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In this putative nationwide class action brought under California state consumer protection
laws, Plaintiffs claim that Defendants failed to warn them about differences between their generic
anti-depressant medication and the name brand medication. Class members experienced adverse
side effects after switching to the generic anti-depressants offered by Defendants. Plaintiffs suggest
that they never would have purchased Defendants' products had they been made aware of therisks
attached tothe medication. Defendantsbelievethat Plaintiffs’ claimsare preempted and have moved
to dismissthe Complaint. The Court concludes that the Supreme Court’ s recent decision in Wyeth
v. Levine, and subsequent casesinterpreting that decision, have foreclosed Defendants' preemption

argument. Their motion, therefore, is denied.

BACKGROUND

A. Factual and Procedural Background

Bupropion Hydrochloride (“Bupropion”) is the active ingredient in the prescription anti-
depressant Wellbutrin and several generic antidepressants. (Admin. Class Compl. 1 11-12.) By

2007, Buproprion was the fourth-most prescribed anti-depressant in this country, with over 20



millionretail prescriptionswrittenannually. (1d. 113.) Itssideeffectsinclude headaches, migraines,
agitation, tremors, nervousness, dizziness, decreased memory, insomnia, abdominal pain, nausea,
diarrhea, vomiting, chest pains, and seizures. (Id. 120.)

GlaxoSmithKline (Glaxo) first brought Bupropion to the market in the late 1980s under the
name Wellbutrin. (1d. § 21.) It was originally available only in an immediate-release form
(Wellbutrin IR) that the patient wasrequired to take threetimes per day. (1d. 22.) It used amatrix
rel ease mechanism and was metabolized in the upper gastrointestinal tract. (Id.) The concentration
of Bupropionin the blood peaked two hours after taking Wellbutrin IR. (I1d. §23.) Theinitia sale
of Wellbutrin IR, however, was delayed due to the possibility of serious side effects. (1d. §24.)

In 1996, Glaxo introduced Wellbutrin SR, a sustained-release formulation of Wellbutrin,
which al so used amatrix rel ease mechani sm; concentrationsof Buproprionintheblood peaked three
hours after taking Wellbutrin SR. (1d. §125-26.) Wellbutrin SR users often took two 150 mg pills
perday. (Id. 126.) Thisiteration of the drugwas proneto “dose dumping,” meaning the drug was
absorbed quicker whenthepill wastaken withfood. (Id. 128.) Glaxo, aswell asthe generic makers
of Wellbutrin SR, disclosed the possibility of dose dumping on their labels though they considered
itclinically insignificant. (1d. 28-29.) TheFood & Drug Administration (*FDA™) did not require
aNew Drug Application (“NDA”) for thisformulation; instead, Glaxo was permitted to rely on the
data submitted aong with the immediate-release formulation. (Id. 25.)

In 2003, Glaxo released Wellbutrin XL, an extended-release formulation that only needed
to be taken once per day. (Id. §30.) Wellbutrin XL employed a membrane-rel ease technol ogy,
meaning that “the drug was not released through a dissolving pill, but seeped at a controlled rate

through amembrane that actually passed through the entire Gl tract intact.” (1d. 131.) Thisrelease



mechanism solved the dose dumping problem and Glaxo updated its label accordingly. (Id. §32.)
Concentrations of Buproprion in the blood peaked five hours after taking Wellbutrin XL. (Id.) The
membrane-rel ease technol ogy was patented and thus generic drug manufacturers had to devise an
extended-release formulation that did not infringe upon the patent. (Id. § 34.) Generic drug
companies such as Watson Pharmaceuticals and Anchen Pharmaceuticals developed a similar
membrane technology but Defendants did not. (Id. 11 35-36.)

Defendant Impax Laboratories, Inc. currently makes a 150 mg generic product called
“bupropion hydrochloride XL,” which is distributed by Global Pharmaceuticals, an Impax
subsidiary. (Id. §50.) Impax also makesa300 mg generic drug, Budeprion XL, whichisdistributed
by Defendant Teva Pharmaceuticals. (Id. 149.) The generic versions of Wellbutrin XL involved
in thislitigation entered the market in late 2006/early 2007. (1d. 141.) These generics use amatrix
technol ogy rather than amembrane-rel ease technol ogy and rely on the size of the pill to control the
release of the medication. (Id.) The generics subject to thislitigation achieve peak concentrations
in two hours, versus five hours for Wellbutrin XL and generic versions produced by Anchen and
Watson. (Id. §43.) The matrix technology caused Defendants’ pillsto break apart quicker than the
name brand drugs and metabolize in the upper Gl tract. (Id. §44.) Thus, theamount and rate of the
active chemical released into the body from Defendants’ drugs depended upon factorslikefood and
alcohol consumption, other medications, and other Gl issues. (Id. §44.) Wellbutrin XL users, on
the other hand, attain the benefits of their medication without focusing on these issues. (1d.)

Plaintiffs do not dispute the FDA'’s finding of bioequivalence, which was necessary to
approve the generic drugs before they could be marketed. Instead, Plaintiffs claim that post-

approval, Defendantsbecame awarethat the differences between Wellbutrin and their productswere



material, and thusthey had aduty to disclosethisinformation. (1d. §48.) Specifically, Plaintiffssay
the more rapid release of Defendants’ drugs renders them less effective in treating depression and
more dangerous than those products using a membrane-release technology. (Id.  52.) After
Defendants' products arrived on the market, complaints poured in from patients who claimed that
the generic drugsthey weretaking was not as effectiveasWel lbutrin XL and they were experiencing
adverse side effects. (Id. §54-56.) Those patients who switched back to Wellbutrin XL or anon-
Impax generic drug immediately improved. (Id. 157.) Although Defendants were made aware of
the problems with their drugs, they failed to disclose thisinformation or warn patients and doctors
about the differences between the medications. (Id. §59.) In fact, to protect their market share,
Defendants continued to misrepresent that the rel ease profile of their productswasidentical to those
of the name brand product. (ld. § 60-62.) Furthermore, during patent litigation involving the
delivery method of Defendants' drugs, Defendants touted the differences between their method of
delivery and that used in Wellbutrin XL. (I1d. 163.) Thislitigation was sealed from the public. (1d.)
Additionally, studiesshowed that Budeprion XL released 34% of itsBupropionwithinthefirst hour,
compared to only 8% for Wellbutrin XL (300 mg). (Id. 164.) And within two hours of ingestion,
Budeprion XL released between 25% and 50% of its Bupropion, compared with less than 20% for
Wellbutrin XL. (Id. §66.) InApril of 2008, under pressure from consumers, non-profit watchdogs,
and the medical community, the FDA issued areport explaining some of the differences between
Wellbutrin XL and Defendants generic product; however, the FDA made no determination as to
whether Defendants’ warnings were adequate. (1d. 1 69.)

According to the Complaint, Defendants have made the following omissions and

mi srepresentations, among others: (1) failureto disclose that the Bupropion contained in Budeprion



XL reaches its peak concentration in the bloodstream in just two hours and instead insisting that
maximum levels are only reached after five hours; (2) failure to disclose that taking Defendants
products with food increases the amount of the drug eventually released into the body thereby
causing adverse events; (3) failure to disclose that the 300 mg generic drug was never tested for
bioequivalence with Wellbutrin XL ; (4) failure to disclose the existence of testsindicating that the
dissolution of Defendants’ productsvaried significantly from Wellbutrin XL ; (5) failureto disclose
numerous complaints of adverse side effects and decreased efficacy suffered by persons who
switched from Wellbutrin XL to Defendants’ products; (6) failureto disclosethat their products had
a different physiological and therapeutic effect than Wellbutrin XL; (7) failure to disclose that
Defendants' products employed an inferior release technology; and (8) misrepresenting that their
product worked thesameasWellbutrin XL. (Id. 71.) Defendantsalso failed toinform thosetaking
their drugs that they needed to be closely monitored. (Id. 11 72-75.) Defendants kept all of this
information secret in an effort to protect their market share. (Id. §76.) Indeed, after word of the
patient complaints became public, Budeprion XL lost significant market share. (Id. T 79.)
According to the Complaint, if Plaintiffs knew the truth about Defendants generic products, they
would not have purchased those products. (Id.  142.) As aresult, they suffered injury and lost
money because they paid for an unsatisfactory product. (Id. §153.)

According to Plaintiffs, Defendants’ actions have disrupted the generic market for
antidepressants. Theproblemsrelateonly to Defendants generic antidepressants; doctors, however,
cannot direct pharmaciststo fill aprescription with aparticular version of agenericdrug. (1d. 184.)
Instead, doctors have been insisting that pharmaci sts use the brand name drug rather than ageneric.

(1d. §185.) Thus, Wellbutrin XL has managed to recapture achunk of the Bupropion market despite



the existence of comparable generic drugs and has actually increased in price. (Id. 1 86, 89.)

The named Plaintiffsin this putative class action are Andrew Richards and Micki Sackler.
Richardsisan adult citizen of Californiawho suffersfrom depression and used Defendants’ product
to treat hisdepression from January to March 2008. (Id. §114.) Prior to using Defendants’ product,
he used Wellbutrin XL (300 mg), which treated his depression with little or no side effects. (1d.)
He believed that Defendants’ generic was identical to Wellbutrin XL but while on the generic, his
depressive symptoms returned and/or increased and he also suffered aseizure. (Id.) Sackler isalso
an adult citizen of California who, in or around 2008, used Defendants’ product to treat her
depression. (Id. 1 115.) She had been taking Wellbutrin XL (150 mg) and when she switched to
Defendants' generic drug, she noticed an immediate return of her depression and also had trouble
dleeping. (Id.) As stated in the Administrative Class Action Complaint, “[t]his lawsuit seeks to
apply California' s statutory business standards to a California drug manufacturer (Impax) and its
distribution partner (Teva) for uniform national conduct emanating from California. Defendants
engagein nationwide market activity, providing the samelabel with every Impax Product that omits
materia information. A national solution makessense.” (Id. 11199-100.) Plaintiffshave sued under
Cdifornia law, specifically, the California Business and Professions Code and the California
Consumer Legal RemediesAct. (1d. 11104-10.) Plaintiffsare not seeking recovery for any personal
injuries that any Class member may have suffered but rather want an injunction and restitution for
money they have spent to purchase the deceptive products. (Id. 121.)

The Class asserts jurisdiction under the Class Action Fairness Act, 28 U.S.C. § 1332(d)(2),
and claims that this litigation may be maintained as a class action under either Rule 23(b)(2) or

23(b)(3) of the Federal Rules of Civil Procedure. (1d. 111111-12, 122-28.) The Class consists of:



All personsor entitiesin the United State who purchased, paid-for (inwhole
or in part), Bupropion Hydrochloride XL (150 mg) and/or Budeprion XL
(300 mg) manufactured by Impax.
Excluded from the Classes are Defendants, any parents, subsidiary or
affiliate of Defendants, and their officers, directors, and employees,
who are or have been employed by Defendants, and any judicial
officer who may preside over this action.

(1d. 119,

Count | isaclaim under Caifornia’ s Unfair Competition Law based on the omissions and
misrepresentations surrounding Defendants products. (1d. 1 129-45.) Plaintiffs allege that
Defendantsengaged in apattern of unfair business practicesthat hasharmed consumers, physicians,
pharmacies, and insurance companies. (Id.  132.) Furthermore, Defendants' actions have aso
harmed competitors in that they have unfairly seized market share. (Id. 11134, 136, 138.) Count
Il is a clam under the California Consumer Legal Remedies Act and is brought on behalf of
Richards and Sackler aswell as a subclass of the putative class, comprised of those members who
bought Defendants’ products within three years of the commencement of the action. (1d. §147.)

Thislitigation devel oped from the numerous complaintsfiled in both federal and state courts
throughout this country. Inall of the cases, the plaintiffs sought to represent themselves and aclass
of individuals who had taken Defendants' generic version of Wellbutrin and whose conditions had
worsened after switching to the drug. Both Plaintiffs and Defendants agreed that the cases should
go to the United States Judicial Panel on Multidistrict Litigation and be consolidated for pretrial
purposes, athough the parties disputed to which district the cases should be transferred. On
December 2, 2009, the MDL panel issued itsdecision and, pursuant to 28 U.S.C. § 1407, transferred

the cases to this District. Following the decision of the MDL panel, this Court conducted a case

management conference and issued a Scheduling Order. Pursuant to that Order, Defendants have



moved to dismiss Plaintiffs’ case.

B. Prescription Drug Statutes and Regulations

The Federal Food, Drug, and Cosmetic Act (FDCA) alowsany personto file an application
with the FDA, known asanew drug application (“NDA”), with respect to any new drug. 21 U.S.C.
8§ 355(b)(1). The application must include: (1) full reports of investigations which have been made
to show whether or not the drug is safe and effective, and (2) specimens of the labeling proposed to
be used for the drug. Id. Pursuant to the Hatch-Waxman Act, a generic drug maker, on the other
hand, may file an abbreviated new drug application (“ANDA”) for the approval of a generic drug.
Id. 8§ 355(j)(1). The ANDA must include information to show: (1) that the conditions of use
prescribed, recommended, or suggested in the proposed labeling for the drug has been previously
approved for alisted drug; (2) the activeingredient(s) of the new drug isthe sameasthat of thelisted
drug; (3) that the route of administration, the dosage form, and the strength of the new drug are the
same asthose of thelisted drug; (4) that the new drug is bioequivalent to thelisted drug; and (5) that
the labeling proposed for the new drug is the same as the labeling approved for the listed drug.* 1d.
8355())(2)(A)(i)-(v). A failureto demonstrate bioequivalence or afailureto show that the proposed
label for the generic drug isthe same asthe label approved for thelisted drug is groundsto deny the
ANDA. 21 U.S.C. 8355(j)(4)(F) - (G). Thus, absent certain exceptions, federal regulationsrequire
that the label for a proposed generic drug be the same as the labeling approved for the listed drug

before an ANDA will be approved. 21 C.F.R. 8§ 314.94(a)(8)(iv). A drug is considered to be

LA “listed drug” is a“drug which has been approved for safety and effectiveness under
subsection (c) of thissection.” 21 U.S.C. 8 355(j)(7)(A)(i)(1). This Court will use the terms
“listed drug,” “name drug,” “name brand drug,” interchangeably and in contrast to “generic
drug.”



bioequivalent to a listed drug if “the rate and extent of absorption of the drug do not show a
significant difference from the rate and extent of absorption of thelisted drug. . .” or if the rate of
absorption does show a significant difference, such difference “is intentional, is reflected in its
proposed labeling . . . and is considered medically insignificant for the drug.” 21 U.S.C. §
355())(8)(B)(i) - (ii). Thisabbreviated process allows a generic drug maker to skip the pre-market
trials conducted by the name brand drug manufacturer upon a showing that the generic drug isthe
pharmaceutical equivalent of its name brand counterpart. See Fulgenz v. Wyeth, Inc., Civ. A. No.
09-1767, 2010 WL 649349, at *3 (N.D. Ohio Feb. 19, 2010); see also Sacel v. Teva Pharms. USA,
620 F. Supp. 2d 899, 905 (N.D. III. 2009) (“The underlying presumption is that so long as the
[generic] drug is shown to be pharmaceutically equivalent to an existing reference-listed drug . . .
FDA approval can be assumed without requiring duplication of previously-performed studies.”).

After adrug is approved, the manufacturer may submit additional information to the FDA
to changethelabel to add or strengthen a contraindication, warning, precaution or adverse reaction.
21 C.F.R. 8 314.70(c)(6)(iii)(A) & (C). This provision, known as the “changes being effected” or
“CBE” provision, alows a drug maker to immediately implement any proposed change in the
warning label while awaiting aruling from the FDA on the proposed changes. See Fulgenz, 2010
WL 649349, at *3.

A plain reading of the federal regulations demonstrates that generic drug makers may avail
themselves of the CBE process. See Dorsett v. Sandoz, Inc., Civ. A. No. 06-7821, 2010 WL
1174204, at **17-18 (C.D. Cal. Mar. 26, 2010); Sacel, 620 F. Supp. 2d at 905 (“In other words, the
regulations affecting generic drug applications state explicitly that the CBE provisions apply to

generic drug manufacturers just as they do to name-brand manufacturers.”); Bartlett v. Mutual



Pharm. Co., 659 F. Supp. 2d 279, 296 (D.N.H. 2009) (“Just as nothing in the text of the Hatch-
Waxman Amendments forbids a generic manufacturer from changing its label from the listed
version’s post-approval, nothing in the text of the CBE regulation forbids a generic manufacturer
from using the CBE processto do so.”) Furthermore, federal regulations require both brand name
and generic drug makersto revise their labeling to “include awarning about aclinically significant
hazard as soon as there is reasonable evidence of a causa association with a drug; a causal

relationship need not have been definitely established.” 21 C.F.R. § 201.57(c)(6).

. STANDARD OF REVIEW

In reviewing a motion to dismiss for failure to state a claim, a district court must accept as
trueall well-pleaded all egationsand draw al reasonableinferencesinfavor of thenon-moving party.
SeeBd. of Trs. of Bricklayersand Allied Craftsman Local 6 of N.J. Welfare Fund v. Wettlin Assocs.,
237 F.3d 270, 272 (3d Cir. 2001). A court need not, however, credit “bald assertions’ or “legal
conclusions” when deciding amotion to dismiss. Morsev. Lower Merion Sch. Dist., 132 F.3d 902,
906 (3d Cir. 1997); see also Ashcroft v. Igbal, 129 S. Ct. 1937, 1949 (2009).

“Factua alegations [in a complaint] must be enough to raise a right to relief above the
speculative level.” Bell Atl. Corp. v. Twombly, 550 U.S. 544, 555 (2007). To survive amotion to
dismiss, a complaint must include “enough facts to state a claim to relief that is plausible on its
face” Igbal, 129 S. Ct. at 1974. Although the federal rules impose no probability requirement at
the pleading stage, a plaintiff must present “enough facts to raise a reasonable expectation that
discovery will reveal evidence of the necessary element[s]” of acause of action. Phillipsv. County

of Allegheny, 515 F.3d 224, 234 (3d Cir. 2008). “A claim hasfacia plausibility when the plaintiff

10



pleads factual content that allows the court to draw the reasonable inference that the defendant is
liablefor the misconduct alleged.” Igbal, 129 S. Ct. at 1949. Simply reciting the elements will not
suffice. 1d. (concluding that pleading that offers labels and conclusions without further factual
enhancement will not survive motion to dismiss); see also Phillips, 515 F.3d at 231.

TheThird Circuit Court of Appealshasrecently directed district courtsto conduct atwo-part
anaysis when faced with a12(b)(6) motion. First, the legal elements and factual allegations of the
claim should be separated, with the well-pleaded facts accepted as true but the legal conclusions
disregarded. Fowler v. UPMC Shadyside, 578 F.3d 203, 210-11 (3d Cir. 2009). Second, the court
must makeacommon sense determination of whether thefactsalleged in the complaint are sufficient
to show aplausible claim for relief. 1d. at 211. If the court can only infer the mere possibility of
misconduct, the complaint must be dismissed because it has alleged — but has failed to show — that

the pleader isentitled to relief. Id.

1. DISCUSSION
A. Preemption
1. Basic Principles

Defendantsarguethat Plaintiffs’ claimsare preempted by federa law, specifically, theFDCA
and the FDA'’ s bioequivaence determination. They argue that Plaintiffs' claims cannot proceed
because afinding in their favor would contradict the FDA’ sfinding of bioequivaence and interfere
with the authority the FDA has to determine whether a generic drug is safe and effective. (Br. in
Supp. of Defs’” Mot. to Dismiss[Defs.’ Br.] at 11-12.) According to Defendants, Plaintiffs’ claims

both “actually conflict” with federal law and pose an obstacle to the purposes and objectives of
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Congress. (Id. at 12.)

Preemption doctrineisrooted in the Supremacy Clause of the Constitution, which readsthat
the laws of the United States “shall be the supreme Law of the Land; . . . any Thing in the
Consgtitution or Laws of any State to the Contrary notwithstanding.” U.S. CONST. art. VI, cl. 2.
There arethree types of preemption: express, implied conflict, and field. Bruesewitzv. Wyeth, Inc.,
561 F.3d 233, 239 (3d Cir. 2009) (citations omitted). In this case, the focus is on conflict
preemption. Implied conflict preemption may occur if itis*“impossiblefor aprivate party to comply
with both state and federal requirements.” Englishv. Gen. Elec. Co., 496 U.S. 72, 79 (1990). It may
also occur if state law “stands as an obstacle to the accomplishment and execution of the full
purposes and objectives of Congress.” Hinesv. Davidowitz, 312 U.S. 52, 67 (1941).

As directed by the Supreme Court, this Court’s preemption anaysis begins with two
fundamental precepts: (1) Congress intent is paramount, and (2) there is a presumption against
preemption in those cases that touch upon areas traditionally left to the police powers of the states,
federal law should not upend those powers except upon a showing of clear and manifest intent on
the part of Congress. See Wyeth v. Levine, 129 S. Ct. 1187, 1194-95 (2009). Plaintiffs clamsfall
within such arealm of historic police powers. Seeid. at 1195 n.3; see also Fellner v. Tri-Union
Seafoods, L.L.C., 539 F.3d 237, 248 (3d Cir. 2008) (“[I]t is hard to imagine afield more squarely
within the realm of traditional state regulations than a state tort-like action seeking damages for an
alleged failure to warn consumers of dangers arising from the use of a product.”).

2. The Supreme Court’s Levine Decision
In Levine, the Court had to decidewhether the FDA’ sdrug | abeling decisions preempted state

law product liability claims premised on thetheory that different |abeling judgmentswere necessary
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to make drugsreasonably safefor use. Levine, 129 S. Ct. at 1193. Thedrugin that case, Phenergan,
could begiven through the“1V-push” method, whereby it was directly injected into apatient’ svein,
or the“1V-drip” method, whereby it wasintroduced into a saline solution in a hanging intravenous
bag and slowly descended through a catheter inserted in apatient’svein. Id. at 1191. DianaLevine
received an IV -push, but the drug entered her artery, whereit came into contact with arterial blood.
She thereafter developed gangrene requiring the amputation of her right hand and entire forearm.
Id. Levinesought damagesfor negligenceand strict liability, and sheargued that Wyeth’ sPhenergan
label was defective because it failed to warn clinicians about the risks of the IV-push method. Id.
at 1191-92. Shealso claimed that the drug was unsafefor intravenous administration given therisks
attendant to itsuse. 1d. at 1192.

A Vermont jury concluded that Wyeth, the manufacturer of Phenergan, failed to adequately
warn users, including Levine, of the risks associated with directly injecting the drug into the vein.
Because the FDA approved both the drug’ slabel aswell as a subsequent changeto thelabel, Wyeth
argued on appea that the FDA’s approvals provided the company with a complete defense to
Levine sstate-law tort claims. Wyeth argued both that it would beimpossiblefor it to comply with
the state-law duty to modify its label without violating federal law and that a state law cause of
action was an unacceptabl e obstacle to Congress’ purposes and objectives “because it substitutes a
lay jury’ s decision about drug labeling for the expert judgment of the FDA.” 1d. at 1194.

The Court rejected Wyeth’ s preemption arguments. The Court started with the presumption
against preemption. Despiteincreased federal regulationsinthefield of prescription medication and
drug labeling, Congress maintained an important place for state law. Indeed, although Congress

enacted an express preemption provision for medical devicesin 1976, it declined to enact asimilar
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provision for prescription drugs. Id. at 1196.

It was not impossible for Wyeth to comply with state-law duties and federal |abeling
regul ations because the “changes being effected” process permitted a drug maker to ater its label
beforereceiving FDA approval. Id. at 1196. Nothinginthefederal regulationsor thelaw prevented
Wyeth from adding a stronger warning about the administration of Phenergan. Id. at 1197. The
Court also rejected Wyeth' s contention that forcing it to comply with state law would frustrate the
purposes and objectives of federa drug labeling regulations, including entrusting the FDA as the
expert on drug labeling decisions. Id. at 1199.

Wyeth made an argument similar to the one posited by Defendants here: that the FDA has
spoken on the adequacy of the label and the FDA'’ s voice silences state law. But, according to the
Supreme Court, this argument ignored the fact that the FDA *“traditionally regarded state law as a
complementary form of drug regulation.” Id. at 1202. Given the limited resources of the FDA and
the drug manufacturers greater access to information about their drug, especially post-approval,
Congressintended to leavein place an “additional, and important layer of consumer protection that
complements FDA regulation.” 1d. If Congress believed state law remedies would have hindered
its goal of ensuring that only safe and effective drugs are consumed by the public, surely it would
have enacted an express preemption provision in the law. Id. at 1200.

3. The Aftermath of Levine

Numerous courts have considered theimport of thedecisionin Levineasit relatesto generic
drug manufacturers. However, because neither the Third Circuit Court of Appeals nor the Eastern
District of Pennsylvaniahaswritten extensively on the subject following Levine, thisCourt will take

the opportunity to survey the legal landscape.
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The Eighth Circuit Court of Appeals considered theimport of Levinein Mensing v. Wyeth,
Inc., 588 F.3d 603 (8th Cir. 2009). Gladys Mensing sued a number of manufacturers of the drug
Reglan and its generic form for failure to warn and misrepresentation, claiming that the drugs she
took caused her to develop a severe neurological movement disorder. The district court dismissed
the claims against the generic drug makers, holding they were preempted because thefailureto warn
claimswould require them to alter their label and deviate from the name brand drug label approved
by the FDA. The Eighth Circuit Court of Appealsreversed. The generic drug makersin Mensing
attempted to distinguish Levine on the grounds that Levine concerned only brand name
manufacturers, but the court of appeals concluded that the case “carries important implications for
[generic drug makers'] situation aswell.” 1d. at 607. Although the generic manufacturers argued
that their hands were tied because federal regulations prohibited them from unilaterally altering the
label of their drugswithout prior FDA-approval, the court concluded that the generic manufacturers
could have proposed a label change to the FDA. 1d. a 608. Furthermore, “[t]he regulatory
framework makes clear that a generic manufacturer must take steps to warn its customers when it
learns it may be marketing an unsafe drug.” Id. at 608. The generic drug manufacturers could not
passively accept inadequate warnings on their labels ssmply by arguing that their label matched that
of thenamebrand label. Id. at 609. The generic drug manufacturers could also have suggested that
the FDA send out a warning letter to health care professionals. Id. at 610. They also could have
stopped selling their product if they learned that their label was insufficient but did not believe they
could propose achangetoit. 1d. at 611. Becauseit was not impossible for generic drug makersto

comply with both federal law and state law, nor did compliance with state law obstruct the purposes
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and objectives of state law, Mensing’s state law claims were not preempted.?

The Fifth Circuit Court of Appeals recently considered “whether the federal regulatory
regimegoverning pharmaceuti cal s preempts state-law failure-to-warn claimsagai nst manufacturers
of generic drugs.” Demahy v. Actavis, Inc., 593 F.3d 428, 430 (5th Cir. 2010). The court held that
while Levine did not dictate the result, it “shadow[ed] our conclusion that the federal regulatory
regime governing generics is also without preemptive effect.” Id. The generic drug maker in
Demahy, Actavis, argued that Levinewasdi stingui shabl e because ageneric drug maker wasrequired
to make the same drug and use the same label as the name brand drug maker. 1d. at 433. The court
rejected this argument. While Congress required a generic drug maker to submit alabel identical
to the brand name drug when seeking ANDA approval, the law did not address the generic drug
maker’s obligations after approval. Id. at 436. And federal regulations did not bar generic drug
makersfrom making labeling modificationsfollowinginitial approval of the ANDA. Id. at 436-37.
As pointed out in Levine, the ultimate responsibility for ensuring the continued safety of those
ingesting medication rested with the maker of the drug, regardless of whether the drug was abrand
name drug or ageneric. Generic drug manufacturers could not sell adrug and then ignoreitslater-
presented dangers. Rather, they too were seen as a key component for ensuring the safety of
medication. Id. at 438 (“ At the very least, then, the FDA contemplates that generic manufacturers
will initiate label changes in addition to echoing changes to the name brand label.”). Although
generic drug makers were not free to alter labels at any time in any manner they saw fit, federal

regul ationsdid not prevent such drug makersfrom improving or strengthening their labels; the court

2 A petition for certiorari is currently pending in the Mensing case, and the Supreme Court
recently invited the Solicitor General to file a brief in the matter.
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alsofoundit difficult to contemplatethe FDA bringing an enforcement action against ageneric drug
manufacturer for strengthening thelabel of oneof itsdrugs. I1d. at 439. Generic manufacturerscould
ater their label sthrough the CBE process, through the prior approval process, or by communicating
to doctors directly, through “dear doctor” letters.® 1d. at 439-46. “In passing the FDCA, Congress
‘determined that widely avail abl e state rights of action provided appropriaterelief for injured [drug]
consumers and that ‘ state-law remedies further consumer protection by motivating manufacturers
.. . to give adequate warnings.” We see no reason why the same cannot be said for the Hatch-
Waxman Amendmentsto the FDCA.” 1d. at 449 (citing Levine, 129 S. Ct. at 1199-1200). Finaly,
the court noted that if the plaintiff’s state law claims were preempted, she would be left with no
remedy at all. 1d. at 435. The court refused to hold that Congressimplicitly barred her any recovery
simply because she did not demand a name brand drug. 1d. at 449.

Numerous district courts have also concluded that state law tort clams against generic
manufacturers are not preempted by federal law. For example, Melanie Stacel took minocycline, a
generic drug made by Teva. She devel oped drug-induced lupus and sued Tevafor negligent failure
to warn, common law fraud, misrepresentation, and violation of Illinois' Consumer Protection Act.
Tevamoved to dismiss based on federal preemption. It argued that it could not comply with both
the FDCA’ slabeling requirements and state law; it al so contended that state law would frustrate the
purpose and intent of Congress. Sacel, 620 F. Supp. 2d at 903. Teva argued that federal law

required itslabel to be identical to the name brand drug, even if it later learned the efficacy of the

® Defendants note that generic manufacturers cannot send “ Dear Doctor” |etters without
FDA approval. (Defs.” Br. a 24.) This may be true but Defendants fail to note that generic drug
makers can request the FDA send out such letters on their behalf. See Demahy, 593 F.3d at 444-
45,
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drug was guestioned.

The Stacel court recognized that Levine was not directly controlling because it involved a
new drug manufacturer. Nonetheless, “key parts of [Levine 5] analysis are applicable.” 1d. at 904.
For instance, Levine confirmed that drug makerswere ultimately responsiblefor the contents of their
labels. 1d. (citing Levine, 129 S. Ct. at 1197).

The court noted that Teva pointed to no cases in which the FDA withdrew approval of an
ANDA because a generic drug maker added or strengthened warnings. Id. at 905. The court also
concluded that the CBE process was available to generic manufacturers. Id. at 905, 907. Finally,
the court determined that Congressional silence on the preemption issue, coupled with itsawareness
of state tort remedies, was evidence that Congress intended that the burdens of drug safety and
efficacy not be bornesolely by the FDA. Id. at 907 (citing Levine, 129 S. Ct. at 1200). “ Thereisnot
reason to conclude that Congress felt differently about generic drugs.” Id.

Since Levine, district courts have repeatedly refused to hold that state law tort causes of
action are preempted. These courts have noted that generic drug makers can avail themselves of the
CBE process and they have rejected claims that ageneric drug label must forever match that of the
listed drug. SeeDorsett, 2010 WL 1174204, at * 16 (noting that athough Congressintended generic
drug maker to submit label identical to that of name drug when first seeking ANDA approval,
Congress said nothing about generic label once approval was granted) (citing Demahy, 593 F.3d at
436; Laisure-Radkev. Par Pharm., Inc., 426 F. Supp. 2d 1163, 1169 (W.D. Wash. 2006)); Bartlett,
659 F. Supp. 2d at 294-95; Kellogg v. Wyeth, 612 F. Supp. 2d 421, 431 (D. Vt. 2008); but see Gaeta
v. Perrigo Pharms. Co., Civ. A.No. 05-4115, 2009 WL 4250690 (N.D. Cal. Nov. 24, 2009) (holding

state law failure to warn claims preempted and noting that Levine did not address issue whether
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generic drug makers can unilaterally ater their labels). Additionally, courts frequently view
preemption in thiscontext with skepticism becauseitisunlikely that the FDA would object toadrug
maker seeking to provide additional warnings and information to its customers. Kellogg, 612 F.
Supp. 2d at 430; Weilbrenner v. Teva Pharms. USA, Inc., Civ. A. No. 08-23, 2010 WL 924915, at
*7(M.D. Ga. Mar. 10, 2010); Dorsett, 2010 WL 1174204, at ** 14-16. Other courts have noted that
if plaintiffs cannot bring their cause of action, they are left without aremedy despite being injured
by defendants’ conduct —aresult inconsi stent with the purpose behind the Hatch-Waxman Act. See
Demahy, 593 F.3d at 435; Fulgenzi, 2010 WL 649349, at *6 (noting that Hatch-Waxman allowed
generic drug makersto get their productsto market cheaply and quickly, not engage in negligence);
Sacel, 620 F. Supp. 2d at 907; Kellogg, 612 F. Supp. 2d at 431-32. Several courts have emphasized
that generic drug makers, and not the FDA, bear the ultimate responsibility for the product they
market. See, e.g., Leving, 129 S. Ct. at 1197-98; Dorsett, 2010 WL 1174204, at **17-18; Fulgenz,
2010 WL 649349, at *6; Schrock v. Wieth, Inc., 601 F. Supp. 2d 1262, 1265 (W.D. Okl. 2009).
Absent clear Congressional intent to preempt plaintiffs’ claims, courts have alowed such claimsto
proceed. See Bartlett, 2009 WL 3126305, at *25; Kellogg, 612 F. Supp. 2d at 431-32 (“The
regulation of drugshasnever been astrictly federal operation. Infact, the FDA’ sregulatory scheme
has consistently relied on arolefor statetort law. . . . FDA drug labeling regulations have long been
regarded asminium standardsof conduct.”); Wellbrenner, 2010 WL 924915, at * 7 (holding that state
law claimsfurthered, rather than inhibited, the goal of federal prescription drug laws— ensuring the
public receives safe drugs).
4, Analysis

Defendants argue that Levine does not apply to this case because that case did not involve

19



ageneric drug manufacturer or thewarning applicableto agenericdrug. (Defs.’ Br. at 17.) Instead,
Defendants point to Geler v. American Honda Motor Co., 529 U.S. 861 (2000), to support their
preemption argument. In Geler, the Secretary of Transportation promulgated a safety regulation
whereby car manufacturerswererequiredto include passiverestraint systemsin apercentage of their
cars built in or after 1987. The regulations did not mandate a particular type of passive restraint
systems, instead leaving it to the manufacturersto decide which product to install. Despitewearing
her seatbelt, Geier was seriously injured when she drove her Honda Accord into atree. She sued
Honda under state tort law, arguing that her car was negligently and defectively designed because
it lacked adriver’s-side airbag. The Court held that Geier’ s lawsuit was preempted because states
were not free to deem certain passive restraint systems unsafe despite the Secretary of
Transportation’ s decision that those same systems were safe.

Contrary to Defendants' argument, Levine appliesto thiscase. The Court in Levineregected
the Geier approach, notwithstanding the opinion of the dissenting Justices that Geier was
indistinguishable from the facts presented in Levine. Levine, 129 S. Ct. at 1203. Furthermore,
Defendants’ preemption argument fliesin theface of the Supreme Court’ sclear pronouncement that
“it has remained a central premise of federal drug regulation that the manufacturer bears
responsibility for the content of itslabel at al times. It is charged both with crafting an adequate
label and with ensuring that its warnings remain adequate aslong asthe drug is on the market.” Id.
at 1197-98. Unquestionably, federal regulations of generic drugs differ from regulations of name
brand drugs in numerous respects. Those differences, however, allow generic drug makers to
quickly get their products to market but do not absolve them from their duty to warn customers of

their products dangers or leave injured patients uncompensated for deceptive conduct. And the
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argument that Congress would permit state law to apply to the labeling of name brand drugs but
would preempt state law actions against generic drug makers is a tough pill to swallow. The
reasoning in Levine applies equally well to generic drugs. Upon becoming aware of their drugs
shortcomings, Defendants could have offered warningsand submitted aCBE applicationtothe FDA.
Alternatively, Defendants could have removed their product from the market. Thus, simultaneous
compliance with federal and state law is not impossible. Seeid. at 1198 (“[A]bsent clear evidence
that the FDA would not have approved a change to Phenergan’slabel, we will not conclude that it
wasimpossiblefor Wyeth to comply with both federal and staterequirements.”). Levineteachesthat
the ultimate responsibility rests with the drug maker, not the FDA, to either adequately inform the
public or remove the drug from the market. Defendants have offered no compelling reason why
Congress would have given generic drug makers favored status.

Defendants suggest that regardiess of how Plaintiffs frame their argument, they cannot
recover without contradicting the FDA’s bioequivalence finding and proving that Defendants
products are not as safe or effective asthe name brand product. Defendants argue that on numerous
occasions, the FDA has determined that their product is bioequivalent to the name brand drug. Not
only did the FDA approve the ANDA, but it denied a Citizen Petition attacking the safety and
efficacy of itsdrug. (Defs.” Br. a 8-9.) Finadly, the FDA reaffirmed the safety of Budeprion XL
when it performed post-marketing reports on eighty-five people who reported adverse effects when
switching from Wellbutrin XL to the 300 mg genericdrug. (Id.) The FDA determined that the side
effects certain people suffered was not attributabl e to differences between the generic and the name
brand drugs. (Id. at 9-10.)

This Court does not read Levine so narrowly asto foreclose Plaintiffs' claimshere. Levine
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and the cases that applied it to generic drug manufacturers provide lessons applicable here. First,
ageneric drug manufacturer is not absolved of liability because the FDA has approved its generic
product. TheHatch-Waxman Act allows generic drug makersto expeditiously get their productsto
market — it does not allow generic drug makers to wash their hands of any responsibility for
monitoring the safety and efficacy of their drugs once sold. See Stacel, 620 F. Supp. 2d at 907.
Second, preemption is not to be lightly applied, particularly in this case because the field of law is
onein which states have historically played arole. Defendants have not pointed to any evidence of
clear Congressional intent to preempt Plaintiffs’ claims, instead retracing arguments other courts
haveregected. Congresspassed the FDCA —and del egated authority to regul ate the manufactureand
sale of prescription medication — to ensure that such medication is safe and effective. Kellogg, 612
F. Supp. 2d at 431. Congress passed the Hatch-Waxman Act so that |ower-cost generic drugswould
be readily accessible to the public. Seeid. at 431-32; Stacel, 620 F. Supp. 2d at 907. Nonetheless,
“[t]hestatutory schemegoverning premarketing approval for drugsdoesnot evidence Congressional
intent to insul ate generic drug manufacturers from liability for misrepresentations made regarding
their products, or to otherwise dter state productsliability law. Manufacturersof generic drugs, like
all other manufacturers, are responsiblefor the representationsthey make regarding their products.”
Foster v. Am. Home Prods. Corp., 29 F.3d 165, 170 (4th Cir. 1994). Furthermore, Plaintiffswould
be left without aremedy if their state-law claim were preempted. Defendants need to posit more
than the FDA’ s bioequival ence determination to show that Congress meant to leave those injured
by generic drug makersunableto seek redressfor their injuries. Third, Levineleavesit beyond doubt
that ultimate responsibility for the labeling of drugs remains with the maker of the drug, not the

FDA. Fourth, athough Defendants repeatedly assert that thisisacasein which the FDA hasalready
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spoken and therefore ajury may not reassessthe position taken by the FDA, that fact, evenif correct,
would not render Plaintiffs' claims preempted. In Levine and the casesinterpreting it, the drugs at
issue had al been approved as safe and effective for use by the public. But in none of those cases
did prior FDA approva equate to afinding of preemption. Drug makers must continue to monitor
their products and addressissuesthat arise. Federal laws and regulations do not leave generic drug
makers impotent upon learning that their labels are inadequate or that their medication causes
adverse side effects that must be reported. Generic drug makers may add or strengthen warning
labels, even without prior FDA approval. Foster, 29 F.3d at 170.

Defendantsstand behind their productsand contend that both beforeand after approvingtheir
productsfor sale, the FDA has determined that the warnings Plaintiffs seek arenot necessary. These
arguments are not dispositive at thisprocedural stage. See Kellogg, 612 F. Supp. 2d at 435 (holding
that pre-discovery, court wasunableto determineif FDA considered and rejected stronger warnings).
Plaintiffs have asserted viable claims that the drugs they took caused side effects and injuries and
that Defendants failed to disclose certain information about their products that, had Plaintiffs been
aware of, would have convinced them not to purchase the products. Defendants cannot argue that
the FDA has already spoken on Plaintiffs' claims. The FDA has not rejected additional warnings
here because no such strengthened warnings have been proposed to the FDA. While the FDA has
to date not required additional warnings on Budeprion XL, that is very different from saying they
have rejected such a proposed alteration. Similar to other courts, this Court finds it difficult to
believe that the FDA would balk at a drug maker seeking to strengthen the warning label on its
product. Finally, Defendants' argument that the FDA’ s pronouncement forecl oses state law claims

both proves too much and fails to address Plaintiffs’ claims. Plaintiffs have explicitly stated that
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Defendants’ products meet the FDA definition of bioequivalence. (Admin. Compl.  48.)
Additionally, in every case involving a prescription drug, whether a name brand drug or a generic
isinvolved, the FDA will at some point have approved the drug as safe and effective and the label
asadequate. Defendantswould turn that approval into alock that would forever shut the courthouse
door and would remove any incentive for generic drug makers to monitor the safety of their
medications and update their labels accordingly. Such a result runs counter to Congressional
purpose and finds no support in the law.

B. Primary Jurisdiction

Defendants argue that this Court should decline to hear Plaintiffs' case pursuant to the
doctrine of primary jurisdiction, which says that courts may, under appropriate circumstances,
determinethat theinitial decision making responsibility should be performed by therel evant agency
rather than the courts. Syntek Semiconductor Co. v. Microchip Tech., Inc., 307 F.3d 775, 780 (9th
Cir. 2002). The doctrine calls for courts to abstain if a particular agency should first render a
decision. Clarkv. Actavis Group HF, 567 F. Supp. 2d 711, 715 (D.N.J. 2008). Deference to the
expertise of a particular agency in appropriate scenarios protects the integrity of the relevant
regulatory scheme. |d. (citations omitted). The doctrine doesnot force courtsto turn to agenciesfor
expert advice nor abdicate their judicial function for all decisions touching on an agency’s area of
expertise. Syntek, 307 F.3d at 780.

Thefollowing factors are relevant in determining whether the doctrine applies. (1) whether
the question at issueinvolvestechnical or policy considerations within the particular purview of an
agency; (2) whether the question at issueis particularly within the agency’ s discretion; (3) whether

thereisasubstantial danger of inconsistent rulings; and (4) whether aprior application to the agency
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has been made. Phone-Tel Commc'nsv. AT & T Corp., 100 F. Supp. 2d 313, 316 n.3 (E.D. Pa.
2000) (citations omitted). The party seeking to impose the primary jurisdiction doctrine bears the
burden of demonstrating its application. Seeid. at 316. Courts should refrain from reflexively
applying the doctrine simply because litigation touches on an areawithin the expertise of an agency.
Id.

Defendants argue that the doctrine is applicable here because the issue of whether their
products are as safe and effective as Wellbutrin is a matter requiring specialized knowledge and is
thus better left to the FDA to decide. (Defs.” Br. a 18.) To support their argument, they rely on
Wyeth v. Sun Pharmaceutical Industries, Civ. A. No. 09-11726, 2010 WL 746394 (E.D. Mich. Mar.
2,2010). In Sun, the plaintiff made Protonix, aprescription drug for gastro-intestinal disorders. The
defendants produced ageneric version of Protonix. The plaintiff alleged that although the FDA had
approved the defendants generic product as containing sesquihydrate (the active ingredient in
plaintiff’s products), in redlity, the defendants generic product contained pantoprazole sodium
monohydrate, a different active ingredient. Id. at *2. The plaintiff sued the defendants under the
Lanham Act and Michigan’s Consumer Protection Act for misrepresenting the active ingredient of
their generic product. The court dismissed the plaintiff’s complaint. It noted that the FDA had
aready commenced an investigation of the plaintiff’ sallegations. Id. at *3. The court believed that
the plaintiff requested a finding either: (1) that the FDA erred or was misled in approving the
defendants' ANDA, or (2) thedefendantsreceived FDA approval to market sesquihydrateyet instead
sold a non-approved product with monohydrate as the active ingredient. Id. at *4. The court
concluded that the FDA’ s approval of the defendants ANDA was a matter for the FDA. Id. The

allegations that the defendants were lying about the active ingredient in their product was “an
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extremely seriousallegation” and“itissolely theFDA'’ sduty toinvestigate and prosecuteall egations
of misbranding or adulterating drugs.” 1d. Finaly, the court refused to allow a challenge to the
FDA'’s bioequivalence finding. 1d. at *7. The case was dismissed without prejudice to alow the
FDA to finish its investigation into the plaintiff’s allegations. Id.

A number of differences between Sun and thiscaserender it ingpposite here. First, therewas
an ongoing investigation by the FDA in Sun. Second, Plaintiffshave stated that they “ do not ask this
Court to decide whether the Impax Product is ‘bioequivalent to' Wellbutrin XL under federal
regulatory standards.” (Pls.” Mem. in Opp’'n to Mot. to Dismiss at 24.) This case is about the
content of thelabel on Defendants’ products. Finaly, in Sun, thename brand drug maker argued that
its competitor lied about the active ingredient in the product sold by the generic drug maker. The
Complaint here contains no such allegationsthat the generic manufacturers have perpetrated afraud
by mislabeling the active ingredient in their product. Plaintiffs' claim that they were injured when
Defendantsfailed to disclose material information about their products. Plaintiffs’ chargeswill not
requirethis Court or ajury to decide what isin Defendants' medication. Instead, this caseinvolves
an inquiry that frequently falls upon judges and juries. whether a defendant gave an appropriate
warning when it sold its product to the public.

The Court does not agree that, at this stage in the proceedings, the FDA’s bioequivalence
determination isat issue, nor would ajudge or jury need to render scientific findings of factsto find
for Plaintiffs on their fraud clam. Plaintiffs fraud allegations do not implicate technical or
specialized knowledge. Ultimately, an initial finding of bioequivalence by the FDA does not
foreclose a jury’s decision that Defendants failed to properly label their product. And awarding

restitution would not requirethis Court or ajury to usurp therole of the drug maker or the FDA with
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respect tolabeling. SeeKellogg, 612 F. Supp. 2d at 430, 435 (“[A] plaintiff’ sjudgment inadamages
action does not require a drug manufacturer defendant to do anything with respect to its label.”)
(citingInre Zyprexa Prods. Liab. Litig., 489 F. Supp. 2d 230, 276-77 (S.D.N.Y. 2007)). The Court
doesnot believe Plaintiffs state-law claimsare uniquely within the purview of the FDA nor do they
risk contradicting an agency decision. If successful, however, Defendants argument would stall
lawsuits against drug makers because injured persons would first be required to take their claims
against an FDA-approved drug to the FDA. The Court holds that the primary jurisdiction doctrine
isnot implicated at thistime.

C. Pleading Fraud

Defendants also argue that Plaintiffsfailed to plead their alegations of fraud with sufficient
particularity asrequired by Rule 9(b) of the Federal Rules of Civil Procedure. (Defs.” Br. at 30-31.)
Defendants contend that Plaintiffs failed to allege reliance on Defendants’ purported fraud and
omitted the “who,” “where,” “when,” and “why” of the alleged fraud. (Defs.” Br. at 31.) These
arguments cannot be squared with a fair reading of Plaintiffs Complaint. Plaintiffs allege that
Defendants misrepresentationsand material omissionsfailed to adequately inform them of problems
with the generic medication that Defendants marketed. Asaresult, Plaintiffs allege that they spent
money on medication they would not have purchased had they been properly informed by
Defendants.

Rule 9(b) requiresthat a plaintiff plead the circumstances of the alleged fraud with enough
particul arity to put the defendants on notice of the precise misconduct with which they are charged.
Lum v. Bank of Am., 361 F.3d 217, 223-24 (3d Cir. 2004) (quoting Seville Indus. Mach. Corp. v.

Southmost Mach. Corp., 742 F.2d 786, 791 (3d Cir. 1984)). A plaintiff can do this by pleading the
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date, time, and place surrounding the alleged fraud, but Rule 9(b) can aso be satisfied through
“aternate means of injecting precision and some measure of substantiation into their allegations of
fraud.” Seville Indus., 742 F.2d at 791. Thus, this Court must be mindful that Rule 9(b) existsto
prevent defendantsfrom being forced to defend against shapel ess alegations of nefarious behavior.
It should not be read to include a checklist of necessities to avoid a motion to dismiss or read so
narrowly as to make pleading fraud impossible. Seeid.

Plaintiffs have met their duty under Rule 9(b). They have adequately pleaded the factua
circumstances of the alleged fraud. Defendants cannot persuasively argue that they lack notice of
the specific conduct Plaintiffs alleged was fraudulent, to whom the conduct was directed, how the
fraud was accomplished, and the reasons behind the fraud. Rule 9(b) requires no more. See Stacdl,
620 F. Supp. 2d at 902.

Defendants' argument that Plaintiffsfailed to alege specific misrepresentationsis off-mark.
Here, it isnot ssimply what Defendants said but what they purportedly failed to say. They alegedly
omitted material information that, had Plaintiffs been informed of, would have caused them to
purchase different medication and would have spared them money and injury. Therefore, the
argument that Plaintiffs could not have relied on information on the label because they viewed the
label only after they purchased Defendants’ products does not address the allegations in the
Complaint. Furthermore, Plaintiffs continued to purchase Defendants product, thus making
information in the label a possible source of reliance.

Defendants also suggest that Plaintiffs cannot show materiality because the FDA’s
bi oequival ence decision meansthat the generic drugs are the same asthe listed drugsin all material

ways. As stated previousy, the FDA'’s prior determination does not foreclose a state law cause of
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action here. Plaintiffs Complaint amply pleads that Class members suffered injury when they
bought Defendants' product, which left out important information. It further aleges that had
Plaintiffs been presented with this information, they would not have purchased the offending
product. The ultimate truth of these allegationsisfor ajury to decide. But because the Court must
accept Plaintiffs allegationsastrueat thisstage, Defendants’ contentionsthat Plaintiffsdid not show

reliance, causation, and materiality do not warrant dismissal of Plaintiffs’ Complaint.

V. CONCLUSION

The Supreme Court in Levine broadly and unequivocally held that state law complemented
federal law to ensure that drug makers market and sell only safe and effective drugs. That holding
applies here. State law causes of action do not frustrate Congressional intent with respect to the
regulation of generic drugs. To the contrary, such litigation servesavital rolein furthering the goal
of ensuring that only safe drugs reach the consumer. Congressiona intent, recent case law, and
public safety al overwhelmingly point to permitting Plaintiffs claims to survive Defendants
preemption argument. Therefore, Defendants motion is denied. An Order consistent with this

Memorandum will be docketed separately.
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INTHE UNITED STATESDISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

IN RE: BUDEPRION XL ) MDL No. 2107
MARKETING & SALESLITIGATION :

THISDOCUMENT APPLIESTO: ) 09-md-2107
ALL ACTIONS )

ORDER

AND NOW, this 26" day of May, 2010, upon consideration of Defendants’ Motion to
Dismiss, Plaintiffs’ response thereto, Defendants’ reply thereon, following oral argument held on
May 12, 2010, and for the reasons given in this Court’s Memorandum dated May 26, 2010, it is

hereby ORDERED that Defendants’ Motion to Dismiss (Document No. 28) is DENIED.

TR

Berle M. Schiller, J.
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