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Contrary to the arguments made by GlaxoSmithKline (“GSK”), Plaintiffs’ claims
adequately allege injury (Point I), are timely (Point II), and are unaffected by a prior,
irrelevant settlement (Point III). GSK’s motion to dismiss should be denied.

Background

Plaintiffs are 41 insurers that collectively supply more than 60% of the U.S.
market for private health insurance. GSK is one of the world’s largest pharmaceutical
manufacturers. From at least 1997 through 2006, GSK illegally sold huge quantities of
adulterated drugs throughout the United States. GSK lied to the FDA and to the public
that the drugs were properly manufactured and thus were reliable, safe, and effective.
Plaintiffs paid billions of dollars for the drugs on behalf of individuals covered by their
health benefit plans. Plaintiffs seek recovery of those payments and related relief.

GSK manufactured the adulterated drugs at a plant in Cidra, Puerto Rico -- GSK’s
largest plant in the world and the sole source of many of GSK’s most lucrative drugs,
including Paxil and Avandia. (Compl. § 78.) GSK derived as much as $5.5 billion in
annual revenue from the drugs produced at Cidra. (/d.) GSK operated the plant through
a wholly-owned subsidiary, SB Pharmco Puerto Rico, Inc. (“SB Pharmco™). (Id. § 58.)!

The plant was shut down in 2009. (Compl. §59.) In 2010, SB Pharmco pled
guilty to the federal crime of shipping adulterated drugs manufactured at Cidra, with
intent to defraud and mislead, in violation of the Food; Drug and Cosmetic Act (the
“FDC Act”), 21 U.S.C. §§ 331(a), 333(a)(2), 351(a)(2)(B). (Compl. §5.) GSK paid a
$150 million fine for the felony admitted in the guilty plea. In addition, GSK paid $600

million to settle a related civil whistleblower case brought on behalf of federal and state

! The drugs in issue are Paxil, Paxil OS, Avandia, Avandamet, Coreg, Bactroban, Kytril,

Compazine, Denavir, Dyazide, Dibenzyline, Thorazine, Stelazine, Relafen, Factive, Dyrenium,
and Albenza (collectively referred to in the Complaint as the “At-Issue Drugs™). (Compl. §3.)
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healthcare programs, which had purchased a wide range of the adulterated drugs
produced at C'Iidra.2

As admitted in the guilty plea, GSK’s misconduct included: release of drugs
intended for vulnerable patient populations, such as cancer patients and infants, that were
contaminated with micro-organisms; release of a diabetes drug that was chronically
super-potent or sub-potent; repeated product mix-ups (different drugs or potencies found
in the same container); repeated interference with quality assurance personnel by Cidra’s
Site Director; and GSK’s active concealment from the FDA of serious product defects.

The FDC Act prohibits the sale of any “adulterated” drug. Id. § 331(a). A drugis
adulterated if it has not been made “in conformity with current good manufacturing
practice to assure that such drug meets the requirements of [the FDC Act] as to safety and
has the identity and strength, and meets the quality and purity characteristics, which it
purports or is represented to possess.” Id. § 351(a)(2)(B). The statute thus incorporates
mandatory minimum standards, known as “current good manufacturing practices” or
“cGMPs,” promulgated by the FDA. See 21 C.F.R. Parts 210 & 211.

GSK asks the Court to believe that its violations at Cidra were merely technical
infractions of cGMPs that affected only a few batches of finished product, with no
material impact on Cidra’s output generally. (GSK Br. at 2-3, 4-9.) GSK thus seeks to
rewrite and dispute the Complaint’s factual allegations, which it cannot do on a motion to
dismiss. As specifically alleged in the Complaint, the Cidra plant was riddled with
fundamental and chronic violations for years before it was finally shut down. All of the

plant’s basic systems were broken, including air, water, production, laboratory, facilities

2 See http://www justice.gov/opa/pr/2010/October/10-civ-1205.html. The charges

admitted in the guilty plea are attached to the Complaint, and reattached here, as Ex. A.
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and equipment, packaging and labeling, materials, and quality assurance. (Compl. ] 77,
81-82, 104, 111-74.) These violations negated GSK’s assurances -- made to Plaintiffs
and the general public in literally millions of package inserts, advertisements, clinical
materials, and other communications -- that the drugs produced at Cidra conformed to
their represented safety, identity, strength, quality, and purity. As a direct result,
Plaintiffs were fraudulently induced to pay for adulterated drugs that they would not
otherwise have paid for. (Compl. ]9 4-11, 183-85.)

The nature ?.nd extent of GSK’s misconduct remained unknown to the public until
2010, when the U.S. Department of Justice announced the guilty plea and civil settlement
noted above. The civil case was a qui fam whistleblower suit filed under seal in 2004 by
Cheryl Eckard, suing as relator on behalf of government healthcare programs.> Ms.
Eckard was a GSK Quality Assurance Manager who reported Cidra’s problems to GSK
management and was fired shortly thereafter. The suit was unsealed in 2007 but
remained unpublicized until announcement of the criminal plea and civil settlement in
2010.

Plaintiffs’ collective payments for Cidra’s products exceed the amounts obtained
in the Eckard case. There government healthcare programs recovered $600 million under.
the federal False Claims Act and counterpart state laws. Here the proper vehicles for
Plaintiffs’ recovery are the RICO statute and pendent state law claims. The arguments
made in GSK’s motion to dismiss demonstrate GSK’s refusal to acknowledge and take
responsibility for its misconduct, which inflicted economic injury not only on the

government but also on private parties that paid for Cidra’s adulterated products. GSK

} United States ex rel. Eckard v. SmithKline Beecham Corp., d/b/a/ GlaxoSmithKline, et al.,
No. 04-CV-10375-JLT (D. Mass.)
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engaged in fraudulent conduct that undermined the reliability of the nation’s drug
delivery systems, yet it now seeks to avoid a full accounting for its actions. GSK
attempts to achieve that goal by misreading RICO’s requirement of injury to “business or
property,” which the Complaint amply satisfies; and by asserting a statute of limitations
defense that ignores GSK’s successful concealment of its misconduct over many years,
which denied Plaintiffs notice of their claims until the misconduct was revealed by the
government in 2010. Plaintiffs’ claims are properly stated and should be allowed to
proceed.
Argument

On a motion to dismiss, a complaint’s factual allegations must be accepted as true,
and all logical inferences must be drawn in the plaintiff’s favor. ALA, Inc. v. CCAIR, Inc.,
29 F.3d 855, 859 (3d Cir. 1994). A complaint cannot be dismissed if it presents a
“plausible” basis for recovery “under some viable legal theory.” Bell Atlantic Corp. v.
Twombly, 550 U.S. 544, 562, 570 (2007) (internal quotation marks omitted, emphasis in
original); see also Ashcroft v. Igbal, 556 U.S. 662, 678 (2009). This test simply requires
“enough facts to raise a reasonable expectation that discovery will reveal evidence of the
necessary element.” West Penn Allegheny Health Sys. v. UPMC, 627 F.3d 85, 98 (3d Cir.
2010) (internal quotation marks omitted). “Legal questions that depend upon a
developed factual record are not properly the subject of a motion to dismiss.” In re
Avandia Mktg., Sales Practices & Prods. Liab. ‘Litig., 2013 WL 5761202, at *4 (E.D. Pa.
Oct. 23, 2013).

As the movant, GSK bears the burden of satisfying these standards. Hedges v.

United States, 404 F.3d 744, 750 (3d Cir. 2005). GSK has failed to carry its burden.
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I. GSK Has Failed To Carry Its Burden Of Proving That Plaintiffs’ Injury
Allegations Are Insufficient

GSK asserts that absent proof that its adulterated drugs were “unsafe or
ineffective” or caused “physical harm” to particular patients, Plaintiffs’ allegations of
egregious manufacturing violations are insufficient to support economic injury claims by
anyone who paid for the drugs, under any circumstances. (See GSK Br. at 2-3, 12-14.)
GSK’s argument fails both legally and factually. This is not a personal injury case,
which requires proof of physical harm. Nor is it a case in which Plaintiffs must prove
that properly manufactured drugs were unsafe or ineffective for a particular use. Instead,
Plaintiffs allege that the abysmal conditions at Cidra establish that GSK’s drugs were not
properly manufactured, GSK knew that fact, and consequently GSK’s assurances
regarding the drugs -- assurances that the drugs conformed to their represented attributes
and therefore were reliable, safe, and effective -- were fraudulent. (See, e.g., Compl.
6-9.) If Plaintiffs had known the truth, they would have removed the drugs from their
approved formularies and would not have paid for them. These allegations state claims
of economic injury and entitle Plaintiffs to develop the factual record concerning the
conditions at Cidra and the fraudulent nature of GSK’s assurances.

GSK’’s attempts to minimize the significance of its violations are unavailing. For
example, GSK characterizes the term “adulterated” as “simply a regulatory designation”
and quotes a statement on the FDA’s website that cGMP violations do not “necessarily”
mean that a drug is defective. (GSK Br. at 2.) But GSK omits the FDA’s further

statement: “The impact of cGMP violations depends on the nature of those violations
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and on the specific drugs involved.” Plaintiffs are entitled to prove that the nature of
GSK’s violations had a material impact on the drugs they paid for.

Moreover, GSK’s subsequent actions contradict any notion that its violations
were insignificant. GSK negotiated a felony guilty plea and a $150 million fine for its
misconduct at Cidra, which involved an admitted ““intent to defraud and mislead.” GSK
also paid $600 million to settle civil claims by government healthcare programs that paid
for Cidra’s products. Plaintiffs here paid for the same products -- in much greater
amounts -- and are entitled to make corresponding claims.

GSK also attempts to minimize its violations by arguing that “only four of the
cGMP issues alleged in the Complaint relate directly to the quality or packaging of the
finished drug products themselves,” and that Plaintiffs have not “specifically” alleged
payment for those particular drugs. (GSK Br. at 4.) The four “issues” GSK tries to
dismiss are: mixed-up drugs; microbial contamination in drugs for cancer patients and
infants; super-potent and sub-potent diabetes drugs; and metal shavings, punch lubricant,
and iron oxide embedded in various drugs. (GSK Br. at 4-8.) GSK’s argument misses
the point. The cited examples are illustrative, not exclusive. They demonstrate the
egregious nature of the violations GSK committed and concealed, which, as alleged in
detail in the Complaint, go far beyond those examples. (E.g., Compl. {77, 111-74.)°

As GSK knows, compliance with cGMPs is not an after-the-fact determination
based on whether patients were affected by improperly manufactured drugs. The basic

purpose of cGMPs is to impose on drug makers the legal duty “to assure that [each] drug

4 http://www.fda.gov/drugs/developmentapprovalprocess/manufacturing/ucm169105.htm

(emphasis added).

5 GSK falsely suggests, for instance, that only one “potentially” contaminated Bactroban
lot was released to the market. (GSK Br. at 6, citing only Compl. § 132.) In fact, GSK released
numerous lots of actually contaminated Bactroban. (See Compl. 9 81-82, 127-32.)
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meets the requirements of [the FDC Act] as to safety and has the identity and strength,
and meets the quality and purity characteristics, which it purports or is represented to
possess.”® As already noted, GSK cites an FDA document but omits essential language.
The same document states, under the heading “Why are cGMPs so important?”:

A consumer usually cannot detect (through smell, touch, or sight) that a

drug product is safe or if it will work. While cGMPs require testing,

testing alone is not adequate to ensure quality. In most instances testing is

done on a small sample of a batch (for example, a drug manufacturer may

test 100 tablets from a batch that contains 2 million tablets), so that most

of the batch can be used for patients rather than destroyed by testing.

Therefore, it is important that drugs are manufactured under conditions

and practices required by the cGMP regulations to assure that quality is

built into the design and manufacturing process at every step.’

Thus, a dismissal of this case on the ground that the “finished drug products
themselves” are no longer available for examination would set exactly the wrong
precedent for the drug industry. It would tell manufacturers that they can escape liability
by concealing fundamental cGMP violations and allowing adulterated products to be
consumed and thus rendered unavailable for analysis. Such a precedent, in effect, would
encourage manufacturers to spoliate evidence through fraudulent acts and deception of
the public. Nothing in the law justifies that result.®

Indeed, the law requires just the opposite result. RICO comprehensively defines

economic harm as injury to “business” or “property.” 18 U.S.C. § 1964(c). Congress has

6 21 U.S.C. § 351(a)(2)(B).
http://www.fda.gov/drugs/developmentapprovalprocess/manufacturing/ucm169105.htm.
Similarly, Plaintiffs are entitled to assert economic injury claims without the need to

demonstrate consumers’ personal injuries. Any contrary doctrine would be improper for two

reasons. First, bacterial contamination, sub-potency, and other types of adulteration involved
here can easily cause serious adverse effects in consumers while remaining untraceable to the
adulterated drugs -- if the effects are detected at all. Second, such a doctrine would encourage
manufacturers to play Russian roulette with consumers’ health and safety. Manufacturers would
have the incentive to gamble that any personal injury damages would be less than the legal and
business liabilities that would result from fully disclosing the adulteration, recalling the drugs in
question, and refunding the purchase price to everyone who paid for them.
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directed courts to read RICO’s provisions “liberally.” Pub. L. No. 91-452, § 904(a), 84
Stat. 922, 947 (1970) (“The provisions of [RICO] shall be liberally construed to
effectuate its remedial purposes.”); see also id. at 923 (RICO’s purpose is to provide
“enhanced sanctions and new remedies”). The liberal construction clause applies
especially to RICO’s civil remedy provisions. See, e.g., Sedima, S.P.R.L. v. Imrex Co.,
473 U.S. 479, 491 n.10 (1985) (“if Congress’ liberal-construction mandate is to be
applied anywhere, it is in § 1964, where RICO’s remedial purposes are most evident™).
GSK’s narrow interpretation of economic injury is unsupported by the statute’s express
language or its legislative history. RICO’s injury provision, modeled on antitrust law,
broadly encompasses any situation in which “broperty is diminished by the payment of
money wrongfully induced.” Chattanooga Foundry & Pipe Works v. Atlanta, 203 U.S.
390, 396 (1906) (Holmes, J.) (antitrust injury).’

That is precisely the situation here. GSK wrongfully induced Plaintiffs to pay for
drugs that GSK misrepresented as compliant with the FDA’s mandatory manufacturing
standards. Plaintiffs would not have paid for the drugs if they had known the truth. GSK
is not entitled to keep the money paid. RICO pfovides Plaintiffs with a remedy.

A. GSK’s Position Is Contradicted By Third Circuit Law

GSK argues that, to establish injury, Plaintiffs must show that GSK’s drugs were
“ineffective for the prescribed use or caused physical harm to a patient.” (GSK Br. at
14.) GSK’s position contradicts Third Circuit precedent. In In re Warfarin Sodium
Antitrust Litig., 391 F.3d 516, 531 (3d Cir. 2004), the Court recognized that healthcare

insurers may assert claims for “business or property” injury against drug manufacturers

o Properly understood, RICO’s “property” concept is as broad as the concepts applied to its

various predicate offenses. See, e.g., Pasquantino v. United States, 544 U.S. 349, 356 (2005)
(foreign government’s entitlement to unpaid taxes was “property” within the wire fraud statute).
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regardless of whether individual patients were harmed by the drugs in issue. The Court
did so by adopting the holding in Desiano v. Warner-Lambert Co., 339 F.3d 326 (2d Cir.
2003), which upheld healthcare insﬁrers’ claims concerning the fraudulent marketing of
Rezulin, a diabetes drug. Desiano stated:

[The insurers] allege an injury directly to themselves; an injury, moreover,

that is unaffected by whether any given patient who ingested Rezulin

became ill. Plaintiffs’ claim is that the Defendants’ wrongful action was

their misrepresentation of Rezulin’s safety, and that this fraud directly

caused economic loss to them as purchasers . . . .

Id. at 349 (emphasis added); see Warfarin, 391 F.3d at 531. Similarly, Desiano held that
the insurers’ claims could proceed even “if Rezulin had been effective in all diabetic
patients.” Desiano, 339 F.3d at 349-50.

In Warfarin, the Third Circuit adopted Desiano’s analysis in approving a class
action settlemen;c where healthcare insurers énd consumers alleged that a manufacturer
had disseminated false information about its drug and generic alternatives. The Court
rejected the argument that the insurers’ claims were improperly derivative of consumers’
injuries. The Third Circuit distinguished the insurers’ claims from product liability suits
and held that the insurers had properly asserted direct economic injury. It then quoted
Desiano’s holding that insurers could assert claims when they “allege an injury directly
to themselves” that is “in no way derivative of damages to a third-party.” 391 F.3d at
531 (quoting Desiano, 339 F.3d at 349) (internal quotation marks omitted).

Most recently, this Court properly applied Warfarin, Desiano, and other
precedents in a case strikingly similar to this one. In In re Avandia Mktg., Sales

Practices & Prods. Liab. Litig.,2013 WL 5761202 (E.D. Pa. Oct. 23, 2013), insurers

brought RICO and state law claims against GSK for fraudulently concealing heart attack
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risks and other dangers linked to its diabetes drug, Avandia. (Avandia is also one of the
drugs in issue here.) The insurers sought to recover their payments for the drug on the
ground that GSK’s fraudulent statements to the public induced the insurers to place
Avandia on their approved formularies -- a direct analogue of Plaintiffs’ allegations here.
(See Compl. 1 183-85.) Judge Rufe held that the insurers’ allegations established a
“concrete economic injury” regardless of whether “any given patient who ingested
Avandia became ill.” Id. at *5. The Court denied GSK’s Rule 12(b)(6) motion, ruling
that “Plaintiffs’ claims sufficiently allege an economic injury at this pleading stage of the
litigation”; GSK’s arguments regarding proof of injury and “the calculation of damages”
were premature. Id. at *5 & nn.25-26 (citing Warfarin, Desiano, and other cases)."
Moreover, the only Third Circuit decision cited by GSK on this issue, Maio v.
Aetna, Inc., 221 F.3d 472 (3d Cir. 2000) (GSK Br. at 14-15), confirms Plaintiffs’ position,
not GSK’s. Maio held that claims regarding intangible “contractual rights” failed to
establish “business or property” injury, as opposed to claims regarding tangible objects
such as “a plot of land or a diamond necklace.” Id. at 488-90. That distinction supports
Plaintiffs’ claims here, which are based on GSK’s fraudulent representations concerning
its physical drug products. In Maio, the plaintiffs alleged that the defendant HMO’s
general policies and practices constituted “inferior” healthcare coverage, for which the
plaintiffs had been overcharged. Id. at 484. The Court held that HMO coverage was not
a physical object with an easily determined value, but rather a set of intangible
“contractual rights” that could be considered inferior only if and when the HMO

delivered substandard medical treatment to particular individuals. Id. at 494-95.

10 See also In re Bextra & Celebrex Mktg., Sales Practices & Prod. Liab. Litig., 2007 WL

2028408, at *5-7, 9 (N.D. Cal. July 10, 2007).
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Here, by contrast, tangible property is involved. GSK misrepresented its physical
products as satisfying the FDA’s mandatory manufacturing standards while knowing that
the conditions at Cidra falsified its representations. Consequently, this case fits squarely
within Maio’s holding that RICO claims may be based on “external conditions or the
occurrence of events which cause the value of the real or personal property to be
reduced.” Id. at 489. Plaintiffs allege just such “external conditions” or “events.” See
also Mathews v. Kidder, Peabody & Co., 260 F.3d 239, 248-49 (3d Cir. 2001) (reiterating
Maio’s distinction between “contractual rights” and “tangible property™).

B. GSKs Position Is Unsupported By Other Case Law

GSK’s other case citations are equally unavailing. GSK’s leading case is
Ironworkers Local Union 68 v. AstraZeneca Pharmaceuticals, LP, 634 F.3d 1352 (11th
Cir. 2011) (GSK Br. at 14), where insurers alleged that AstraZeneca had fraudulently
promoted its drug to doctors through “off-label marketing” for unapproved uses. The
Eleventh Circuit held that the insurers’ claims failed because they alleged only “indirect”
injury -- injury that stemmed from individual doctors’ decisions to prescribe
AstraZeneca’s drug rather than an alternative. In principle, such decisions are left to
doctors’ judgments regarding the needs of their individual patients. To overcome that
principle, the court held, insurers must allege that individual doctors’ judgments were
medically unsound, i.e., that choosing AstraZeneca’s drug over an alternative was
“medically unnecessary or inappropriate” for individual patients. Id. at 1360, 1363-64.

That holding cannot help GSK here. The Complaint alleges that GSK made
affirmative misrepresentations directly to Plaintiffs and others who paid for the drugs, not

just to doctors. (E.g., Compl. §{ 10, 183-85.) Plaintiffs’ injury does not depend on proof
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that individual doctors’ prescription decisions were medically “inappropriate.” Thus,
there is no need to trace causation here through doctors’ prescription decisions. As
alleged in the Complaint, if GSK had disclosed the situation at Cidra, Plaintiffs would
have removed the drugs from their formularies and avoided paying for the drugs, whether
or not individual doctors continued to prescribe them. (E.g., Compl. ] 178, 183-85.)

GSK’s other cases similarly fail to support its position:

e In In re Schering-Plough Corp. Intron/Temodar Consumer Class Action, 2009
WL 2043604 (D.N.J. July 10, 2009) (GSK Br. at 15), the court held that the defendant’s
“off-label marketing” was “directed at physicians” rather than insurers, did not involve
fraudulent representations, and had no bearing on the drugs’ reliability, safety, or
efficacy. Id. at *18-19. Here, however, GSK made fraudulent representations
concerning its drugs’ reliability, safety, and efficacy directly to Plaintiffs and others.

e In District 1199 Health & Welfare Plan v. Janssen, L.P., 2008 WL 5413105
(D.N.J. Dec. 23, 2008) (GSK Br. at 15-16), insurers sued to recover overpayments for the
defendant’s drugs on the ground that alternative drugs were more “cost-effective.” The
court held that the allegations were “conclusory” and thus failed to establish “a concrete
financial loss.” Id. at *8. Again, this case is different. Plaintiffs allege that specific
conditions at Cidra negated GSK’s assurances that the drugs conformed to their specified
formulas and attributes and therefore were reliable, safe, and effective.

 In In re McNeil Consumer Healthcare, et al., Mktg. & Sales Practices Litig.,
877 F. Supp. 2d 254 (E.D. Pa. 2012), consumers alleged that they had overpaid for drugs
produced at a plant with cGMP violations. The manufacturer recalled many of the

plant’s product lines and offered purchasers full refunds, while other product lines were
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not recalled. As to products that were not recalled, the Court emphasized that the
plaintiffs made conclusory allegations that relied on “experiences of other individuals”
who incurred adverse effects, and on the manufacturer’s recall of other products from the
same plant. Id. at 272-73. By contrast, Plaintiffs here do not rely on “experiences of
other individuals” or on product recalls, but rather on detailed allegations concerning
specific conditions at Cidra that violated the most basic manufacturing standards.
Plaintiffs are entitled to present evidence in support of those allegations, including, for
example, the testimony of fact witnesses with personal knowledge of GSK’s violations,
the testimony of expert witnesses, and GSK’s audit reports and other internal documents.

o Myers-Armstrong v. Actavis Totowa, LLC, 2009 WL 1082026 (N.D. Cal. April
22,2009), aff'd, 382 Fed. Appx. 545 (9th Cir. 2010) (GSK Br. at 17-18), involved
consumer claims under California law concerning drugs recalled by the manufacturer
from retailers, without offering refunds to consumers. Relying on two California state
court decisions, the Myers-Armstrong court rejected the plaintiff’s claim because she had
consumed only one brand of drug (out of many in issue) and alleged no adverse effects.
At the same time, however, the court inconsistently stated: “If the pills had not been
consumed, the consumer might possibly have a claim for a refund.” 2009 WL 1082026,
at *4. It cannot be the case that the right of recovery depends on whether a drug is
consumed. In any event, insurers do not, and cannot, “consume” any drugs. They still
have the right to recover payments for drugs they were fraudulently induced to pay for.

e In Polkv. KV Pharmaceutical Co.,2011 WL 6257466 (E.D. Mo. Dec. 15,
2011) (GSK Br. at 18), the court held that a “conclusory allegation that the Medication

was adulterated and therefore worthless” had no “factual support,” where the allegation
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was based solely on an FDA consent decree in which the defendant disclaimed any
admissions or liability. Id. at *6. Here the Complaint provides detailed factual
allegations regarding the pervasive cGMP violations at Cidra, key aspects of which are
expressly admitted by a felony guilty plea GSK negotiated with the government.

e Finally, In re Digitek Prods. Liab. Litig., 821 F. Supp. 2d 822 (S.D. W. Va.
2011) (GSK Br. at 17), addressed wrongful death claims and thus is irrelevant on its face.
Such cases require individualized proof of physical injury and have no bearing on
Plaintiffs’ economic injury claims. Moreover, the discovery record in Digitek showed
that only one defective pill out of millions reached the market. Here, by contrast,
Plaintiffs allege chronic and pervasive manufacturing violations. At the very least,
Plaintiffs have the right to develop the record concerning the effect of those violations.

In sum, the Complaint alleges economic injury resulting from misrepresentations
made directly to Plaintiffs and others who paid for GSK’s drugs. GSK has failed to carry
its burden of showing that Plaintiffs cannot prove their injury under any circumstances.
Plaintiffs are not required to present at trial particular tablets or vials (which no longer
exist) to prove that they were unsafe or ineffective, nor are Plaintiffs required to present
individual patients and their doctors to prove that the drugs caused physical injuries.
Plaintiffs are entitled to present evidence that the alleged conditions at Cidra rendered
fraudulent GSK’s assurances concerning the drugs’ reliability, safety, and efficacy, and

that, but for those fraudulent assurances, Plaintiffs would not have paid for the drugs."!

1 The Complaint’s allegations establish actionable injury under state law as well as RICO.

GSK does not suggest that different injury standards govern Plaintiffs’ state law claims. Indeed,
GSK’s only additional argument is that Plaintiffs’ unjust enrichment claim fails to qualify as “an
independent cause of action under Pennsylvania law.” (GSK Br. at 14 n.26.) GSK’s argument is
mistaken. See, e.g., In re Actiq Sales & Mktg. Practices Litig., 790 F. Supp. 2d 313, 329-30 (E.D.
Pa. 2011) (upholding insurers’ unjust enrichment claim against drug manufacturer).
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II. GSK Has Failed To Carry Its Burden Of Proving That Plaintiffs’ Claims Are
Time-Barred '

Plaintiffs filed this case on July 15, 2011. GSK argues that certain events gave
Plaintiffs notice of their claims more than four years before that date, i.e., before July 15,
2007, and thus the claims are time-barred. The cited events start in 2002 and end “no
later than March 2005.” (GSK Br. at 22.) GSK’s arguments fail, for three bésic reasons.

First, GSK bears the burden of proof with regard to the statute of limitations. The
burden is a “heavy” one. Van Buskirk v. Carey Canadian Mines, Ltd., 760 F.2d 481, 498
(3d Cir. 1985). In particular, GSK must show that Plaintiffs had “inquiry notice”
regarding the “probability” -- not just the possibility -- of the alleged injury. Cetel v.
Kirwan Fin. Group, Inc., 460 F.3d 494, 506-07 (3d Cir. 2006). GSK has failed to carry
its burden. As discussed in Point I above, the injury alleged in this case stems from the
plant-wide breakdown of manufacturing and quality systems at Cidra, thus rendering
fraudulent GSK’s guarantees regarding the drugs produced there. During GSK’s asserted
“inquiry notice” period, from 2002 to 2005, nothing in the public record indicated the
“probability” of that type of injury. On the contrary, everything in the public record
indicated that Cidra’s manufacturing issues were isolated and confined to particular
products and batches. The FDA allowed the plant to continue operating, and GSK
continued releasing to the market the overwhelming majority of Cidra’s output. At the
same time, GSK repeatedly assured the public that it was cooperating fully with the FDA
and resolving promptly the issues that had been identified. During the asserted “inquiry
notice” period, Plaintiffs had no reason to suspect that GSK’s assurances were false.

Second, even if the FDA’s actions from 2002 to 2005 were sufficient to put

Plaintiffs on “inquiry notice,” the inquiry would have been fruitless. GSK makes the
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conclusory assertion that “[b]y early 2005 Plaintiffs were in a position to investigate and
“could have discovered their alleged injuries and connected them td GSK.” (GSK Br. at
25.) GSK thus ignores the detailed allegations in the Complaint, which describe GSK’s
systematic, and successful, efforts to conceal and misrepresent the conditions at Cidra,
despite the FDA’s regulatory oversight. Those allegations must be taken as true for
purposes of GSK’s Rule 12(b)(6) motion. It is preposterous to argue that Plaintiffs, with
none of the FDA’s investigatory powers, and with the right to rely on the FDA’s
oversight, should have discovered independently that Cidra was irreparably broken.
Alternatively, and at the very least, the question whether additional inquiry would have
been fruitful should be deemed an unresolved factual issue and left for further discovery.

Third, GSK’s fraudulent concealment of the conditions at Cidra tolled the
limitations period. Again, the Complaint contains detailed allegations of GSK’s
concealment, which must be taken as true for present purposes. Mo?eover, GSK’s public
statements -- many of which are included in GSK’s own exhibits -- confirm that it
engaged in a deliberate cover-up of what was actually occurring at Cidra.

A. GSK’s Narrative Of Events Fails To Establish “Inquiry Notice”

As noted above, GSK cites events during a period starting in 2002 or 2003 and
ending “no later than March 2005.”'> (GSK Br. at 22.) GSK misstates those events and
fails to show that during the specified period Plaintiffs had reason to suspect the true state
of affairs at Cidra and the “probability” that Plaintiffs were being defrauded. Indeed,
GSK’s narrative proves just the opposite. The cited events, including GSK’s public

assurances, consistently created the appearance that any problems at Cidra were limited,

12 GSK makes inconsistent statements regarding the period’s start: “2002 and 2003” (GSK

Br. at 3); “February 2002” (id. at 9); “as early as 2003” (id. at 22); “2002 and 2003” (id.).
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and that GSK was cooperating fully with the FDA to correct the problems promptly and
fully. GSK created that appearance by concealing for years the appalling conditions at
Cidra from everyone, including the FDA. The outside world had no notice of the truth
until it was revealed by the announcement of GSK’s global settlement of the
government’s civil proceedings in Eckard and its criminal case in October 2010."

We address in chronological order each of the events cited by GSK.

2002: Bactroban recall and FDA warning letter. GSK refers to a limited
Bactroban recall in 2002. (GSK Br. at 9, 22.) Product recalls are frequent and routine.
GSK itself confirms that fact by exhibiting a newsletter that lists no less than five product
recalls, by five different manufacturers, during a four-week period. (GSK Ex. 7.)

Following the Bactroban recall, the FDA issued a “warning letter” to GSK. (GSK
Ex. 8.) The letter took no regulatory action and noted only product—speciﬂc issues.
Nothing in the letter indicated that the problems at Cidra were fundamental or plant-
wide.'* The letter was not even mentioned in GSK’s 2002 Annual Report.15 Moreover,
GSK’s finance director publicly dismissed the entire matter in 2003 by announcing:

“The issues raised were fully resolved and closed up.” (GSK Ex. 9.)

13 Eckard was filed under seal in 2004 and unsealed on July 16, 2007. The present case was

filed on July 15, 2011, less than four years after the unsealing, Thus, even if the unsealing
provided Plaintiffs with “inquiry notice,” this action is timely. Furthermore, the Eckard case
remained unpublicized until 2010, except for brief, one-sentence references in GSK’s 2007 and
subsequent Annual Reports. The references failed to identify the case by name or docket number,
and never suggested that the allegations in the case went significantly beyond the limited cGMP
issues previously identified by the FDA. (See, e.g., Ex. B attached, at p. 157.) In any event,
Plaintiffs had no reason to notice the Eckard case until the announcement of GSK’s global
settlement in 2010. See In re Neurontin Mktg. & Sales Practices Litig., 2011 WL 3852254, at
*51 (D. Mass. Aug. 31, 2011) (“The unsealing of a case in Massachusetts, unaccompanied by
extensive press coverage, cannot be viewed as sufficient notice, particularly to a California
[healthcare organization].”). Thus, state law claims subject to a two-year limitations period are
timely as well. See, e.g., Wise v. Mortgage Lenders Network USA, Inc., 420 F. Supp. 2d 389,
395-96 (E.D. Pa. 2006) (discovery rule applied to two-year statute for “fraud or deceit” claims).
1 The warning letter referred only to Bactroban, Paxil OS, and Thorazine. (GSK Ex. 8.)
13 http://www.gsk.com/content/dam/gsk/globals/documents/pdf/annual-report-2002.pdf.
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Like product recalls, FDA warning letters are frequent and routine. For example,
during the year in question (2002), the FDA issued 724 warning letters, at an average rate
of about two letters per calendar day, a rate that continues to the present.'® The FDA has
stated: “A Warning Letter is informal and advisory. It communicates the agency’s
position on a matter, but it does not commit FDA to taking enforcement action.”” Courts
recognize that such letters do not provide prospective plaintiffs with notice of their claims.
See, e.g., Schering-Plough, 2009 WL 2043604, at *22 (“the FDA warning letter, public
filings and newspaper articles reporting the Government’s investigation” failed to provide
notice to plaintiffs of their RICO claims). (See also Point IL.D below.)

2003: Unspecified FDA investigation and Forms 483. The FDA continued to
investigate issues at Cidra in 2003, but the only publicly available information indicated
that the FDA’s activity remained limited and routine. Nothing in the public record
suggested what was actually occurring: in October 2003, federal prosecutors opened a
criminal investigation, executed a search warrant, and seized records at the plant. GSK
repeatedly misstates the record on this point by asserting that news articles in October
2003 “widely publicized” and “documented” the commencement of a “criminal” |
investigation. (GSK Br. at 9, 23, emphasis added.) GSK’s assertions are incorrect. The
criminal investigation was not disclosed until 2008, more than four years later, when

GSK issued its 2007 Annual Report.'®

16 http://www.fda.gov/ICECI/EnforcementA ctions/ WarningLetters/2002/default.htm.

Similarly, in 2012, the FDA issued 752 warning letters. http:/www.fda.gov/ICECI/Enforcement
ActionsWarningLetters/2012/default.htm. :
17 http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/
ucm176870.htm#SUB4-1.

18 See Ex. B aftached, at p. 157. GSK’s exhibits include excerpts of its 2003 to 2006
Annual Reports (GSK Exs. 13-16) but omit its 2007 Report.
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Indeed, from 2003 to at least 2008, GSK’s disclosures concerning Cidra were
consistently uninformative. In October 2003, GSK’s finance director disclaimed
knowledge regarding the nature of any ongoing investigation: “The FDA are now back.
They are being quite coy about exactly what they are looking for.” (GSK Ex. 9.)
Similarly, GSK’s lack of disclosure is demonstrated by the other articles exhibited by
GSK. (GSK Exs. 10-12.) They contain nothing specific about the situation at Cidra.
The most detailed article reported that the FDA was investigating unspecified
“manufacturing issues” at Cidra and had “asked for records related to manufacturing in
2001 and 2002.” (GSK Ex. 10.) (This illustrates what GSK knew and failed to disclose:
the government had begun a criminal investigation and seized, not merely “asked for,”
Cidra’s records.) The article also reported GSK’s statement that any ongoing
investigation “would not interrupt the supply” of drugs from Cidra, a clear assurance that
the plant had no serious problems. (Id.) GSK’s two other articles are even less
informative. One simply stated that the FDA had “launched a probe” at Cidra, “but it
remains unclear precisely what the FDA is investigating.” (GSK Ex. 11.) The other
referred to the fact that the FDA “was investigating a Glaxo factory in Puerto Rico,” with
no further information about the investigation. (GSK Ex. 12.)

In addition to citing these uninformative news articles containing GSK’s
misleading assurances, GSK argues that it “disclosed the investigation” in its 2003
Annual Report, issued in March 2004. (GSK Br. at 9.) By that time, the FDA had issued
two “Forms 483” in connection with its ongoing oversight. The Forms were issued in
December 2003 and merely stated a set of “observations,” without taking any regulatory

action. The FDA emphasizes on its website that a Form 483 “does not constitute a final
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Agency determination of whether any condition is in violation of the [Food, Drug &
Cosmetic Act] or any of its relevant regulations.”” Like FDA warning letters, Forms 483
are routine. Hundreds typically are issued each year.”° During the period in question, the
FDA did not post the two Forms 483 on its website or otherwise publicize their contents.

The following statement constituted GSK’s entire disclosure in its 2003 Annual
Report regarding the FDA’s investigation and Forms 483:

In October 2003 the FDA began an investigation of the Group’s
manufacturing facility in Cidra, Puerto Rico. The Cidra site is engaged in
tableting and packaging for a range of GlaxoSmithKline products --
primarily for the US market -- including Paxil, Paxil CR, Coreg, Avandia
and Avandamet. Subsequently, the FDA has issued two Forms 483
(‘observations’ of possible deficiencies in manufacturing practices) to
the Group.

The FDA observations relate to certain aspects of production controls,

process validation and laboratory investigations primarily in respect of

activities that occurred between 2001 and 2003. The Group has

responded to the observations contained in the Forms 483, but to date

the FDA has not advised the Group as to whether any further action is

indicated. The Group continues to work closely with the FDA to address

any concerns and implement any changes required by the agency arising

from the Forms 483 or the FDA investigation. The Group has received

no indication that ongoing supply from the site will be affected.
(GSK Ex. 13, emphasis added.) Nothing in this statement suggested the true nature of the
problems at Cidra. Moreover, the statement reiterated GSK’s announcement to the press
in October 2003, quoted above, that there was no reason to expect an interruption of
supply, thus confirming that any issues at Cidra were limited, not chronic or plant-wide.

2004: Two additional Forms 483. In 2004, the FDA conducted a follow-up
inspection at Cidra and issued two more Forms 483. (See GSK Br. at 10, 23.) GSK’s

2004 Annual Report (issued in March 2005) again failed to disclose the true state of

19 http://www.fda.gov/ICECI/EnforcementActions/ucm256377.htm.
20 http://www.fda.gov/ICECI/EnforcementActions/ucm255532.htm.
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affairs at Cidra and made only a brief, cryptic reference to the additional Forms 483. It
merely stated that the FDA had “carried out a further inspection in November 2004 and
subsequently issued two further Forms 483,” in which the FDA made “observations” that
“relate to certain aspects of production controls, process validation and laboratory

. investigations.” (GSK Ex. 14.) Again, during the period in question, the FDA did not
post the Forms 483 on its website or otherwise publicize their contents.

2005: Seizure of stocks of Avandamet and Paxil CR, and related consent
decree. In March 2005, the government filed in rem civil forfeiture proceedings that
allowed the FDA to seize stocks of two drugs produced at Cidra, Avandamet and Paxil
CR. (GSK Br. at 10-11, 23-25.) Although the seizure was widely reported in the press,
the FDA did not assert -- and GSK certainly did not disclose -- that the problems at Cidra
extended in any way beyond the stocks in question. On the contrary, GSK repeatedly
emphasized the limited nature of the FDA’s action. Nothing in the FDA’s or GSK’s
statements suggested the existence of broader, more fundamental problems.”!

Indeed, the Court need look no further than GSK’s own brief for confirmation that
the FDA’s activities in 2005 served as reassurances rather than red flags. GSK’s brief
empbhasizes “what the FDA did not do when it seized certain lots of Paxil CR and
Avandamet”: “The agency did not require that GSK shut down the Cidra facility or

cease manufacturing processes for any other drugs produced at the facility.” (GSK Br. at

2 GSK’s 2005 Annual Report discussed the civil forfeiture proceedings but continued to

omit any disclosure of the criminal nature of the investigation launched in 2003. The 2005
Annual Report merely referred to a “subpoena” issued in “April 2005 (not the search warrant
executed in 2003) “requesting production of records regarding manufacturing at the Cidra site
covering the same type of information as that collected by the US government in Puerto Rico in
2003.” (GSK Ex. 15.) GSK thus carefully avoided disclosing that the information “collected” in
2003 was actually seized by the government pursuant to a search warrant. GSK used the same
evasive language in its 2006 Annual Report (issued in March 2007). (GSK Ex. 16.)
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8, both emphases in original.) That makes Plaintiffs’ point precisely. Because the FDA
did not force a shutdown, consumers and insurers who continued to pay for “any other
drugs produced at the facility” had no reason to suspect that the plant as a whole was
broken, and they were entitled to rely on GSK’s continuing assurances of quality.

The limited scope of the FDA’s action is also confirmed by all of the civil
forfeiture materials accompanying GSK’s brief, including the consent decree filed in the
Spring of 2005. (GSK Exs. 4, 26-34.) The consent decree did not disclose problems
regarding the plant as a whole. Rather, it required GSK to hire an “outside expert” to
determine “whether” there were broader issues. (GSK Ex. 4, 99 7, 21, emphasis added.)
(To this day, the outside expert’s report has not been published.)?

At the same time, GSK continued to trumpet the integrity of the plant as a whole
and its continued operation. Even as the consent decree was being filed, GSK announced
that it would resume production of both Paxil CR and Avandamet by midyear, far sooner
than expected. (GSK Ex. 36.) GSK’s global chief of pharmaceuticals told the press that
the ‘company “was able to resolve the issue quickly because of its strong relationship with
the F.D.A.” (Id.) The same executive went on to assure the public that the FDA “has
‘respect for us and our manufacturing’ process.” (Id.) GSK’s statements also
emphasized that the FDA had not imposed a fine. (GSK Exs. 15, 36-37.)

In sum, the FDA’s actions and all of GSK’s statements pointed to one and only

one conclusion: limited problems regarding stocks of two products had been identified

2 GSK mischaracterizes the affidavits filed in the forfeiture proceedings. GSK states that

the affidavits referred to “issues related specifically to Paxil CR and Avandamet, as well as issues
related to the facility more generally.” (GSK Br. at 12, emphasis added.) In fact, the affidavits
made no reference to drugs produced at Cidra other than the two named products. As noted
above, GSK concedes that the FDA made no attempt to shut down the plant or to stop
“manufacturing processes for any other drugs produced at the facility.” (GSK Br. at 8.)
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and promptly corrected. GSK quickly resumed producing both Paxil CR and Avandamet,
no fine was imposed, and there was still no disclosure that GSK was the subject of a
criminal investigation of pervasive violations and a comprehensive cover-upA at Cidra.

GSK’s notice argument ends with the events, just described, in 2005. GSK does
not, and cannot, argue that any subsequent events provided additional notice.

B. Even If GSK Could Establish “Inquiry Notice,” Further Inquiry
Would Have Been Fruitless

GSK’s failure to carry its burden of proving “inquiry notice” eliminates any need
for further analysis: Plaintiffs’ action must be deemed timely. But even if the Court
were to find that GSK had established such notice, GSK’s argument still fails. Further
investigation by Plaintiffs would not have revealed the information necessary to assert
their claims within four years after the supposed notice.

Undisputed facts amply demonstrate this point. Despite the FDA’s regulatory
oversight, GSK continued releasing to the market the vast majority of Cidra’s output
throughout the period in question. As private parties, Plaintiffs had none of the FDA’s
powers of oversight and investigation. Yet according to GSK, Plaintiffs somehow should
have discovered facts that would support allegations far beyond what the FDA alleged in
its forfeiture action. That proposition is meritless on its face and should be rejected as a
matter of law. See generally Gabelliv. SEC, 133 S. Ct. 1216, 1222 (2013) (contrasting
private parties’ ability to discover fraud with the government’s far greater abilities, and
holding that the discovery rule could be invoked only by private parties). Alternatively,
at the very least, the Court should leave for discovery and trial the question whether
Plaintiffs could have made further, and successful, inquiries. As this Court has stated:

“Unless there is a clear basis for the court to determine when plaintiff knew or should
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have known of the existence of her cause of action, the issue of whether the plaintiff had
a reasonable opportunity to discover the violation is a question to be resolved by a jury.”
Stafford Investments LLC v. Vito, 2008 WL 5062136, at *3 (E.D. Pa. Dec. 1, 2008)
(Sanchez, J.) (internal quotation marks omitted).

Moreover, it must be noted that if GSK’s position were accepted, the legal and
practical consequences would be unprecedented and effectively disrupt the basic
functioning of the nation’s healthcare system. As soon as the FDA issued a warning
letter, Form 483, or seizure order, every insurer -- indeed, every person -- who paid for
the drug or medical device in question would be required to begin demanding further
information from the FDA and the manufacturer, or else face the risk that potential
claims would be time-barred. The result would be regulatory and commercial chaos. If
the FDA were forced to consider and respond to thousands of demands for information in
connection with each of its enforcement actions, the agency would grind to a halt.
Furthermore, each insurer’s drug formulary lists literally thousands of drugs. Insurers
cannot launch their own investigations each time the FDA undertakes a routine action
with respect to a listed drug -- or some other drug produced at the same plant.

Plaintiffs reasonably relied on the FDA’s oversight and GSK’s assurances
regarding Cidra’s continued output until October 2010, when the truth about the plant
was finally revealed. Plaintiffs sued less than one year thereafter. This action is timely.

C. In Addition, GSK’s Fraudulent Concealment Tolled The Limitations
Period

GSK’s limitations argument must be rejected for another reason as well. GSK
actively engaged in fraudulent concealment of the problems at Cidra, thus tolling the

limitations period until the truth was disclosed in 2010. The Complaint’s detailed
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allegations regarding GSK’s concealment must be accepted as true. Moreover, GSK
negotiated a felony guilty plea that admitted the distribution of adulterated drugs “with
intent to defraud and mislead.” (Compl. Ex. A, also attached here as Ex. A.)

Fraudulent concealment requires three elements: (1) the defendant actively
misled the plaintiffs; (2) as a result, the plaintiffs failed to recognize their claims within
the limitations period; and (3) the plaintiffs are not chargeable with a lack of due
diligence. Cetel, 460 F.3d at 509. These requirements are satisfied here. GSK actively
concealed Cidra’s conditions from both the FDA and the public, as alleged in detail in the
Complaint. (E.g., Compl. 97, 113-19, 177-78.) In addition, as shown by GSK’s own
exhibits, GSK falsely assured the public that Cidra’s problems were limited and were
promptly resolved in cooperation with the FDA. Finally, GSK’s deception of the FDA
demonstrates that further investigation by private parties such as Plaintiffs was futile.

The Third Circuit has stated that fraudulent concealment, a form of equitable
tolling, “is not generally amenable to resolution on a Rule 12(b)(6) motion” because it
“generally requires consideration of evidence beyond the pleadings.” In re Community
Bank of N. Va., 622 ¥.3d 275, 301-02 (3d Cir. 2010); see also Stafford Investments, 2008
WL 5062136, at *4-5 (due diligence is a factual determination and should ordinarily be
resolved by a jury). GSK seeks to evade that principle by declaring in a footnote that
Plaintiffs’ allegations of fraudulent concealment are “unsupported and conclusory” under
Fed. R. Civ. P. 9(b), and are “implausible in the face of the [sic] GSK’s public statements
and the vast publicity” surrounding the events discussed above. (GSK Br. at 22 n.30.)
GSK’s footnote is inadequate on its face. See, e.g., Johnson v. MetLife Bank, N.A., 883 F.

Supp. 2d 542, 550 n.4 (E.D. Pa. 2012) (arguments asserted only in a footnote are waived).

25



Case 2:13-cv-04663-JS Document 40 Filed 12/06/13 Page 31 of 36

GSK has not moved for dismissal under Rule 9(b), and its statement that Plaintiffs’
allegations are “implausible” cannot overcome two sets of facts: (1) GSK repeatedly
concealed conditions at the plant from the FDA; and (2) GSK repeatedly concealed, and
affirmatively misrepresented, conditions at the plant in its statements to the world at large.

The Complaint alleges in detail the first set of facts -- GSK’s concealments from
the FDA -- which suffice by themselves to establish fraudulent concealment. These are
hardly “conclusory” allegations. The Complaint alleges, for example:

o GSK “lied to the FDA in its Field Alert filings [in 2002] by stating
that the [product] mix-ups must have occurred outside of Cidra’s control.”
(Compl. 1 89(a).) The filings with the FDA were “knowingly false.” (Id.
9 113; see also ] 115, 117.)

o Cidra’s Site Director repeatedly concealed product mix-ups. SB
Pharmco’s guilty plea admitted the concealments. (Id. § 119 & Ex. A.)

. In 2003, GSK executives -- including the President of SB Pharmco
and Cidra’s General Manager -- met with the FDA to discuss an FDA
warning letter. The executives “misrepresented to the FDA the true status
of” GSK’s response to the warning letter. (/d. 9 100; see also | 86-87.)

. GSK executives told the FDA that internal laboratory
investigations had been fully reviewed by an outside consultant. This
assurance to the FDA was knowingly false: “more than 30 investigations

were still outstanding.” (/d. | 140-41.)

) GSK executives told the FDA that GSK “had reviewed all process
validation reports to assure compliance with current guidelines. In fact,
many elements of this review were incomplete.” (Id. § 144.) Cidra
executives also told the FDA that a plan for correcting Cidra’s instrument
calibrations -- a critical function in drug manufacture and quality control -
was on schedule. The assurance was false. (Id. § 147; see also 9 160.)

. In 2002, an internal audit report identified an improper tank filling
practice as having caused the contamination of Bactroban with micro-
organisms. “GSK advised the FDA that this contaminating practice had
been discontinued. If it was, it was re-instituted shortly thereafter.” SB
Pharmco admitted this conduct in its guilty plea. (/d. 7 129-30.)
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The second set of facts -- GSK’s statements to the public -- reinforces the first set.
At the same time it was concealing serious violations from the FDA, GSK falsely
reassured the world that any issues at Cidra were minor and GSK was cooperating fully
with the FDA to resolve them. The news articles and other public communications
contained in GSK’s own exhibits, discussed above, amply prove the point.

Other instances of public deception by GSK are available as well. For example,
GSK deliberately misled the press about product mix-ups at Cidra. In 2005, GSK was
quoted as telling a Canadian news agency: “[T]he FDA said there was a potential risk for
tablet mix, but there was never a tablet in a prescription bottle, it never ended up in a
prescription bottle (or bulk packaging), never.” (Ex. C attached here, emphasis added.)
Those assertions were untrue. By 2003, GSK knew that serious product mix-ups were
occurring at Cidra. SB Pharmco’s guilty plea acknowledges that fact. (See Compl. Ex.
A, also attached here as Ex. A.)

GSK cannot sweep aside all of these facts with a footnote. At a minimum, the
issue of fraudulent concealment requires further discovery and cannot be resolved on a
motion to dismiss. Community Bank of N. Va., 622 F.3d at 301-02.%

D. GSK’s Own Case Citations Contradict Its Position

GSK’s efforts to show that Plaintiffs’ claims are time-barred are contradicted
even by its own cited cases. For example, as discussed in Point I above, GSK mistakenly
cites Schering-Plough in arguing that Plaintiffs lack an actionable injury. In addition,

GSK ignores what Schering-Plough says about the statute of limitations in a RICO case:

2 GSK argues that the discovery rule is inapplicable to Plaintiffs’ warranty claims. (GSK

Br. at 25-26.) GSK overlooks the fact that fraudulent concealment equitably tolls the limitations
period for warranty claims in the same manner as other claims. See, e.g., In re Ford Motor Co.
E-350 Van Prods. Liab. Litig., 2008 WL 4126264, at *18-19 (D.N.J. Sept. 2, 2008); Connaught
Labs., Inc. v. Lewis, 557 A.2d 40, 43-44 (Pa. Commw. Ct. 1989).
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Defendants bear the burden of proving that plaintiffs have failed to

comply with the relevant limitations period. [Citation omitted.] Moreover,

~ because the applicability of the statute of limitations usually involves

questions of fact for the jury, defendants bear a heavy burden in seeking to

establish that there is no genuine issue of material fact and that as a matter

of law the [RICO] claims are barred.

2009 WL 2043604, at *22 (internal quotation marks omitted).?*

Issues regarding the statute of limitations typically are decided on a fully
developed factual record, on motions for summary judgment or at trial, not on threshold
motions to dismiss. GSK’s own brief illustrates the point: all of the cases cited by GSK
with respect to the discovery rule are summary judgment decisions, except for one case
that is factually and legally inapposite.”

Moreover, although GSK cites various cases for general propositions of law
regarding the discovery rule, none of them addressed facts analogous to those involved
here. Indeed, GSK cites only one case that even remotely concerned the question of
notice based on a product seizure or recall: In re Diet Drugs (Phentermine/Fenfluramine/
Dexfenfluarmine) Prods. Liab. Litig., 352 F. Supp. 2d 533 (E.D. Pa. 2004) (GSK Br. at
25). But both the facts and the holding in that case undermine GSK’s argument. The

case involved a suit under Kentucky law for personal injuries allegedly caused by

defective “phen/fen” diet drugs. The court pointed to the plaintiff’s effective admission

# GSK states that “Plaintiffs have the burden to show that the discovery rule applies to save

their claims.” (GSK Br. at 21.) GSK’s statement is inaccurate. Under settled Third Circuit law,
GSK bears the burden of proving that Plaintiffs had “inquiry notice” of their claims more than
four years before filing suit. Cetel, 460 F.3d at 507. If and only if GSK carries that burden,
Plaintiffs have the burden (at most) of showing that further inquiry was stymied or futile. GSK’s
failure to carry its burden on the first issue relieves Plaintiffs of any burden on the second.
Furthermore, even if GSK were to prove “inquiry notice,” Plaintiffs need only identify a factual
issue that cannot be decided on a motion to dismiss. As shown above, the futility of any further
inquiry must be resolved in Plaintiffs’ favor as a matter of law or left for further discovery.

2 The one exception, Yates v. Commercial Index Bureauy, Inc., 861 F. Supp. 2d 546 (E.D.
Pa. 2012) (GSK Br. at 21), held that the discovery rule was inapplicable to trespass and invasion
of privacy claims where the plaintiff opened his front door and saw immediately that defendants
had entered his property without permission. /d. at 551. That holding is plainly irrelevant here.
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of inquiry notice in her deposition: she testified that she “‘“knew she had some kind of
problem’” potentially related to the drugs. Id. at 538. Thus, Diet Drugs illustrates the
need for appropriate discovery before claims can be adjudicated as time-barred.

GSK’s cited case law undermines its position in other ways as well. Schering-
Plough, for example, specifically addressed FDA warning letters and publicity
surrounding an FDA investigation in relation to the discovery rule:

[T]aking the allegations in the Complaint as true, it is not at all clear that

the FDA warning letter, public filings and newspaper articles reporting the

Government’s investigation of Schering’s off-label marketing of the

Subject Drugs provided warnings sufficient to put Plaintiffs on notice of

their purported RICO claims as early as 2002 as alleged by Defendants.

2009 WL 2043604, at *22. The court concluded that the plaintiffs received “actual or
inquiry notice of facts underlying the alleged frauds” only when the defendant
“ultimately settled federal criminal and civil charges in August 2006.” Id. That is
exactly analogous to the case here: Plaintiffs received “actual or inquiry notice” only
when GSK settled the government’s criminal and civil proceedings in October 2010. See
also In re Merck & Co., Inc. Securities, Derivative & “ERISA” Litig., 543 F.3d 150, 166-
67 (3d Cir. 2008) (FDA warning letter and product liability claims failed to provide drug
company investors with inquiry notice concerning possible securities violations), aff’d
sub nom. Merck & Co. v. Reynolds, 130 S. Ct. 1784 (2010).

Schering-Plough also supports Plaintiffs’ position regarding GSK’s acts of
fraudulent concealment. After holding that FDA warning letters and related publicity
were insufficient to establish “inquiry notice,” the court went on to hold:

In addition, i’laintiffs’ allegation that Defendants concealed their illegal

conduct raises the possibility that the applicable statutory periods should

be tolled . . .. Because there are legitimate questions of fact as to whether
the Plaintiffs were on inquiry notice of the conduct and injury underlying
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their claims and of the alleged concealment by Defendants of their illegal
conduct, the Defendants’ motion to dismiss Plaintiffs’ RICO and NJRICO
claims as barred by the applicable statutes of limitations will be denied.
2009 WL 2043604, at *22.
In sum, GSK has failed to carry its “heavy burden” of establishing a statute of
limitations defense. Plaintiffs’ claims are timely.”®
III. GSK’s Argument Regarding “Paxil CR” Is Irrelevant
GSK argues that claims regarding “Paxil CR” are “barred by the settlement
agreement and judgment” in Simonet v. GlaxoSmithKline, No. 06-1230 (D.P.R.). (GSK
Br. at 26-27.) GSK’s argument is irrelevant. Plaintiffs make no claims regarding Paxil
CR. The only Paxil-related drugs in issue are Paxil and Paxil OS. (Compl. § 3.)
Conclusion
GSK’s motion to dismiss should be denied.
Respectfully submitted,
LOWEY DANNENBERG COHEN & HART, P.C.
By:  /s/ Gerald Lawrence
Gerald Lawrence
Peter St. Phillip
200 Barr Harbor Drive, Suite 400

West Conshohocken, PA 19428
(610) 941-2670

LOWEY DANNENBERG COHEN & HART, P.C.
Geoffrey M. Horn

Uriel Rabinovitz

One North Broadway, Suite 509

White Plains, NY 10601

(914) 997-0500

% The same principles regarding the discovery rule and fraudulent concealment apply to

Plaintiffs’ pendent state law claims. See, e.g., Sadltler v. Jackson-Cross Co., 587 A.2d 727, 732
(Pa. Super. 1991) (notice “is generally an issue of fact to be determined by the jury”; it can be
determined as a matter of law only if “the facts are so clear that reasonable minds cannot differ”).
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EXHIBIT A
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UNITED STATES DISTRICT COURT
DISTRICT OF MASSACHUSETTS

UNITED 5TATES OF AMERICA Crim. Na.

¥, Violation:

SB PHARMCO PUERTQ RICO, INC. 21 U.S.C, §§ 331(u). 333(aK2), and

351{a)(2}(B) Intcrstatc Shipment

Defendant of Aduiterated Drugs

)
)
)
)
}
}
}
)
INFORMATION
The Urited States Attomey charges that:
. GENERAL ALLEGATIONS
At all times material to this Information:
The Defendant

1. SB PHARMCQ PUERTO RICO, INC, ("SE PHARMCO™), was & corporation
atganized under the laws of the Commonwealth of Prerto Rico with a prineipal place of business
in Cidra, Puerto Rice. SB PHARMCO was an indirec: subsidiary of GlaxoSmithKline, ple
{"GSK"}. a British carporation with a principal place of business in Breniford, Middlssex,
England, with publicly traded shares on the London Sicck Exehange {ticker symbuol: GSK) and
the New York 81ock Exchange (ticker symbol: GSK).

2, SB PHARMCO was cngaged in, among ather thirps, the manufacture and
interstate distobution of preseription drups intended for humean use throughout the United Stais,
including Uie Distict of Massachusetls, SB PHARMUCO owned and operated manufacturing

and packaging facilities in Cidra, Puerto Rico.
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3. SB PHARMCO was dissolved effective July 3, 2008, but continues to exist
under gperation of law for three years for purposes of Jitigation, prosecvtion. and seitiement of its
afTairs,

The FDA and the FDCA

4. The United States Food and Drug Administration ("FDA") was the federal agency
responsibic for prateeting the health and safety of the public by enforcing the Federal Foud,
Drug, and Cosmetic Act ("FDCA") and ensuring, among other things, that drugs intended for use
in humans were safe and efeetive for thelr intenced uses and that the labsling of such drugs bore
true and accrrate information. Tursuant to such responsibibity, F13A published and administered
repulations relating to the approval, mannfaciure, and distribution of drugs.

5. The FDCA defined drugs as, among other things, articles intended for usc in the
dizgnosis, cure, mitigation, freazment, or preveniion of disease in man, and articles (other than
food) intended to affect the struchure of any functon of the body of man. 21 U.S.C_ §§
321{g)(1)(B) and (C).

8. Preseription dmgs under the FDCA were drugs intended for vse in humans which,
beeause of their toxieity or other poteniiality for barmiful effect, or the method of their use, or the
collateral measures necessary 1e their use, were not safe for uss except under ihe supervision of a
practitioner licensed by law to administer such druas, 21 U.S.C. § 333(b)(1)(A), or drugs limited
by the terms of FIDA upproval 0 use under the professional supervision of a practitioner licenscd
by law to admynizter such drugs, 21 ULS.C. § 353(b)(1)(BY.

7. The FDCA prohibited causing the introduction or delivery for introduction inte

interstate commerce of any drug that was adulieraied, 271 1L8.C. § 331(z)
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B. Under the FDCA, a drug was deemed adulterated if the methods used in, ur ihe
facilities or controls used fer, its manufaciuring, processing, packing or helding did not conform
0 or were niot operated or admutistered in conformity with current good manufacturing practice
(“cGMP™) to assure thet such drug met the requirements as to safety and had the identiey and
strength, und met the quality and purity cheracreristics, which it purporred or was represented 1o
possess. 21 ULS.C. § 351{a)(2}{B}.

9. Implcrmenting regulations under the FDCA further defined cGMP required for
finished pharmaceuticals, and included, among ather specific reguirements, the following:

a. Quality Cantrol Unit. Dreg manufactorers were required so maintain a
quality contral unii with the responsibility and authority to approve or refect all components,
drugs product coniainers, closures, in-process materials, packaging, matenial, labeling and drug
products and the authorty to review produoction records to assure a1 no errors bad occurred or,
if errors had occurred, that they were fully investigated. 21 CF.R. § 21)1.22(a} (2003). The
quality control unit was 10 have the responsibility for approving or rejecting all procedures or
specificalions impacting an the ientity, strength, quality, and purity of the drug product, 21
C.I.R.§211.22(c) (2003),

b, Cemtamination and Produc: Mix-ups. Separate or definud areas or such
other contrel systems were requined for the firm's operations as necessary to prevent
eontamination ar mixups during the course of packaging and asepdic processing. 21 C.F.R, §4§
211,42(c)(6) and (10} (2003}. Packaging and labeling facilities were raquired to be inspected

immediately before uze to assure that a1l drug products wers removed from previous epetations,
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and results of such inspeetions were required to be documented in the baich records. 21 CF.R. §
211.136e) (2003).

e, Equipiment. Antomatic, machanical ar zlectromic equipment ot other types
of cquipment used in the manutacture, processing, packing or helding of a drug product was
required to be of appropriate design 10 (acilitate operations for its intended use. 21 CF.R. §
211.63 (2003). Equipment was required to be routingly calibrated, inspected, or checked
aveording to & wrillen program designed io assure proper perfurmunce. 21 C.F.R. § 211.68(a}
{2003).

4. In-Process Testing. In-process materials were required ta be tested for
identity, strength, quality and purity as appropriate, and approved or rejected by the quality
control unit during the production process, e.g. ! cormmencement or completion of significant
phases or after storage for long perieds. 21 C.F.R. § 211.110{c) (2003).

<. Drug Product Testing, Drug products faifing 10 mest established
standards or specifications and any other relevant quality conteol eriteria werc required to be
rejected, unless satisfactorily reprocessed. 21 C.F.R. § 211,165(f) {2003).

f. Produciion and control records. Dirag manufacmirers were required to
prepare dmg preduct production and control records, and to have those recards roviewed and
approved by the quality contvol unit to detenmine compliance with all established, approved
wiitien procedures, before a batch was released or distibuied, 21 CF.R. §§ 211,188 and 192
(2003). Any unexplained discrepancy or the failurc of 2 baﬁch or any of its componants to meet
any of its specifications were requirsd to be thoroughly invustigated whether or not the batch was

atready distributed, and the investigation was required to extend to other batches of the same
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drug praduer and ether drog prodects that riay have been associated with the specific failure or
discrepancy. 21 C.F.R. § 211.192 {2003).

10, Aspart of its mission to enforce the FDCA and protect the public health, the FDA
hed the autharity 1o enter and inspect, al reasonabiz 1imes and within reasonable limhs and in a
reasonable manner, ali cstablishments where drugs were manufactured, processed, packed or held
for introduction inro interstate commerce or after shipment in interstate commeree, 21 U.S.C,

§ 374(=)(1). Upon vonclusion ol the inspection, the FDXA had various optiens, including amenp
others:

a, Form 483, A “Form 483," otherwise known as a “Notice of Inspectionsl
Observations,” was issued by the FDA to summarize the cGMP deficiencies observed by the
FDA inspectors during a particular inspection,

b Warming Letrer. A “Wamning Letter” was Issued by the FDA to document
the agency’s conclusion that certain manufacrared preducts were adulterated, and to provide
notice that unless suffieient corrective actions were implemented, further regulatony action would
be taken without notice.

11, Dmg manufacturers had certain duties and responsibilities to notify the FDA of
informalion that :night impact on the safety or efficacy of the drugs it manufactured, including
among others, the following:

S 4 Field Alzrt Repores. The manufacturer of a drug subjeet to ar approved
new drug application was reguired to notify FDA in a “Field Alert Repont™ within three working
days of receiving information if ¢the information voncerned any baclernivlugical contamination, or

amy significant chemical, physical or other change or deterioration 1o the distibuted drup
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product, or any failure of une ur maore distributed baiches of the drug produet to meet the
specification established for it under the drug's approved new drug application. 21 CF R, §
314.81(b) 1)(ii).

b. Annual Reports. The manufacturer of 2 dug subject to an approved new
drug applicatiot was required o submil to FDA an imnual report with the following informarion,
among other information: (1) a brief swmmary of significant new information from the previous
year that mipht effect safety. effecitvencss or labeling of the drig product, 21 C.FR. §
314.B1(b}2)1) (2003); (2) reporis of experiences, investigations, studies or tests involving
chemical ar physical prapertics, ar any other propertics of the drug that might affect the FDA's
previous conclusions about the safety or effectivencss of the drug product, 21 C.E.R. §
314.B1{(b)(2)(iv}{a} {2003); and a !l descripion of the manufzcturing ard conimols chanpes not
requiring a supplemental apphcalion, listed by date in the order in which they were implemented,
21 C.F.R. § 314.81{b){2)(iv)(b} (2003).

The Cidra Manufacivring Facility

12.  In or about January 200], foliowing the merger between Glaxo Wellcome and
SmithKline Beecham phamacentical compznices, the SB PHARMCO Cidra manufacturing site
(“Cidra") became one of GSK's largest manvfacturing facilities worldwide and # major supplier
of prescription drugs to the United Starcs market. Cidra was a SmithKline Boecham site prior to
the merger. Cidra was responsible for making a complex portfolio of drugs, including pills,
creams, ointments, and injectables. In addition, (38K designated Cidra to be a new product
introduction site far solid dose forn preducts, responsible for moving new compounds from

devclopment ke commercial production, a technically challenging process.
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13.  Among other drigs munufaciured at Cidra, SB PHARMCO made the following
drugs for distributjon to the United States, including in the District of Massachusetts: Kyl (a
steriie injecrable anti-nausea medication), Baciroban {a topical anti-infection ointmen:. commonly
used to treat skin infections in adults and children), Paxil CR (the controfled release formulation
of the papular antidepressent drug, Paxil), and Avandamet (a combination 7ype I diabetes
drog).

14.  Onorabout April 1, 2003, GSK retained a new Site Direcior for Cidra. In or
about July 2003, certain key managers at Cidra resigned as a rexult of the new Site Director's
lack of leadership skills andl poor managernent style, Those manageis included, among others, a
Quality Assurance Dircetar, the Direetor of Snlids Manufacturing and Packeging, a
Manufacturing and Packaging Directur, and the Human Resourees, Divector.

15, From m or about April 2003 through September 2004, the Cidra Siie Director
interfered with the functioning of Cidra’s Quality Unit by, for example: ordering all investigarive
resnlts to be recorded in Spanish te muke the resafts more difficule for GSK Corporate Quality
Auditors to review, dirccting tha: no mvesiigations ino possible process deficiencies be opened
without her priot appraval, chellenging the conterd of iovestigative reports prepansd by the
Cuality Unit, and othorwise engaging in inappropriate aciions to interferc wizh the Quality Unit al
Cidre,

16.  From in or about July 2003 through Septernber 2004, additional managers and
other employees at Cidra resigned as o result of the Site Director’s interfercnes and management
style. Those managers and othess cmployers included, among otliers, the Puckaging Pagineering

Leader, Validation Manager, Laboratory Manaper, Equipment Validation Scientists, Facilities
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Validation ScientisL, and Computer Validasien Scicntist. During this time frame, various
managers and oher employees also complained sbout the Site Director's mterference and
management style, inchding the Director of Qualily Assurance and Quality Control, the Director
of Compliance, a Quality Manager, and the Humar Resource Dirsctor. In or about October
2004, the Site Director was remaved.

Contemihants in Kytril

17.  Kyvtril was a termiaally sterilized injeciablc anti-nausca modication that was
primarily uscd to treat cancer paticnts receiving chemotherapy or rudialion, und post-surpical
patients who experienced nausea. Kylrl injecuion was mmapufactured at Cidra in the sterile suite,
Kyiril was manufactured in a Single Dose Vial of 1 mol, and a Muld Dose Vial of 4 mi from
which four 1 ml doses could be extracted.

18.  Aspartof the merger between SmithKline Beecham and Glaxo Welicome, Kywil
was divested to another pharmaceutizal manafacurer. Under the divestitore agreement, SB
PHARMCQ was required to continne to manufacture Kytril at Cidra unril an sSNDA to transfer
the product was approved.

19. 8B PHARMCO manufactured Kytril until in or about December 2003, when
sroduction was transferred to the acquiring entity.

20, In or about Jameary 2001, following the merger, GSK performed a complience
risk assessment of Cidra and found, among other “high priority™ findings, that “Tawareness
peeds 1o be heightered for current and foture sterile expectasions™ and that “[a]septic filling areas
bad no barrier technology to protect components and point of fill” from cortamination. One of

the conclusions of the report was that “the aseptic filling area has noi been upduted with barriec
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1echnology nwr hus the operation progressed techaclogically beyond its initinl, dated design {eirca
1980%)."

21, In or about December 2001, 2 GSK expert reviewed the Cidra sterile suite end
informed SB PHARMCO and others that “[f]or the intraduction of new or transferring sterile
products, ths cuzrent areas are not appropriate. Detailed improvements will be required which
would requirs 1 capilal project.” The expert noted that “[p]resenc areas and ways of working
would nuL meet major regulators’ (e.z. MCA [European regulators)/FDA) current expeetations.™

22, OrnoraboutJuly 1, 2002, the FDA issted a Waming Leuter to 88 PHARMCO
stating that eertain other drug products manufactured at Cidra were adulerated becauss, among
other reasoms, SB PHARMCO failed to “conduct investigations in a timely maaner and to take
comective 4uions o preven; recurience.” FDA cited as cxamples delayed investigations
tnvolving the water sampling and media fill vials.

23, A follow-up FDA inspection was underfaken in the fall of 2002, and on ot about
Qctaher 9, 2002, the FIXA issued a Form 483 observation to 5B PHARNMCO that: “[p]rocedures
designed to preveat microbiolopical contamination of drug products purporing to be sterile were
not followed. Specifically, the quality control unit did not assure that sdequate systems and
controls wete in place to monitor sterile areas used to manufacture sterils drg products,™

24,  Onorabot April 2, 2003, GSK Global Quality Assurance (“"GQA™) reviewed
regalatory risks at Cidra and identilied nine areas of risk requined 1o be controlled o aveid futare
regulatory enforcement activities. Oune of the identified risk areas was “sterile manufacturing

facility ariivitics und documnentation including Kytril Injection.”™ Another identified risk asea was
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“iselation of objectionable organisms in fhe water system’™ and “uui af specificaion events for
envirenmental monitoring of clean equipment ™

25.  Unorabou: June 13, 2003, SB PHARMCO concluded s wend investigation
reparding microbial grawtk in bulk solution in 15 of the |9 Kytril lats manufaciured in the first
campe:gn of 2005 at Cidra. The cange was determined to be a bottom outlet flanpe assembly of
glass lined holding tanks that wus nol diszssembled and cleaned, causing microbial growth
“INTC” {100 numeroug 10 cownt). The types of microbial growth included bacillus cerens,
.s:aphyiucacmf sp., burkholderia cepacia, comamonas testosterone, and stenotrophomonas
maltophilia.

2G.  From on or about June 23, 2003 until on or shont June 27, 2003, GSK GQA
audired Cidra against its Quality Manapement Syster (“QMS”) and found & major deficiency in
the sterile manufacturing of Kytril injectable, noting that "[o]perations do not comply with
current MS expectations and 4 recent campaign has resnlted in rejeeted batehes duc tc high
bioburden of bulk solution.” QMS anditers coneluded that *|¢ upila] expendilure j5 necessary o
improve eurrent conditions or sterile aperations should be discontinued with a sense of urgency.”

27.  Between in or about April 29, 2003 and May 28, 2003, SB PHARMCO relessed
to the company that acquired Kytril for disibution in interstate commerce, including in the
District of Massachusetts, eertain lots of Kytril that were desmed adulterated because the
manufacturing processes and laboratory esling were insullivient Lo assue the Kytril was of the

quality and purity that Kytril was represerted to possess.
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Contaninants in Bactroban

28.  Bactroban was a topical antibiotic primarily used to ‘reat skin infections such as
impetigo, in adults and children. Bactroban was manifactived at Cidre hoih as ar ointment and a
CTEUT.

29.  On or about June 1, 2001, SB PILTARMCO released Bactroban Oinement Lot 30-
1825 for distribution In interslate cotnmerce even thongh it was contaminated with

‘psendomanas flucrescens”

30.  Onor about November 1, 2001, SB PHARMCO issoed & Field Alert Report to
uotify the FDA of the release of the contaminatzd Bactroban Gintment Lot 50-1B2%,

31. O or ghout February 27, 2002, afier additional comtnunications with the FDA
regarding the possible health risks of the contaminated Bactroban, S8 PHARMCO corducted a
voluntary recall for Lot 50-1B25.

32.  TFrcmon or about Fobruary 7, 2002 througn on o3 about April 11, 2002, the FDA
inspected Cidra. |

33, Onor about Apri) 10, 2002, the FDA issued a Form 483 10 SB PHARMCG that
nozed, among othsr defisicncies, the following:

Your Quality Cantrol Unit (QCU) failed 1o 1eject drug products not mesting
established specificationg and quality contol criteria, Specifieally, your QCU
failed to properly review batch yecords and laboratery anglysis reports for
Bactreban Ointment Jot 50.1B25, Conszquenily, this batch that was contaminated
with Psendomonas_fluorescens, a objectionable organiem, was released into the
market on Junc 1, 2001. ...

This oversight was nol nuticed until Investigation 01-207 was initiared six months

later in November 2001 1o investipate continwous problems with microbial
contamination in Bactroban lots. . . .

b
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34,

Yow {inn failed 1 recognize and evaluate the possible rigk of this contamination
In & product vsed 1o weat impetigo in small children. Your {imm did not reca'l this
lot until thig issue wes brought up during the inspection und 4 vonference call was
beld with CDER [Cenler for Drug Evaluadon and Research at the FIIA].

Your firm failed to investigate and cvaluate the reason for recurrent contamination
with the organism CDC Grouwp IV ¢.2 (Raistonia paticuia) in Bactroban Ointment
und its impact that it might have on the sa’cty and cfficacy of Dactroban

Cimment. Lots 2901B25, 62-1B25, 84-1825, 94-.B25 and [05- 1325 were
contaminated with this organism and were released and distribured in the

market. . ..

Your procecdures and actions designed to prevent objeciionable microorganisms in
drug products not required to be sterile were not effective. . . .

In early April 2002, GSK performed a recall investigation at SB PHARMCO to

determizne the root cause of the improper release of the contaminated Baciroban Lot 56-1B25 to

market, The 2ucit found that “the final portion of batches were filled as mannfaciuring operatars

opened the tank and hand saraped the tank and hopper walls facilitating the filling of the final

portion but potentially intreducing ubjectivmahl e arganisms as a resulr of this human

intervention,” and that a likely cause of the contaminatior of the Bactroban was that

manufaciuring operators “could inadverten:ly introduce the contatninated water into the end of

the batch while perfonning the tank/hopper serape down.™ The sudit noted that “'the practices of

discomnecting fhe chilled water hose from the tank and scraping the 1ank have been

discomtinued.”

35,

On April 23, 2002, GSK responded to the FDIA’s Form 483 observationg and

represented in part thet SB PHARMCO had discontinued “human jntervention with holding

tanks dusing filling: the prectice of manually scrapiag the holding tanks during filling; and the

practice of disconnecting the hozes supplying the water to the jacket of the helding tanks,”

12
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36, In May 2002, us @ resull of Turther conununications with the FDA, §B
PHARMCU cxtended the volunary recall w five additional lots of Bactroban Ointment that
were contaminated with gram-positive organisms ihas were potentially objectionable.

37, Oaoorszbout July 1, 2002, the FDA issued a Waming Letter to 8B PHARMCO
stating that certain drug products, including Bactreban Ointment, were adubterared because of the
following cGMP violations, among others: {a} failure of the quality control unit to exer: its
responsibility and antharity as required by 21 CER. § 211.22 ta rejeet all drug prodact diat
failed 10 mect the csrablished specificatiors; and (b) failure 16 have in place procedures to
prevent mictobial contamination of products as required by 21 C.F.R. § 211.113, that resulted in
release of eortain lots of Bactroban to market contaminated with Pseudomonas fluovescens and
questionable gram-pasitive organisms.

AR, After a new Cidra Silc Lircetor was appointed in April 2003, the pracrice of
manually scraping the Bactroban 1anks was re-instituted 10 inercasc yield of Bactroban ointment,
with projected 2003 cost savings of S.128,074.

39, InJunc 2003, the Cidra Site Director’s new Director of Manufacturing
congratulated the “Semisolids Unit™ fow salvaeing Bectroban thal wus “being wasted” by the
fuilure Lo serape the tanks and hopper, resulting in a reduction of waste from 84 kg io 1.25 kg per
lot, an increase in praduction of 3,343 units, and an increase in outpul from ¥8% 1o 97.7%.

40.  On or abou: October 24, 2003, 513 PHARMCO released Lot 71-3B25 of
Bactroban Gintment for distribuu'On'in itterstate commerce, including in the Diswict of
Massachusetts, despite the facr that the potentially ohjectionable gram positive organism “staph

Spp. rot aurens or intennedins ” was identified on equipment vsed to manufacture the Lol

13
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41, Lot 71-3B25 of Buctroban Ointnent was decroed adulterated because the
manufacturing processes and laboratory testing procedures were insufficient to assure that the
Bactroban was of the siength, identity, qnality, and purity that was represented to pOs&Ess.

Split Tablets in Paxil CR

42, Paxil was a drug used to treat deprossion, anxiety, and pre-menstruat dysphoric
disorder. The controlied release formulation of the drug, Paxi] CR, cortrolled the rate of
dissolution and absorptiari of the active ingredient, Paroxeting, in the body. SB PHARMCQO
manufactured Paxil CR in varying strengths including 12.5 mg, 25 mg, and 37.5 mg strengths.

43, Pexil CR had two layers, one containing the uctive ingredient (“active layer™), and
one containing no active ingredicnt (“barrier iayer™).

A4, Duzing the manufacmuring process, first the active layer was compressed and then
the barrier layer was added to the active layer for compression into the final bi Javer tablet. In
development at GSK's Crawley plam in the United Kinpdom, GSK used a triple-layer press
machine to perform these functons.

45>.  Inor about T'ebruery 2002, SB PHARMCO began commercial iunufiaslore of
the Paxil CR tablet, the first and only bi-layer tablet manufactured at Cidra, Cidraused three
modified single-layer Hata press machines to perform (e compresgion funetion. The three Hata
compressior. machines used by Cidra were less sensitive in their ability to measure the
compression force than the triple-layer press machine GSK used in developrmieriL.

46.  Inor about late March and carly Aprii 2002, shorily after commereial production
bagan, SB FHARMCG obscrved during packaging tha: some of the Paxil CR tablets separuted

between the active layer and the barrier layer, Sphir tatets contained either only the active layer,

i4



Case 2:13-cv-04663-JS Document 40-1 Filed 12/06/13 Page 16 of 32

which was absorbed in the body more quickly because of the absence of the ¢ontrolled release
furnction provided by the baier layer. or only the bamier layer, which had no active ingredien:
and no therapautie henefit for the patient.

47. 8B PHARMCO classificd tac split tablet as a “'critical defect” which wes defined
by SB PHARMCOQ as a defect with “a high probability of causing adverse consequences to the
patient or consumer, [or] may result in significant doviations in the safaty, idestity, strengih or
purity af the prodret. . . *

4%, Onorabout April 5, 2002, SB PHARMCO completed ar investigation of split
tablets observed in five different lots of Paxil CR 25 nig and conﬁluded that the most probakle
causs of he splits was thas the compréssion forces on the ackive laver in commercial production
were slightly nigher than the compression forees applied during validation, which could result in
the barrier layer not adkering 10 the active layer. After concluding the investigaton, SB
PHARMCO performed 100 percent visual inspection in am attemyl. to remave the split teblets,
and distributed the five lots.

49.  Inerabout Aprl 2002, §B PHARMCC implemented 100 percent visual
inspection of all Paxil CR teblets it an attempt to remove sphit tablets priar to packaging and
relezse of the product o market. As SB FHARMCO knew, visugl inspection of millions of
tablets by human operators wits subjecl 1o exror as a result of the quality of the operator’s depth
perceplion, speed of the conveyor belt, and other environmental and human conditions.

20,  Fromin or about December 2002 to February 2003, 8B PHARMCO conducted a
Design of Experiment (“IHOE") ta determine Lthe cause of the spiit tablets. The DOE rcporn

pancluded that “the splitting of CR tablets ncensred becavse the active layer in side A was
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compressed using a high pressure, which did not sllow a good adhesion of the active layer to the
barrier layer.™ The DOE report recommended, among other things, that SB PHARMCO “use
lower pressures in the active layer eampression process, corabined with a Toad cell that could
read those pressures.” A load cell was a pressure sensor that detected variations in compressicn
force, and the BOE report concluded thit u “loud cell of 30 KGF is required to allow tae Hata
(to] reud e luw pressures required to control the split simation.”

51.  Despite its own classification of the split tablet defect as a critical defect, 8B
PHARMCO failed ta report the defect or findings of the DOE to the FDA in its 2003 Annual
Repari, instead infarming the FDA that “| oo significant new information was obtained during
this reporting period that might affect the safety, effectiveness, or labeling of Paxil (paroxctine
hydrochloride) CR.”

52.  Inor about February 2004, following a serics of studies, SB MIARMCO
institutad manufacturing changes to lower the compression force and w0 monitor tabler weight,
thickncss, and liardness during production of the srtive layer of the 12.5 mp and 25 mg Paxil CR.
SB PHARMCO did nol install (he morg sensitive luad cells on the Hata tablet presses that were
necessary o allow the Ilata presses to read the lower pressures.

33, After instituting the menufactaring changes, SB PHARMCO climinated visual
inspection of the goswed 12.5 g and 25 mg Paxil CR tablets for splits, and substituted statistical
inspection. The 37.5 mg tablets continued to undergo 100 percent visual inspaction, Statistcal
inspection involved examination of a sample of 1000 tablets in a batch of approximately 1.5 to 2
million tablsts. If no split tablets were found in the sample, the lot was released for packaging

and distbution; if splits were found, ihie lol was 100 percent visually inspected.
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54,  The change from 100 percent visual to stalistical inspection of Paxil CR was a
significant change in the manufacturiig process, requiring progression and decumentation
through SB PHARNCO's change control process, which included approval by Cidra's Quality
Unit. SB PHARMCG did not follow the change control process for the implementation of the
statistical inspectioa protocol.

53, Following the change from visual to statistical inspection, SB PHARMCO
continued to find split tablets of Paxil CR 12.5 mg and 25 mg during packaging, both at Cidra
and at GSK’s packaging facility in Zebulor, North Carelina, whick: also packaged Paxil CR fur
Cidra. Five separale investigations of cight difVereat Jaws were initiated between April and
August 2004 relating to the occurrence ofsp]iis in 12.5 and 25 mg rablets afier compression.

S8 PHARMCO performed Q0 percent visual inspection in an attempt to remave the split
tablets and distribuweed these Jots

56.  From on or abau: Seplember 7. 2004 through on or about November 5, 2004, the
FDA conducted anotter inspection of Cidra. The FDA issued & Forrn 483 ta SB PHARMCO
with the following observation:

Your firm failed to take adequate correetive and preventive actions to prevenr the
splic tablet defect, classified by your firm as critical defect, in distributed Paxil CR
product. Althouph your process curirols include an inspeciion afier the coating
process 1o deteet the defect, the defect has been found during the packaging
aperation of Paxil CR 12.5 tablets end Paxil CR 25 tablets, in approximately 12%

and 2 5% of the batches manufuctured/packaged during 2004,

Yurtherinore, this defect has been fournd in distributed produets and non-
distribuied products outside GSK-Cidra premises . ., . [providing five examples].

57.  During the FDA iaspection, on or about Scptember 13, 2004, SB PHARMCOQ

re-instituted 100 percent visual inspection of 12.5 and 23 mg Paxil CR tableis.

17



Case 2:13-cv-04663-JS Document 40-1 Filed 12/06/13 Page 19 of 32

38.  Inorabout November 2004, SI PHARMCO purchased sorting machines io
conduc: 100 percent sutornated inspection of the thickness of Paxil CR tablets,

59.  Between ob or about Felvuary 20, 2004 and Seplember 13, 2004, SB
PHARMCO released certain lots of Paxil CR 12.5 mg 2nd 25 mg tablets for distribution in
Emterstate commerce, ineluding in the District of Massachusetts, that were deemed adulterated
because the equipment on which Paxil CR wus munufuctured was insufficient to ensure that the
praper compression force was used on the active layer, and the process controls coujd nol assore
that Paxil CR released to marke: was of the sirangth, identity, quatity erd purity thas the drug was
represented to possess.

Confent Uniformity Failures in Avandamet

60.  Avandamet was a drug used to treac diabetes. Avandamet was a 1ablei comprised
of two substances blended together in specific emounts. Those substances were rosiglitazone
and metformin. Avandamel was made of 4 small amount of rosiglizazone ané a larpe amount of
metformin {e.g. one strength of Avandamet was 1 mg of rostglitazone ard 500 mg of metformin,
known ag the “1/3500 mg” strength).

6l.  To propeidy manufacawe Avandamet, a bomogennus blend of rosiglitazone and
metformin was required to ensure all tablats were comprised of the proper blend of the twe
substances, refermed to as “content uaiformity.” To achieve content uniformity, the rosiglitone
and the metformin were subjected ta a granulation process {much like sifting flour to make a
cake). Cidra used a wet granulation pracess that involved adiding liguid solution to the powders
to achieve the comect density so that a homogenous blend of the twe drug substances could be

ohrained,
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62 Commercial praduction of the 1/500 mg, 2/500 me and 4/500 mg strenpths of
Avandamet commenced at Cidra in October 2002, Avandamel wus manufactured, in part, in
granulation areas known as the Niro 200 suite and the Nira 300 suite at Cidrz.

G3.  Inthe farst few months of procluetion, certsin batches of Avandamet failed conlent
uniformity tests, A failed content uniformity test related 1o rosiglivuzone meant that the bazh
was out-of-specification (005"} and containcd sub-potent or super-potent tablats,

84,  Inorabout February 2003, one of the GSK GOA zuditors commented it
connection with & praposed internal mock pre-approval inspection for production of the 2/1000
and 471400 mg strenglhs of Avandanier that “there are many invesrigations now for conten of
the 3/500 myg tablet.™

65 In or about Apsil 2003, GSK GQA performed the mock pre-approval inspection
for the 2/1000 and 4/1000 g 1ablels and vbserved one “"Priority 1" finding, which was a Fnding
that “may result in the regulatery agency not having sufficient confidence in
process/Lacility/guality systems/people to allow then: to apprave the facility as a manufacrorer.”
The Priority ] finding was “[tThe Niro Fluid Bed Dryer malfunctioned allowing inconsistent
drying af the granulation used in Avandamet 1-pram qualification batch, cammercial Avardamel
300 mg tabie's and commercial Avandia tablets.”

§6.  In or about November 2003, SB PHARMCQ’s sister site in Aranda, Spain
complained af defects in tablets received from Cidra, including out-of-specification [i.¢. content

uniformity fzilures] takblets.
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67.  From in or 2bout October 2003 to Dersmber 2003, the FDA conducred an
inspection of Cidra, and issued Form 483 findings w 8B PHARMCO 1aat nbserved the
following defteienciss, among others:

a. Fatlure to guestion process. “The following investipations related to OOS
{assay/content uniformity and/or dissolution) obtained for Avandamet
have not been questioned in terms of the adequiacy of the process for
Avandamet tablets . . .”

b. Fatiure to take corrective action: “Failure ‘o take appropriate aztion
agairst all Jots that may be affected by a conclusion incloded as the
assignable canse of a failing result . .. Althnugh your conclusion sszigns
as the most prabablz canse the use of common Rosiglitazone
eomeentrate . . . not all lots using this same granulation concentration were
rejected . . .. TFurthermore, no a¢tion has bezn taken spainst any baich that
may have been released 4o he market for distnbution.”

e. adegnase investigations: ““Your 2003 OOS manufacturing investigations
related 1o assay, eontent uniformily andfor dissoTution OQS, obtained for
batches of Avandamet . . . are nadequate in that none of these
investigations have questioncd the adequacy of the process validation used
to determine that your manufacturing process is robust and reproducible,
Farthermore, your investipations related to these and other failures are not
completed in a timely manner . ., "

68.  The FDA comducted another inspection of Cidra from on or about Septernber 7,
2004 througk November 15, 2004, and observed continving deficiencies regarding the
Avandamet manufae uring process:

Since July 2004, your firm has obtained about rine (9) out-of-specification (OOS)
results in the content uniformity test for Avandamet as follows [listing lots). As
of November 5, 2004, your firn had not determined the root suuse for the fa'lures;
ifall the (YOS results were related 1o ench other; and how to correet the

problem. . ., The impact in other lots that used the sams in-process materials znd
obtained passing finished testing results has not been determined. . . .

Investigations of an unexplained diserepancy ard a failure oF 2 batch or zny of its
componcents Lo meet any of its specifications did not extend to other batches of the
same dmp product. Specifically, lot #323-4A67 was recommended for rejection
or %/28/04 due 10 QOS results for content uniformity test for the Rosiglitazone
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active ingredient. At the closing af the investigation, your firm had not
determined the assignable cause for the tallure. Twenty seven (27) other Iois of
Avandatnet were manufactured using ene or more of this lot’s granulations and
blends, . . . These lots were not included in the investipation and twenty six (26)
of them were released and distribmed, There is no assurance that the other lots
manufactured under the same manelacturing conditions of the failing lots will
have the strength, quelity and pority they represent Lo possess.
69.  Inearly 2005, GSK sent shove-site experts to Cidra to determine the root cause of
the eontent uniformity (silures regarding Avandamet. Those experts concluded that; (a) 2
hurnidity sensor in a Fluid Bed Dryer in the Nire 200 snite had been improperly calibeaced for an
unknawn amount ol time, resulling in inappropriate drying cimes and a shift in granulasicn
moistare content that resulted in poor blending of the meiformin; s0d (b a spacer or washer bad
been inserted in the miliing maching in the Niro 200 suite that was used to produce rosiglitazone
granules, resulling in some over-sized granules of rosiglitazone heing used in the final product,
70.  Between in or about March 2003 and October 2004, SB PHARMCO released
ceriain lots of Avandamet for distribution in interstate commerce, including in the District of
Massachuseits, that were deemncd wlulieraled hecinsse the menuficuring processes and laboratery
testing pracedures were insufficient to assure that the Avandamet was of the strength, identity,

quality and punity that Avandame! was represented 1o possess.

Pruduct Mix-Ups

71.  During 2002, cight Field Alert Reports were filed with the FDA reparding
complsints of product commingling from patients, pharmacies, and hiospitals, and nine irternal
investigations wers initiated based on line clearance problems that raised concerns of possible

praduet mix-ups &t Cidra,
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72, Onorabout April 2, 2003, a GSK GQA auditor summarized the compliance risks
at Cidra againat QMS and informed 8B PHARMCO and others that one of the areas of high risk
was product mix-ups and commingling of produet.

73.  Onor about December 2, 2003, the FDA informed 88 PHARMCO in Form 483

observations:

Your firm fails to have eppropriaze procedures and controls in place to prevent
mix-ups and/or adverse effects to product from occurring during the
manufacturing/packaging process. Purthermore, batches are released hy your
Quality Unit for disttibution althongh you are aware of findings of mix-ups prior
te these batches heing released to market.

Product mix-up incideats have been repeatedly oecurred [sie] since year 2001
through 2003, Products mentioned in the above examples wure approved and
released for distribution. Furthermore, complaints related to producl mix-ups
have been received since vear 2001-2043 (period covered during the EI).
Nevertheless, you have informed the FDA through FARs [Field Aleri Reports)
and previous and the eurrent ingpection that all incidents are isolated and not
related to your manufscturing operation.

74, From in or abour at least January 2004 until in or nbout October 2004, the Cidra
Site Direcior cullevted rugue wblets from the manufacturing areas and packaging lines, kept them
in a gowning hat ia her office, and failed to alert site and above-site quality personnel.

75.  On or about November 20, 2004, ihe FDA informed SB PHARMCO in Fonn
483 observations that;

Proceduses for the cleaning and maintenance of equipment are delicient regarding
inspection of the equipment for cleanliness immediately before use. Specifieally,
line clearance’s precedures and controls are not appropriate to preveni mix-ups
durinp the manufacturinp/packaging processes. The foliowing line ¢learance’s
related incidents occurred at the fimm during the pariod of January- August 2004 in
producss that werc released , . - [listing eipht separate instances).

About three (3} complainis related to produci packuping/mix-ups have been
received since 12/2003 that could be related tn harches manufactired/packaged
within the same period of time and‘or the same arca of the complaint’s lots.
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However, your firm refied on the adequacy of cleaning and line clearance’s
controls to conclude hat i1 was uplikely that the situation was ariginated within
the packaging wrea at GSK-Cidre, There is no assuranee thal adequate controls
arc in place as 1o prevent mix-ups during your manulasluring operations . . . .

The responsibilities and procedures applicable ig the quality control unit are not
fuliy followed. Specifically, yeur Quality Unit failed to conduct a thorough
investipation of all the events 2ssociated with line clearance to prevent mix-ups
dunng the manufaciuring/puckayging process accarding to your written procedures.
. .. [citing two examples in 10/2004).

M. Inar abow Augst 2063, SR PHARMCO released Lot 161-3P07 of Paxil CR
which contained commingled dosages of Paxil CR for distribution in interstate commerce,
including in the District of Massachusetts, which was adulterated because the manufacturing and
packing processes were insufficient 1o assure that the Paxil CR was of the sirength, idenrity,

quabity and purity that iz was represented to possess.
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COLNT ]
(21 U.5.C, §§ 331(u), 333(n){2), 351(a)(2)(B) - Interstate Shipment of Adelterated Drugs)

77.  Theallegations of paragraphs 1 through 76 are realleged and incorporated herein
by reference.

78.  DBerween in or abour March 2003 and in or about October 2004, in the District of
Massachusctis and clsewhere,

SB PHARMCO PUERTO RICO, INC.

defondant herein, did, with intent to defraud and mislead, cause to be inrodueed and delivered
for introduction inko interslale commeree quantites of drugs — to wit Kytril, Bactroban, Paxil CR
and Avandamet — that were adulterated in that the methods used In, and the controls used for,
drug manufacturing, processing, packing and holding did not conform to and were ant opetated
and administerad in conformity with current good manufacturing practices.

All in violation of Tizle 21, United States Code, Sections 331(a), 333(a)(2) and

351(a}2)B).
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FORFEITURE ALLEGATIONS
L. Upon conviclion of a violation of Title 21, United States Code, Section 331(x),
SB FILARMCO PUERTO RICO, INC.

shall forfeit to the Uimited Stades pursoant to Title 21, Unized States Code, Seetion 334 and Title
28. United States Code, Section 2461{c) any guan:ities of Paxil CR, Avandamet, Kyir! and
Bactraban which were inroduced juto interstate commerce in violation of Title 21, United States
Code, Scection 331 andfor 351¢)2)(b);

2 If any of the propesty subject to forfeiture, as a rasull of any act or omission of the
defendant:

{a) cannot be located upon the exercise of due diligence;

{h)  has been transferred or sold 1o, or deposited with, a third party;

(c)  has been placed beyond the jurisdiction of the Court:

{d) has been substaniially diminisbed i value; or

{e)  has been commingled with other property which cannot be divided withoud

difficulny:

it is the intent of the United Stales, pursuant to Title 21, United Siates Code. Section 853(p),
incorporated by reference in Title 28, United States Codde, Section 2461(c}, to seek forfe{ture of
any other property ol the delendant up 1o the value of the property subject w0 forfeiture.

All pursuant to Title 21, Unitcd States Code, Sections 134 and 833 and Title 28, United

States Caode. Section 2461{c). and Rule 32.2 of the Federal Rules of Criminal Procedure.
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44 Legal proceedings continued

Paxil/Seroxat

Following announcement of the New York State Attorney General's
office about the state’s lawsuit, subsequently settled in August 2004,
alleging failure to disclose data on the use of Paxil in children and
adolescents, similar cases, some of which purport to be class actions,
were filed in state and federal and Canadian courts by private
plaintiffs seeking to recover amounts paid for Paxif purchased for use
by patients under age 18. The Canadian litigation has been dismissed.
The Group reached a dlass settlement agreement in an Illincis state
court action that includes all persons in the USA who bought Paxil
for someone under age 18. The Group denies any liability. The
agreement relates only to the cost of purchasing Paxif for use by
paediatric patients and does not include any personal injury claims.
The settlement was approved by the court in April 2007. Remaining
are four lawsuits seeking recovery on behalf of insurance companies
and other third-party payers for payments for prescriptions of Paxil
to children and adolescents. The Group was granted partial summary
judgement dismissing class claims in one of those cases. Discovery
is underway in a state court action in California pending a hearing
on class certification.

In the UK an investigation remains pending by the UK Medicines
and Healthcare products Regulatory Agency (MHRA) to determine
whether the Group has complied with its pharmacovigilance

obligations in reporting data from clinical trials for Seroxat/Paxil in

children and adolescents.

Cidra,iPL

“Following FDA "inspections in October 2003 and November 2004
which resulted in observations of possible defidiencies in manufacturing
practices at the Group’s manufacturing facility in Cidra, Puerto Rico, in
March 2005 the FDA seized certain lots of Paxil CR and Avandamet due
to manufacturing issues. The FDA observations related to certain aspects
of production controls, process validation and laboratory investigations.

In April 2005 the Group reached agreement with the FDA on a
Consent Decree. The Consent Decree provides for an independent
expert to review manufacturing processes at the site for compliance
. with FDA Good Manufacturing Practice (GMP) requirements. As
provided in the Consent Decree, in September 2005 the Group
provided a report to the FDA on the deficiencies identified in this
Teview, setting out a corrective plan and timetable for completion.
The Group anticipates completion of the work identified in that plan
by mid-2008. In March 2007, the FDA completed a general GMP
inspection which resulted in four inspectional observations. The
Group has been advised by the FDA that the Group’s response to
the inspectional observations is satisfactory.

In October 2007 the Group announced plans to cease operations at
the Cidra site but expects to continue production of Paxil CR at the
- site until that production can be transferred to another fadlity which
the Group currently expects to take place in 2009. Production of all
- other products at the site was discontinued by the end of 2007.
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In April 2005, the Group received a subpoena from the US Attorney’s
Office in Boston requesting production of records regarding
manufacturing at the Cidra site, covering information that is
similar to that seized by the US government in Puerto Rico in 2003,
Subsequently, in August 2007 and January 2008, the Group received
two additional subpoenas from the government related to the Cidra
facility. The Group is co-operating with the US Attorney’s Office and
producing the records responsive to the subpoenas. In addition, in
July 2007, the Group learned that the US District Court for the District
of Massachusetts had unsealed a complaint brought by a former
employee under the federal False Claims Act claiming monetary
damages as a result of the alleged failure of the Cidra facility to
comply with GMP in the manufacture of various products.

The Group is also named in two purported consumer fraud class
action lawsuits — one filed in California state court and the other in
the US District Court for the District of Puerto Rico — alleging that Paxi/
products were not manufactured according to GMP. Plaintiffs seek
economic, statutory and punitive damages, along with a request for
injunctive relief. There has not yet been any determination whether
either case will be permitted to proceed as a class action.

Anti-trust

Paxil/Seroxat

In the paroxetine patent infringement actions brought by the Group as
described under ‘intellectual property’ above, Apotex and certain other
companies filed anti-trust and unfair competition counterclaims against
the Group in the US District Court for the Eastern District of Pennsylvania.
These were based on allegations that the Group monopolised a ‘market’
for Paxil by bringing allegedly sham patent litigation and allegedly
abusing the regulatory procedures for the listing of patents in the FDA
Orange Book. Whilst the Apotex matter remains in the discovery stage,
the matters with the other companies have been resolved.

In Novernber 2000, the FTC staff advised the Group that they were
conducting a non-public investigation to determine whether the
Group was violating Section 5 of the Federal Trade Commission
Act by ‘monopolising or attempting to monopolise’ the ‘market’
for paroxetine hydrochloride by preventing generic competition
to Paxil and requested the Group to submit certain information in
connection with that investigation. In October 2003, the FTC closed
its investigation on the basis of its finding that no further action
was warranted. Following public reference to the FTC investigation
regarding Paxil, a number of governmental and private civil actions
and claims were initiated in the USA. All have been resolved with
the exception of a private indirect purchaser opt-out lawsuit brought
in the Minnesota courts. That matter is in the discovery phase.
Additionally, class actions have been filed in provindial courts in
Canada on behalf of direct and indirect purchasers. Those cases are
in their early stages.

In October 2005, the Competition Directorate of the European
Commission initiated an inspection concerning allegations that
the Group has abused a dominant position in the marketplace
concerning enforcement of its intellectual property rights, litigation -
surrounding regulatory approvals and marketing of Seroxat in
Europe. In October 2006, the Commission made a formal request
for further information. The Group responded 1o this request by the
end of 2006.
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Risk of stray pill of wrong drug in
prescription 'very remote': manufacturer

Canadian Press

April 25, 2005

TORONTO (CP) - The chance of consumers finding a stray tablet of the wrong medicatlon in their prescriptions because of
packaging problems at one GlaxoSmithKline pharmaceutical plant is virtually nil, the company sald Friday.

Health Canada issued an advisory Thursday that consumers taking certain drugs marketed by GlaxoSmithKline and
Ratiopharm should check to make sure their pill bottles or blister packs contain only their prescribed medication.

The wamning applies to six medications made by GlaxoSmithKline - Avandamet, Avandia, Coreg, Paxil, Paxil CR and
Relafen - and ratio-Paroxetine, the generic version of the antidepressant Paxil marketed by Ratiopharm Canada of

 Mississauga, Ont.

Avandamet and Avandia are used to treat Type 2 diabetes, Coreg is a treatment for congestive heart failure and Relafen
is an arthritis drug.

The chance of an incorrect piil ending up in someone's prescription is "extremely remote. This represents a very iow risk
for patients,” Marie-Christine Beauchemin, 2 spokeswoman for GlaxoSmithKling, said Friday from Montreal.

The potential packaging problem at the company's Puerto Rico plant was pointed out by U.S. Food and Drug
Administration inspectors. Beauchemin insisted the company has rectified the problem and the advisory to consumers
was strictly a precaution.

"During an inspection at the GSK plant in Puerto Rico, the FDA identified a potential for tablet mix-up and that was
possibly during the cleaning and the preparation of the manufacturing line between batches," she said.

“For example, it's like finding a single tablet in a difficult place to reach in the machine or finding a tablet which kind of
wandered off in the packaging suite. So it's basically finding a tablet which did not belong where it should have been.

servatlon, the FDA said there was a potential risk for tablet mlx, but there was never a tablet in a
-If nigver érided. up Ina prescnptlon Bottle (or bulk packaging), never.”

"Bas

There have been no incidents reported in Canada of incorrect pills being dispensed, but "there is a theoretical risk that
this could occur,” a Heglth Canada spokeswoman has said. Blister packs of Paxil and ratio-Paroxetine are not affected.

Shouid a consumer ingest a non-prescribed pill, any adverse reactions would be mild, with the exception of an asthmatic
taking Coreg, which could cause severe broncospasm, the company said. '

The drug maker has alerted pharmacists across Canada to keep an eye out for stray pills by dispensing them manually,
rather than by machine, said Beauchemin, adding that consumers should not stop taking their medication.

© The Canadian Press 2005




Case 2:13-cv-04663-JS Document 40-2 Filed 12/06/13 Page 1 of 1

IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

BLUE CROSS BLUE SHIELD

ASSOCIATION, er 44, Civil Action No. 2:13-cv-4663-JS
Plaintiffs,

Vvs.

GLAXOSMITHKLINE LLC,

Defendant.
[PROPOSED] ORDER
And now this ____day of , 201_, upon consideration of GlaxoSmithKline

LLC.’s submissions in support of its motion to dismiss the Complaint and Plaintiffs’ opposition

thereto, it is hereby ORDERED and DECREED that the motion is DENIED.

DATED:

HONORABLE JUAN R. SANCHEZ
- UNITED STATES DISTRICT JUDGE

{2498 / ORD/00120041.DOCX v1}
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UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

BLUE CROSS BLUE SHIELD
ASSOCIATION, ¢z 24, Civil Action No. 2:13-cv-4663-JS
Plaintiffs,
VS.
GLAXOSMITHKLINE LLC,
Defendant.
CERTIFICATE OF SERVICE

I declare under penalty of perjury that a copy of Plaintiffs’ Brief in Opposition to

Defendant’s Motion to Dismiss the Complaint was served today on all counsel by ECF.

Dated: White Plains, N.Y.
December 6, 2013

LOWEY DANNENBERG COHEN & HART, P.C.

By: s/ Peter D. St. Phillip, Jr.

{2498 / AFF / 00120042.DOC v1}



