the following:

(a) Intentionally withholds from or misrepresents to the United Statebdod drug administration
information concerning the drug that is reqdite be submitted under the federal food, drug, and cosmetic
act, and the drug would not have been approved, or the United States foodgaadministration would
have withdrawn approval for the drug if the information were accuratbiyisted.” Mich.Comp. Laws
Ann. § 600.2946 (5)(citations omitted).

® The Second Circuit also importantly noted that the position of no ptéemaligned with the pharmaceutical
industries’ position articulated during oral argumerButkman The pharmaceutical industsyressed the unusual
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distinguished the matter betothem fromBuckmanbecause proof of fraud against the FDA was
not an actual element of the plaintiffs claim, but rather would become germand ‘@nly
defendant company chooses to assert an affirmative defense made available ibiitftenM
legislature.* Id. at 96 (emphasis in original). Noting that “common law liability cannot be
easily displaced in our federal system,” the court found that the Michigan stiatunet

“implicate the same concerns that animated the Supreme Court’s decision maBtiekd was
consequently not preemptettl. at 97.

The Fith Circuit evaluated each cotgtrationaleand found the Second Circuit’s
interpretation unpersuasiv&eelofton, 672 F.3d at 379. Skirting the question of whether the
presumption against preemption applied, the a@arthed the conclusion that “because
882.007(b)(1) requires a Texas plaintiff to prove fraud-onRbé-to recover for failure to
warn, this requirement invokes federal law supremacy accordidgdkman.” Id. The court
rejected thesecond Circuit’s distinction betweéaud on the agency as a predicate to recovery
and the fraud on the agency cause of actiesertinghat the distinction fails “when the statute
at issue conditions recovery on ‘establishing’ what amounts to fratite@agency.”ld. at 380.
The court adopted the Sixth Circuit’s ruling on this basis, finding that “the threaposing
state liability on a drug manufacturer for defrauding the FDA intrude[dh@rampetency of

the FDA and its relationship with regulated entities”

nature of the claims asserted by the plaintiffs and stated that “this ig anesual form of State law product
liability action. The plaintiffs don’t claim that these devices were inveany defective. There’s no claim here of
manufacturing defect. There’s no claim here of design defect. The plainsiffglah’t claim that the surgeon who
used these devices did anything wrong. There’s no claim of medigadatiade.”Desiano 467 F.3d at 95 (quoting
Oral Argument TranscripBuckman 531 U.S. 341 (2000)(No. 9B768)).

* The Court is not persuaded by this argumetttycthe Second Circuit's assertion that “only when proof of fraud is
by itselfsufficientto impose liabilityand indeed is the sole basis of liability (as iswaBuckman-does the
incentive to flood the FDA appreciably escalate.” Desiano, 467 F.3d at 9%igsi®n original). Thisis a
“distinction without a difference.”Yocham 736 F.Supp.2d at 888. As a practical matter, the concerns of flooding
the FDAremain whether fraud on the agency is an essential element of the f8aifdifm, or a procedural hurdle
to overcome the presumption of Ahability. Nevertheless, the Court finds that the statute is not preempted
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ReconsideringLofton

The Fifth Circuit emphasized the dangers recogniz&uckmanand their potential
realization if plaintiffs were permitted to invoke 882.007(b)(1) to overcome defendants’
presumptive notiability. Unfortunatey, the court highlighted certain portions of Bieckman
opinion to the exclusion of others. The Supreme Court indeed cautioned that state lamnfraud-
the-agency claims incentivized applicants “to submit a deluge of information that the
Administration néher wants nor needs, resulting in additional burdens on the FDA'’s evaluation
of an application.”Buckman 531 U.S. at 351. This was not, however,ghmary rationale
motivatingthe decision.

The Supreme Coureachedconcerns of burdeninipe FDA aly after determining that the
presumption against preemption did not obtaiBuckman The court contrasted fraud on the
agency claims, which existed “solely by virtue of the FDCA disclosurenagents, from
traditional state tort law claims, which implicated “federalism concerns and thadsioracy
of state regulation of matters of health and public safdtl..at347-48, 353.The court further
distinguished the claims Buckmanfrom traditional state tort law claims by noting that fraud
onthe agency claims served solelyaasiechanism for policing the FDA. This mechanism was
not only duplicative, as the FDA “has at its disposal a variety of enforcememtofitat allow
it to make a measured response to suspected fraud upon the Administration,” but alsdlypotentia
troublesome as it could impose “additional burdens” on the FB&eld. at 349-51. This
distinction is cruciabecause niike traditional state tort law clainiis which theplaintiffs must
still establish the elements of at{dhus regulating the interaction betweabe defendanand
plaintiff, fraud on the agency claims regulatedy the “defendant’s teraction with a federal

agency’ Yocham 736 F.Supp.2d at 887. The Fifth Circuit overlooked tlceiieal difference
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when it failed to recognize the applicability of the presumption against preenapidexpanded
Buckmanpreemption to 882.007(b)(1).
While this Court finds persuasive Defendant’s argurtfeaitsimilar concernsof judicial

oversight ofthe FDAmanifest wih 882.007(b)(1), thesmncers were not the decisive factors
in the Supreme Court preempting fraud on the agency cldiims court reachedoncernof
interferenceonly afterfirst finding that fraud on the agency claims presented a unique
circumstancen which the traditional presumption against preemption of state law did not apply.
Such is not the case here. As such, the Supreme Court’s narrow ridinckimanis unstdle
ground on which to rest a finding of preemption. Therefore, the Court finds that 882.007(b)(1) is
not preempted by federal law.
Sufficiency of Plaintiff's Second Amended Complaint

Defendant alternatively argues that if the Court declines to fdliton, the Court must
still grant themotion for judgment on the pleadings be@B#aintiff doesiotallege fraudwith
sufficient particularity pursuant teederal Rule of Civil Procedure 9(bFed. R. Civ. Proc. R.
9(b) (2006). Thisargument was raised for the first time in Defendargply brief. In both the
Answer and brief in support of the motion for judgment on the pleadings, Defendant contends
that Plaintiff failed to allege fraud with particulgrionly with respect tthe misrepresentation
breach of implied warrantynd fraululent concealment claims, all of whialere vduntarily
dismissed SeeDef.’s Answer {f 10-12.10;seealsoDef.’s Mot. J. Pleadings at 12.
Consequently, the Court will decline to consider this argumg&eeU.S. v. Boggi, 74 F.3d 470,

478 (3d Cir. 1996) (Court of appeal would not consider argtsmarsed in a reply brief so that

® Defendant also implies, without any supporting law, that Plaintiff’s lstifun to dismissal of the
misrepresentation and fraudulent concealment claims precludes her wakimgthe statutory exceptions to
Defendant’s presumptive ndmability. The Court finds this argument unpersuasiv

9



appellees are not prejudiced by the lack of opportunity to respsewitsoStern v. Halligan

158 F.3d 729, 731 n.3 (3d Cir. 1998) (“A party cannot raise issues for the first time in a reply

brief.”); seealsoD’alessadro v. Bugler Tobacco Co., 2007 WL 130798 (D.N.J. Jan. 12, 2007)

(stating that a moving party may not raise new issues in a reply brief béocawsereply is
permitted, so the opponent has no opportunity to address the new defense.”)
V. CONCLUSION

For the foregoing reasons, Defendant’s motion for judgment on the pleadings puwsuant t
Federal Rule of Civil Procedure 12(c), is DENIED. An accompanying orddnsha today.
Dated:12/18/2012 /s/ Robert B. Kugler

ROBERT B. KUGLER
United States District Judge
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