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INTRODUCTION

As of this writing, the majority of stare supreme courts to consider the issue agree that brand-
name drug manufacturers have a duty of care chat extends to consumers of mislabeled generic drugs.
The California Supreme Court just reached this conclusion in a ruling thar was unanimous on rhis
point. See T.H. v. Novartis Pharmaceuticals Corp., 2017 WL 6521684 (Dec. 21, 201 7) (*Nowartis™."

In Novartis, the brand-name drug company argued that it could not be held linble because, under
California law, as in this Staee, manufacturers ordinarily cannot be sued for injuries crused by another
manufacrerer's product. See id ar *17. In rejecting this argument, the Califernia Supreme Court
held thar an exception to this general rule was warranted because,

although a product manufacturer ordinarily will have no control over the design and
safety of anather manufacturer's product.., prescrprion drsg markets are different. They
present the unusual siruation where one entity's misrepresentations abour its own
product foreseeably and legally “contributed subsrandally to the harm' caused by
another entity’s product (ie., the generie drug bearing the warning label drafted by
the brand name manufacturer.” [d (emphasis added; citation omiered.)
“That key circumstance,” Movertis ruled, “distinguishes the sinuation here from those involving the
general run of produces.” Id

This ruling s correct. Janssen's argument that it cannot be held liable because it did not make
the actual pills that injured Plaintiffs ignores that it weate the labeling information that failed o warn of
the medicarion's adverse effects-and, as a result, was directly responsible for Flaintiffa’ injuries. As a
marter of logle and fundamentsl fairness, it is the entlty thar causes the injury that should bear

responsibility for the damages.

! The California Supreme Court's ruling in Nowartls is in accord with the ruling of the Alsbama
Supreme Court In Wyeth v. Weeks, 159 So.3d 649 (Ala. 2014), superceded by statuse, Aln. Code § 65-530(a).
See Appellants Br. at 23-14. The only other state supreme court to consider this question—=the lowa Supreme
Court in Huck v. Wyeth, Inc., 850 N.W 2d 359 (lows 2014)~ruled 4003 in faver of the drug industry based
on factors unique o lowa law, See Appeliants’ Br. ar 32.33; infaa ar 16 n.12.



Just as was true in California, this Court has never before considered a circumstance where a
company's warning label on its own product is required, as a matter of federal law, o be repeated on
any and all generic versions of that product. See PLIVA v, Mensing 564 U5, 604, 613 (2011). That
tact makes it 100% foreseeable t a brand-name drug manufacturer that its inadequate kabel on it
oum drugs poses a risk of injury to consumers of generic versions of that drug. Because foreseeability
ls the primary consideration bearing on whether to recognize a duty of care here in West Virginia,
dee Robertson v LeMaster, 171 W. Va. 607, 612, 301 S.E.2d 563, 568 (1983), thar fact militates
powerfully in favor of allowing this lawsuir 1o proceed.

This lawsuit would also direcely advance all the policy factors that this Court must consider in
deciding whether to recognize a duty of eare. Seeid Among other things, a ruling in Plaintiffs’ favor
would not impose any additlonal burden on brand-name manufacturers, who are dlready subject o
a federal duty to update their kabels to wam of new risks. At the same time, n ruling for Janssen
would render the entire drug industry completely immune from any liability for mislabeled generic
drugs—a result that would deprive consumers of any ability to seek compensation for thelr injuries
from generic drugs, which make up over 90 percent of all drugs consumed in America, See 78 Fed.
Reg. 67,985, 67,988 (2013). This immunity, in turn, would strip brand-name manufacturers of
much of their incentive ro updare their labels after their drugs “go generic”—a resuls that would
directly threaten the health and safery of every West Virginian.

The citizens of this Stare deserve better. This Court should follow the majority of state supreme

courts and rule that Plaintiffs have the right to pursue their claims,©

? Janssen tries to demil this appeal by arguing that its lbel was sdequare as 3 marter of fact becawse
“Levaquin®'s labeling included a warning abour *acure respiratory distress’ ™ See Appelles Br. ar 3. This
argument, which was mised for the first time here, has no relevance 1o the Cestified Question aud is nae
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ARGLIMENT

L Plaintiffs’ Strict Liability Claim is Consistent with West Virginia Tort Law.

Janssen cites Yost v Fusealdo, 185 W, V. 493, 408 5.E.2d 72 (1991), for che proposition that
only manufacourers can be held strictly linble for produce injuries. See Appeliee Br. at 10, But Yost
actually proves the opposite. There, this Court merely "refused 1o extend the theory of strice liabiliny
in tort to include an independent contractor who does ot have a specialived skill or competence ..to
modify a product to enhance its safery.” Yost, 185 W. Va. at 499, 408 5.E.2d ac 78 (emphasis added),
As the iralicized phrase reveals, strice linhility weuld have been available against a defendant chag did
have *“a specialized skill or comperence...® with regard ro the injurious product, even though the
defendant did not manufacture the injuricss product, If anyone possesses “speclal competence” with
regard to the drug that injured Plaineiffs it is Janssen, given that Janssen designed the brand-name
version and wrote the label for all verstons of the drug, both brand and generic. See Mensing, 564
U.S. ar 613,

Janssen also attacks Plaintiffs for supposedly arguing that Janssen’s inndequace label was a
“freestanding product.” Appellee Br. at 11. Bur Plainriffe never made any such argument. Racher,

Plaintiffs argued that serict Liability is available because Janssen was responsible for the inadequate

property before the Court. See Preussag Intern. Steel Corp. v. March-Westin Co, 221 W, Va. 472, 476 0.8, 605
5.E.1d 494, 498 n.6 (2007) (halding that “this Court reviews issues of law de nove In cermified question cases—
not isues of face. Therefore, ... facts and characterizations that were not presented to or ruled upon by the
districe court | | can be given no conslderation by this Court.™). The new argument also mischnracterises
Plaintiffs’ claims. This suit alleges char the lalel was inadequare becavse it failed to warn dhar Levagquin®
{and its generic equivalent levofloxacin) causes Acute Respiratary Distress Erndmm{ ﬁRDE'II Iu-.t].,ln_ 15:

which ks nor the same thing = "scute respiratory distress.” See horps e 17
(ARDS ls a separate condition and specific syndrome with a specific mnulhﬁnn l:lf-l:hlnl:lul.'ﬂll‘ll.'..ﬁ and Daser
as defined and identified by the Mational Hearr Lung and Blood Instinute). And, according to the chronalogy
of Levaquin labels on FDA's websie, the reference 1o ARDS on the Levaquin label was dropped sometime
berween 2003 1o 2004=while Janssen was the oaly manufacturer of Lesaquin. See hrrne//bie v/ Zive lwm.
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label on the drug that injured Plaintiff {Appellant Br. at 18-20}—a fact Janssen does not dispute,
because it cannot.

Janssen fares no better in arguing that “the policies underlying strict linbility confirms that
manufacturers may noc be liable for their competitors” products.” Appellee Br. ar 11. On this point,
Janssen once again cites Yost (see Appellee Br. at 12), but (as just explained) Yost leaves ample room
for strice lability claims against non-manufacturers. See 185 W. Vi at 499, 408 S.E.2d at 78. And
holding Janssen stricely lisble for it failure to update its label is entirely consistent with strice
liability's ultimate goal: to recrify “the consumer's inabilisy .m protect himsell adequately from
defectively manufacrured [and mislabeled] goods.” Hill v, Joseph T. Ryerson & Son, Inc., 165 W. Va.
12, 30, 268 5.E.2d 296, 303 (1980).

1. Plaineiffs' Negligence Claim & Consistent with West Virginia Tort Law.

Even if strict liability were limited to manufacturers and sellers (it is not), Janssen should still
have to answer for its negligence. None of Janssen's contrary arguments withstands scrutiny.

A. Negligence Claims Involving Defective Products Are Not Limited to Manufscturers.

Janssen first argues chat even negligence claims involving defective products may only be brought
against the manufacturer or supplier of the produce. Ses Appellee Br. atr 14. That is not the law in
this state. Although a number of state legislarures have limited claims involving defective products
to the actual manufacturer, West Virginia's legislatire has not adopted any such flat prohibition. See

Appellants Br. at 37-38 & n.22.]

1 Ironleally, Janssen's amlow sccuses Plainsiffs of asking this Court to act 25 a “super-Legislatar”
(Washingron Legal Foundation ("WLF') Br. ac 14), but in realicy this ges it backwards, because the Wes:
Virginia Legislature has never restriceed tort clalms bivolving mislabeled products to the product's
manufaciurer. See Vicoor E Schwares et al, Wamning: Shifting Liahiliey to Manufaenmen of Brand Name Drggs
When the Harm Allsgedly Cawsed was from Generic Drggs Has Severe Side Effects, 81 Fordham L. Rev, 1835, 1Bal-
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Rather, in evaluating negligence claims In this stare, this Court takes into account the
foreseeability of the injuries and the policy consequences of recognizing a duty of care. See Robertson
v. LeMaster, 171 W, Va. 607, 301 S.E.2d 563 (1983). And this Court has repeatedly recognized “a
duty owed to a third parry based primarily upon the fareseeability that harm miay result if care §s not
exercised.” Braggv. United States, 230 W. Va, 532, 541, 741 S.E.24 90, 99 (2013).*

The only case cited by Janssen on this point, State ex el Johnson & Johnson v, Kad, 220 W. Va.
463, 46465, 647 S.E.2d 899, 900 (2007) (Appellee Br. ar 14), merely holds thar *a manufacturer
has & duty o warn of the dangerous propensities of its product.” 1d Karl never said that tort clrims
may only be brought against the manufacturer of the injurious product; rather, it simply confirms
that a manufacturer can be sued for failure 1o warn, Nothing in Kar—or in any other West Virginia
case—suggests that a manufacturer cannot be sued for s negligent misrepresentatbons abour the risks

of its own product that foreseeably result in injuries to consumers of identical products.®

G2 (2013) ("Shifiing Liabilin™). Janssen cites W. Vo. Code § 55.7-30 as evidence of 1 leglslative policy to the
contary (Appellee Br. ar 23), bur thar starute allows tore remedies agairest drug companies thar “acted
unreasonably in failing ro provide reasonable instructions or warmibings...” to the prescribing doctor. W, Va,
Code § 35-7-31, also cited by Janssen (Appellee Br. at 23), is just as unhelpful o its cause, because it
affirmatively presenves liability as to sellers thar "exerciseld] substantial contrel ower the aspect af the...wamings ov
instructions of the product that wes the prodmate ciuse of the harm..."—language that describes Janssen's control
owver the label ar sue in this suse,

* Amicis the U5, Chamber of Commerce et al. {*Chamber™) tries to disringuish Bragg and progeny
on the ground that “an instrumentaling” under the defendant’s contral ls nesded o link 2 negligent ace ko a
plaintffs’ injuries. See Chamber Br.ar 7. But Bragg itself disproves this arpument. Bragg held that a privane
mine inspector i subject to liabiliry foe s negligent filure o warn thied-party mine employees of varlous
“hazrdous conditions in the mines." Bragg, 230 W. Va. ar 542, 741 5.E.2d ac 100. There, the hazardous
“insrrumentality” thar killed the mine worker was the dangerous mine itself, which was constructed and
operated by the Amcoms Coal Campany. The mine inspector did not contrel this "instrumentalicy,” ver this
Court held thar he could be lable ro third parties for his negligent filure to wnrn of the mine's dangers,

* The only ocdher authoriry cited by Janssen, the Resmrement (Second) Torts § 388 (Am. Law. Inst.
1979 (Appellee Br. at 14), merely sets forth the circumstances under which the supplier of “chanel” may be
subject o Hability for injuries caused by thar chamel. Ir does not address whether @ manufacturer char
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B. All the Robinson Factors Argue for Recognizing a Duty of Care in this Case.

Instead, this question must be decided by applying the factors ser forth in Robertsen, 171 W, Va,

at 612, 301 5.E.2d at 568, 1o determine whether Janssen owes Plaintiffs » duty of care.
1. Foreseeability Weighs Heavily in Favor of Plaintiffs.

The first Robinson factor, foreseeability, is not seriously disputed, Janssen admits, as it must, that
generic drug manufacturers are obligated w adope the labels written by brand-name drug
manufacturers. See Appellee Br. at 5-7. Janssen also does not dispute that a doctor’s prescription
for a brand-name drug will be filled with a generic equivalent unless the doctor or the pharmacist
specifically dictates otherwise. See W. Va. Code § 30:5-122b(b). These facts present an iron-clad
case for foreseeabilin.

Mot surprisingly, Janssen does not deny foreseeability as a factual matter. Instead, it argues tha
“foresecabilicy does not answer the duty question.” Appellee Br. ar 15-16. But Plaintiffs never argued

that it did. To the contrary, Plaintiffs explained that, under Robertson, 171 W. Va. at 612, 301 S.E.2d

misrepresents the dangers of its oun “chattel” can be held lable for injuries o consumers of identical chamel
that it knows must bear the identical warning. The cses cited by Janssen’s amici are just as unhelpful. The
Chamber of Commerce cites Hill & Joseph T. Rymon & Son, Inc, 165 W.Va, 22, 43, 268 S.E.2d 296, W09
(1980} (Br. at 5), bue Hill actually supports Plaintiffs, becnuse the authority cited therein provides dhae *1o
hold a producer, manufacturer, or seller liable for injury caused by a particular produce, there must first be
proof that the defendant produced, manufactured, sold, or was in some way responsible for the prodiccr.” id
(emphasis added). Even the Chamber does not deny that Janssen was "in some way responsible” for Plainriffs’
injuries. The Chamber also cires Dunn v. Kanawha Cosnty Bd. of Education, 194 W, Va. 40, 46, 459 5.E.1d
151, 157 {1995), for the proposition that "liability 'is based solely upon |2 defendant’s] relationship o the
foduct” (Br. at 6), ignoring that Janssen has a direct and immediate relationship to “the produet” in this case
because it wrore the label thar caused Plainsifs’ injuries.

“See, &5, Novartis, 2017 WL 6521684 ut *B9; Weeks, 159 So.3d at 671 (holding that *an omission or
defect in the labeling for the brand-name drug would necessarily be repeated in the generic labeling, fovesceatdy
eausing harm o a patient who ingested the generic product.”), See generally Allen Rostron, Prescription for
Faimen, A New Approach w Ton Liability of BrandName and Generic Drng Manufacmrers, 60 Duke L. 1123,
116566 (2011},



at 568, foresceabilicy is only ene of the factors bearing on whether eo recognize a duty of care. See
Appellants Br. ar 21.

It is worth emphasizing, however, that foreseeability is the “primary consideration in establishing
the duty of care in tort cases.” Robermson, 171 W. Va. at 612, 301 5.E.2d ar 568 {emphasis added).
Juse last year, this Court reaffirmed that "[che sltimate test of & duty vo use care & found in the
foreseeability that harm may result if not exercised.” Stevens o. MTR Gaming Group, Inc., 237 W. Va.
531, 334, 700 S.E2d 59, 61 (2016) (emphasis added; citation omitred). Thus, although
foreseeability is not the only factor, it is indisputably the most important one, and it welghs heavily
in favor of Plaknriffs.

Janssen ignores the primacy of foreseeability in this Court’s duty analysis, Instead, it mesely
recites the Siah Cireuit's conclusion that cases like this one “stretch foreseeability too far,” becanse
“generic consumers’ injuries are not the foreseeable result of the brand manufacturers’ conduer, but
of the laws over which the brand name manufacturers have no control.™ Appellee Br. at 15 {quoting
In re Damocet, Darwon, and Propexyphene Produces Liability Litig.,, 656 F.3d 917, 944 (6¢h Cir. 2014)).
This holding Improperly conflates foreseeabilicy with a policy conclusion that brand-name
manufacturers should be immune because they “have no control” over the federal drug laws. 14,
Whatever one thinks about the merits of thar policy conclusion, it has no place in an analysis of
toreseeability. Accord Novards, 2017 WL 6521684 ar *13.

2. All the Policy Factors Weigh Heavily in Favor of Plaintiffs.
And thar policy conclusion—that brand-name manufacturers should be immune from Habiliry
because they lack control over che federal drug laws—bs, in any event, quite wrong. In reality, oll the

Rabertsom factors strongly favor Plaineifis.



2. The Alleged Lack of a Direct “Nexus" Between Janssen and Plaintiffs s
Lerelevant.

As a threshold mager, Janssen’s argument that there is insufficient “nexus” between Plainriffs
and Janssen (Appellee Br. at 17-18) fails on two counts. First, it fails a5 a legal mater because the
Robinson factors do not include any "nexus” requirement. See 171 W, Va.ae 612, 301 S.E.2d at 568,
The only West Virginia case cited by Janssen on this point—Aikens v. Debow, 208 W, Va. 486, 499,
341 5.E.2d 576, 589 (2000)—merely requires a “nexus” between a plaintiff and a defendant in tort
cases involving “purdy economic bass.” Id. (emphasis added). That, obviously, is not this case.”

Second, Janssen's argument that “Plaintiffs and Janssen are strangers to one another in every
sense” (Appellee Br. ac 17) fails as a factual matter because it ignores the symbiotic relationship
between brand-name and generic drug manufacturers—a relationship that has no parallel in any
other commercial context. And, contrary to Janssen's contention that “Janssen never mrgeted
Plaintiffs with its advertising™ (id), brand manufacturers know full well that their advertising will
inevitably result in many patients consuming generic versions of their drugs. See W. Va. Code § 30-
3-12b{b) (requiring pharmacisw to substitute generic for brand-name drugs). That being so, Janssen's
“nexus” argument fails as a matter of plain fact. See also Newartis, 2017 WL 6521684 at *9 (noting

the “close connection berween Novartis's alleged negligence and plaintiffe’ injuries”).

" The federal cases Jarssen cites on this point=Foster v. American Home Prods. Conp., 19 F.3d 165, 171
(4" Cir. 1994), and Schrock & Woeth, Inc., 727 F.3d 1273, 128283 (10* Clr. 2013)=are distinguishable
becauise, in each case, the smre's sulsrantive tort biw requited & direct nesus between the defendant and the
allegedly injurious product, Wesr Virginia's baw contains no such requirement. See Appellants Br. ar 34-34.
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b. The Magnitude of the Burden on the Defendant Weighs Heavily in Favor of
Plaineiffs.

Janssen's arguments regarding che fiest Robinson policy factor—the “magnitude of tie burden on
the defendant” from complying with the duty of care (Appellee Br. ar 18-19)—are just as
unconvincing. As the California Supreme Court just held, because the duty of care advocared by
Plainifis is already imposed on brand-name drug manufacturers by federal law, the burden of
complying with the duty of care in cases like this one Is precisely “zero.” Novartis, 2017 WL 6521684
at*11.

Janssen’s related argument is thar it would be "unfair” to hold it Kable because it does not profit
from the sale of generic drugs. See Appellants Br. ar 24-26. Because this issue is addressed at length
in Flintiffe' opening brief (at 25-26), those arguments will not be repeated here. Suffice it to say
that, as AARP argues, the fairness argument “misses the critically imporeant point that the brand
manufacturer’s duty to warn is aleady mandated by federal law and that this duty extends to
knowledge of risks associated with generic versions of the drug” AARP Br. at 7 (emphasis in
original). Because brand-name drug manufacturers can only be held liable upon a finding that they
breached a preexisting federal duty, it is hard 1o see how tort cases like this one are in any sense
“unfair." Also, as stared in Novartis, the benefits granted brand-name manufacturers under the
Hatch-Waxman Act "more than offser” the “zero” burden imposed on defendants by lawsuit like
this one. 2017 WL 6521684 at "12.

c. The Consequences of Placing a Duty of Care on Brand-Name
Manufacourers Weighs Heavily in Favor of Plaintiffs.

This factor also weighs heavily in favor of Plaintiffs for one simple, overpowering reason: cases

like this one create a crucial incentive for brand-name manufacturers o update their labels to wamn



of serious risks that emerge after their drugs “go generic”—an incentive that would not otherwise
exist in the law. At the same time, none of the adverse policy consequences posited by Janssen and
its amici—e.g. stifling of innovation and overwarning—has any serious basis in fact. See generally 2017
WL 6521684 at *13-14.

£ Tort Liability Would Address a Dangerous Safety Gap by lncentivizing
Brand-Name Drug Manofacturers to Update their Labels,

Without the risk of wort liability, brand-name companies lack sufficient incentive o update their
labels after their drugs go generic, pusting the public at risk. Ses Novareis, 2017 WL 652 1684 ar * I(-
Il. As Public Cirizen states, Janssen's position would “exacerbate a dangerous safery gap” by
“leavling] no manufacturer accountable for failure to wam hazards, dius eliminating & crucial
bulwark against unsafe pharmaceuricals in the marketplace” 14 at 12, Accond Nowartis, 2017 WL
6521684 ar *10-11.

None of Janssen's answers withstands scrutiny. First, Janssen errs in arguing thar ehere is no
reason to worry abour mislabeled generic drugs because mast serious drug risks emerge before 2 drug
goes generic. See Appellee Br. at 27, [n reality, there are many realworld examples of serious drug
risks becoming known only after che expiration of & drug’s patent protection. See Public Citizen Br,
at 3; AARF Br. at 5 (only one-half of drug risks are detected within seven years of FDA approval),

Janssen's second argument—thar the FODA can adequacely police peneric drug labels by
monitoring postmarkering safety data and, where needed, launching “civil or eriminal enforcement
actions” (Appellee Br. at 26)—is just as unrealistic. In cruth, the FDA's inabilicy to adequately 1o
monitor postmarkering safety dama has been a subject of intense concern for over a decade.  See
Public Citizen Br. at 5; AARP Br. ar 6. And *the FDA has rarely, if ever, brought & misbranding

action against the manufacrurer of an approved drug being pramoted only for appreved uses.” David
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A Kessler & David C. Viadeck, A Critical Examination of the FDA's Eforts to Preempt Failwseto-Warn
Claims, 96 Geo. L. J. 461, 479 n.B0 (2008) (emphasis added) '

Third, Janssen’s suggestion that brand-name-manufacturer liability is not necessary because
generic drug manufacrarers have the means to effectuare a label change (see Appellee Br. at 7 n.4) s
contrary to the federal labeling scheme. Unlike brand-name manufacturers, which can unilacerally
add warnings under the FDA's “changes-beinpeffected” regulation (21 C.F.R. § 310.70(c)), the only
thing a generic drug company can do i ask the FDA for permission o add or smengthen the
warnings in its labellng. See 21 C.F.R. § 314.70. See gl Public Citizen Br. at 7 ("Generic
manufacturers...have neither the power nor the responsibility for new safety updates.”)

Generic manufacturers have almost no incentive to seek such permission, however, because they
are immune from cort liability for failure to wam under Mensing, 564 U.S. ar 613, As the FDA
recently observed, Mensing has greatly “alterled] the incentives for generic drug manufacturers to
comply with current requirements to conduct robuse postmarketing survelllance, evaluation, and
reporting, and w ensure that the labeling for their drugs is aceurate and up to date.” 78 Fed. Reg. 67,985,
67,988-80 (2013) {emphasis added).

Nor is there any basis for Janssen's final argument that imposition of tert linbdlity for injuries
caused by generic drugs would not enhance public safety because “no mtional manufacrurer” would
seay in the market after its drug goes generic. See Appelles Br. at 27. This argument, which was

definitely rejected by the California Supreme Court in Novartis (see 2017 WL 6521684 at 1),

* "Misbranding” actions are typically beought against companies selling unapproved drugs or
approved drugs being markets for unapproved uses. See id. Research has uncovered no mishranding actions
Ly the FDA agalnst brand-name drug companies based on a company's faflure i update its label o disclase
& postmacker risk.
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ignores that marker withdrawal would not relieve a manufacturer of liabilicy for its pest misconduer,
if the label was inadequare ar dhe time the manufacturer withdrew the NDA and the injured patient’s
reliance on the label was foreseeable. See id And a brand manufacturer would not need to leave
the market in order to avold futwre liabilicy because it could simply make sure thar its labels were up-
to-date and accurate on a goingforward basis. [hid

That aside, the possibility thar some brand-name manufacturers might withdraw from the marker
when faced with tort liability for injuries caused by generic deugs & not & reason to categorically
foreclose the imposition of such liability. Brand-name manufacturers” responsibility wo update their
labels while they still own the drug does patients lirtle poad if those manufacturers have neo liabilicy
for failing o fulfill chat duey. Tort liability helps ensure that they ke this job seriously. Granting
them the immunity they seek here would reward wrongdoing at the expense of public safety.

il Tort Liability Would Further Public Policy by Compensating
Consumers Injured by Mislabeled Generic Drugs.

Torr liability also furthers public policy by giving the vietims of generic drugs the right to seck
compensation for their injuries. Under Mensing, generic manufacturers are immune from suit for
fatlure to warn because they lack control over their labels—and thus suits against them are preempeed
by federal law. 564 U.S. at 613. As a result, suits like this one are the only way for victims of
mislabeled drugs o seek any remedy for their injures,

Janssen's response is that this problem is one for Congress or the FDA 1o remedy, not this
Court. That argument would anly make sense if brand-name manufactirers were innocent of any
fault in the mislabeling of generic drugs. If that were true, then cases like this one could reasonably
be characterized as seeking to make brand-name companies “the insurers” of the entire industry—

and it would arguably be unfair to require them to compensate the victims of generic drugs, even if
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such victims would po without any remedy. Bur, as the Nowamis Court recognized, this
characeerization is inapt, because brand-name companies are directly at faule for mislabeled generic
drugs: "{ulnder warning label liability, the brand-name drug manufacturer is liable only in a narrow
clrcumstance—when deficiencies in its oum label foreseeably and proximately caused injury.” 2017
WL 6521684 at *11. In light of chis fact, it & entirely appropriate for brand-name companies to
compensate generic victims—particularly because such victims would otherwise po without any
compensation at all. This “compensatory function,” moreover, “may motivate injured persons
come forward with information™ abour drug hazards, which inures to the benefit of all consumers,
fiot just those that recover damages in a court of law. Whyeth v. Levine, Inc, 555 U5, 555, 57879
(2009).

iii.  The Alleged “Adverse Public Health Consequences” of Tort
Liability Are Chimerical.

Janssen's arguments about the “adverse public health consequences™ of rort liabilicy are just as
unconvincing. See Appellee Br. at 20:21.°

First, the contention thar toet liability will dramatically stifle innovation in the pharmaceutical
industry s unfounded, As Nowaris held, “|thhe logic burtressing rhis argument is far from selfe
evident.” 2017 WL 6521684 at *13-14. While it is true that "lwlarmings about a product’s efficacy
or danger may indeed risk diminishing its value to the manufcrrer]] [ess obvious is the

manufacturer's response to this predicament. One might fust as easily assert that a drug company,

" All of Jansen's and its emici's srguments on this polnt were considersd and rejected by the
California Supreme Court in Novards, See 2017 WL 6521684 ac *11-14, Janssen's main source for its
arguments about "asdverse public health consequences” is the Sberh Clrcuir's ruling in In re Daroocer, 756 F3d
at #4656, Sex Appellee Br.ar 20. In re Darvocer relies exclusively on a single law review article written by drug
industry representatives. Id ar 944 (citing Shifring Linkility, 81 Fordham L. Rev. ar 1880-41).
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after adding a new warmning, will be incencivized to develop new and safer altematives to the drug so
that it can recaprure the market for teatment of char disease” [d

In addition, such liability would have no affect on the ability of brand-name COMpAn ies to enjoy
full profits during the entire marker exclusivity period afforded by the Harch-Waxman Act. [t is
hard vo imagine thar brand manufacrurers would choose to forego all those profis simply in order
t avoid potential furure liability for mislabeled generic versions of their drugs. This argument,
maorecver, ignores that brand companies can always protect themselves by updating their labels once
their drugs go generic.'”

Second, the contention that tort liability may incresse prices for brand-name drugs is also
unpersuasive, There is no evidence thar vort liability has caused any substantial increase in drug
prices. Rather, as AARP explaing, “high |brand-name] drug prices are the direct result of the 20 year
patent protected monopoly in which brand-name manufaceurers can raise the price of drugs withour
limitation and according to its demand.” AARP Be. at 8 (citation omitred), It would be perverse
indeed to allow brand manufacturers o evade liability for generic drugs based on a threat to raise
brand-name prices even higher. This argument also assumes that consumers would rather “be
penalized with toothless patient safety and rort laws” than pay more more for brand-name drugs—a

result that AARF, a national nonprofit well known for efforts to restrict drug prices, resoundingly

refects. See id at 9-10.

" One of Janssen's amici argues that this prosection i mesningless because “(ijinterested plairstiffs’
lawyers have every incentive to craft arguments to undermine a medicine’s labeling...,” no matter how strong
the warning accompanying a drug. Pharmaceutical Manufacturess’ Be, at 8, But wo support this argument,
the amiews cites the United Seates’ pro-preemption amicus brief in Wheth o. Lesine, 555 LS, 555 (2009), which
wis resoundingly vejected by the ULS. Supreme Court in connection with its ruling that “state law offers an
addirional, and important, layer of consumer protection thar complements FDA regulation.” id at 578,
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Third. the argument thar imposition of roer liability on brand drug companies would harm
consumers by stimulating "overwarning” {see Appellee Br. at 30:31) was definicively rejected in
Novartis, 20017 WL 6521684 at *12, and in Carin v. Superior Court, 920 P.2d 1347, 1353 (Cal. 1996},
which observed that the FDA's own regulations preclude “overwarning.” Curlin, notably, reached
this conclusion in the context of allowing serictliability failure to warn claims involving brandname
drugs, not just generic drugs. See id  1f drug manofacruress would not "overwam™ o aveid the rigk
of liability for their brand-name deugs, then it implausible to assume thae they would do so merely
tor avold the added liability posed by generic drugs.

Nor is there any reason o fear that a ruling for Plaintiffs in this case would spill over into other
produce areas. See Appellee Br. at 24. This is the only sector where the law requires that one
manufacturer’s warnings be repeated, verbatim, on the labels of identical products made by another
company. If (oo use Janssen's example) a counterfeir product bearing a warning plagiarized from the
original manufacturer were to injure a consumer, there would be no basis for helding the original
manufacturer liable for failure to wam, because the “counterfeirer™ was not obligated by law to adopt
the insufficient wamning. Generic drug manufacturers, in contrase, are required to adopt brand-
name labels “verbarim.” Mensing, 464 U.S. at 613. That's what makes this industry unique—and a

ruling for Plaintiffs could easily be "cabined” to this conteet."

" Janssen's “proximate cwse” argument {Appellee Br. at 28) ignores thar “Jthe prosimate eaise of 3n
injury is the lase reglipent act contriburing ro the injury and without which the injury would not have occurred.”
Wilkinson o Duff, 212 W, Wa. 725, 731, 575 5.E.24 335, 341 (2002) [empliasis added; citntion cmimed).
Janssen's failure to update its label to reflect the true risks of its drug was the “last negligent act”™ that resubied
in Plaintiffs’ injuries: [fJanssen had updated its lsbel to reflect the true risks of i drug, as the FDA regulations
require, then the genetic manufacturer (Dr. Reddy) would have been ebligased to updare its own label w0
mirror the new language. See Appellants’ Br. ar 9 21 CER. § 314.70ND0). In that event, there would
have been no need for Dr, Reddy to “approach the FDA and request permission 1o strengthen its warnings.”
as Janasen illogically claims it should have done, because the wamings would have already been strengrhened
ro reflect the scrual risks of de drug, See alio Robertson, 171 W, Va. sz 614, 301 5.E.2d a¢ 570 (holding thar,
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Il Authorities from Other Jurisdictions Support Plainciffs, Not Janssen.
Janssen insists char Plaintiffs’ posirion cannot be reconciled with the “hundreds” of cases from

other jurisdictions, Mot so.
A. State Law Authorities Favor Plaintiffs.

Firar, the weight of state law favors Plaintiffs. Prior to the ruling in Novars, the seares were splic
down the middle on the issue of brand-name lisbility for generic deugs (see Appellant Br. at 34), but
Newvartis tipped the balance dramatically. And, in almost all pertinent respects, California torr law
is markedly similar to West Virginia law."

Ta begin, California, like West Virginia, has a general rule thar manufscrurers can “ordinarily”
only be sued for injuries caused by their own products. See O'Neil v. Crane Co., 266 P.3d 987 (Cal.
2012) (discussed in Novards, 2017 WL 6521684 at *9-10). In Nowsris, however, the California
Supreme Court recognized thar this general rule makes no sense in the unique context of
prescription drugs, because brand-name manufacturers control the labels on all drugs, both brand-
name and generic. See 2017 WL 6521684 at *10. There is nothing to stop this Court from reaching

the same conclusion—and, as explained above, powerful policy reasons why it should s conclude.

if an “intervening cause is one which is to be reasonably anticipated, the defendant may be liable, for “lthe
risk created by the defendant may include the intervention of the foreseeable negligence of others.”} {cimrtion
omiteed),

¥ The lowa Supreme Court's ruling in Huck u. Wyath, 850 N.W 2 at 376, is disringuishable because,
a8 Nowartis observed, it "categorically eccludled) from liability cermin defendans” | 2017 WL 6521684 ac *17)
and “discounted] the role of foreseeability.” Id ar *16 0.5, Both aspecs of Huck are ar odds with West
Virginia law as well. See Appellanss' Br. ar 32.33,

" Notmbly, this Court has a history of following California auzhority in the torr congext. See Momingstar
v Black & Decker Mfg. Co, 162 W. Va. 857, B75 & 883, 263 5.E.2d 666 (1979) (following Greenman v. Yuha
Power Prods,, Inc., 377 P.2d 837 (Cal. 1963), in removing “unreasanably dangerous” requirement for strict
linkdlicy clairms).
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Second, Just as in West Virginia, California courts consider a range of factors when deciding
whether to recognize a duty of care. See Rowland v, Christian, 443 P.2d 561, 564 (Cal. 1968). The
foremaost of these factors is foreseeabilibp—just ar in this State. Sse id; accord Rebertson, 171 W, Va. at
611, 301 5.E.2d at 567 (stating that foreseeability is “the primary consideration...”). And the policy
factors relevant o the California analysis under REowland {see Novartis, Z01T WL 6521684 ac *10:14)
are similar to the Robemson factors, which also cenrer on the burden to the defendant and the
consequences to the communiry of imposition of a duty of care. See Robertson, 171 W. Va. ar 611,
301 $.E.2d at 567. In fact, Roberson itself cites Rowland as an example of a similar policy test. 1d It
is therefore no surprise that all the policy arguments made by Janssen and s emisi in this case were
also mised in Nowrnis—and every one of those arguments was squarely rejected by the California
Supreme Counrr.

Third, although Novartis invelved a claim for negligent misrepresentation under Section 311 of
the Restacement (Second) of Torts, see Novartis, 2017 WL 6521684 at *6-7, the decision is broadly
applicable because, in finding a duty of care, the Court loocked to the srandards governing all
negligence claims in that state—which, as just explained, are on all fours with Robermson. Ses id ar *7-
8. Thus Novartis is directly relevant to this case, and strongly counsels in favor of a ruling in Plaintiffs’

favor.*

" The Chamber nonetheless argues thae California sere rulings have no bearing here because *this
Court has never cired Restarement § 311." Chamber Br. at 9. This argument fails because, as just explained,
Nowartis's reasoning centered on foressenbility and policy factars that mirror this Court's own. In any evenr,
Restatement § 311 i not incompatible with this Seate’s tort law, and this Court has never rejected it (or even,
it seems, hiad occasion o consider i0Section 311 provides that "one who egligendy gives false information
to another is subject to Habiliey for physical harm caused by action taken by dhe other in ressonable relinnce
tpen such information, where such harm resules..to such thind persons as the actor should expect to be pUL
i peril by the action mken.” Novartis, 2017 WL 6521684 ar "6, This rule is in keeping with this Court's
longstanding view that “one who engages in afflrmative conduct, and dhereafier realizes or should realize thar
such conducr has ereated an unressonable risk of harm to anather, Is under a duty w exercise reasonable care
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Finally, of course, Movartis’ ruling is on all fours with the Alabama Supreme Court's ruling In
Wheth v. Weeks, the only other post-Mensing state high-court ruling on the issue presented in this case.
Sex 159 So. 3d 640 (Als. 2014),

B. Federal Law Authorities Do Not Favor Janssen.

Federal authority also does net help Janssen's cause. First, the majority of prior rulings relied
on the Fourth Circuit’s flawed decision in Foster, 79 F_3d 165, which has since been discradited by
Mensing See Appellants’ Br. at 3536; Novantis, 2017 WL 6521684 ac *15-16 (explaining flaws in
Foster). In holding chat generic manufacturers are required by federal law to adopt, “verbatim,” the
labels written by corresponding brand name drug company (see 564 ULS. at 613), Mensing rendered
foreseeability 4 non-issue in cases like this one—a huge and undisputalle change in the law, and one
of enormous importance here, given the primacy of foreseeability In the duty calculus under
Roberson. Indeed, the Fourth Cireuit itself recognized, in this very case, that Mensing overturned a key
portion of its ruling in Foster and "leaves open the possibility that brand-name manufactorers may

be liable for faiture to warn when a plaintiff ingests the generic drug.” A 5.

o prevent the threatened harm." Robertson, 171 W. Va. ar 611, 301 S.E.2d ar 567 {quoting Resmrement
(Second) of Tors § 321 {1965)). And Section 311's imposition of liability on “such third persons as the acrar
should expect to be put in peril by the action mken” is fully consist=nt with this Courr's priar nilings
recognizing “a duty owed 1o a third party based primarily upon the foreseenbility daz harm may resule if care
s not exercised,” Bragg, 230 W. V. at 541, 741 5.E.2d ar 99. It is worth noting, moreover, that none of the
other decisions finding brand-name liabiliy for injuries caused by o miskabeled generic drug lnvolved a claim
arlsing under Section 311 of the Resarement, See Wieth v. Weeks, 159 So. 3d 649 (Ala. 2014} Dolin v
SmithKline Beecham Corp,, 61 F. Supp. 3d 705 (N.D. lIL 2014} Kellogs . Wyeth, Inc., 762 F. Supp. Id 694 (D.
V. 20000

" lanssen misstares the true import of Mensing by saying the declslon *rejected aln] invimtion o
‘distort’ existing state bw by allowing generic drug consumers o seek comman-law remedies under state law.”
WLF Be. at 15 {citing Mensing, 564 U5 ar 623-26), In realicy, what Mensing held was that fedenal law preempres
generic-drug victims from suing generic drug companies for thelz injuries, because it is “impossible” for peneric
drug companics to update their labels under federl law. Memsing, 564 U5, 2t 613, This hobding helps
Plairaiffs, because it confirms thar brand manufacrurers conerol the labels on generie drugs.
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Janssen nonecheless insists that federal law is on its side because several federal courrs rejected
brand-name lability even in the wake of Mersing. As previously explained, however, all these
decisions came from federal courts sitring in states that, unlike West Visginia, subject all tort claims
to a "product identification” requirement. See Appellants Br. ar 35-36. Indeed, Foster itself was one
such case. See 29 F.3d ar 168; Novartis, 2007 WL 6521684 at *15 (distinguishing Foster on that
ground). There is no such "per s” requirement in the State of West Virginia; instead, as explained
above, there is ample room under the laws of both seriet liability and negligence to hold a
manufacturer liable for injuries caused by a produce it did not manufacturer, so long as It can be
shown that the defendant’s conduct was responsible for the plaintiff's injuries.

Moreover, as Wovartis explained, all the contrary federal rulings in this area {including Fester
itself) "arose in federal court under diversity jurisdiction.” Id. at *16. “Federal courts sitting in
diversity are ‘extremely cautious’ abour recognizing Innovative theories under seate ke, 14 (citation
omitted). It is therefore not sarprising that so many courts have rejected liability in cases like rhis
one, particular given thar the vast majoricy of these rulings pre-date Mensing. [bid That fact, however,
should not give this Court pause when interpreting the case law of this state.

IV.  This Lawsuit is Consistent With, and Directly Furthers, Federal Purposes.

Finally, there i no basis for the argument that this suit would “distupt federal policy™ by
undermining the "delicate balance” embodied by the Harch-Wasman Act. See WLE Br. ar 12-13,
First, this argument assumes that, in passing Hatch-Waxman, Congress intended to preempe all o
claims involving generic drugs. In reality, Hatch Waxman is subject o the federal Food Drug and
Cosmetic Act's ("FDCA'S") savings clause, which provides that stare law may only be invalidared

upon a “direct and positive conflict”™ with the FDCA, Ses Wheth, 555 U5, at 567 lciting 21 US.C.
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§ 321). This provision, coupled with the absence of an express preemption clause in the FDCA and
Congress' “certain awareness of the prevalence of state tort litigntion” surrounding all prescription
drugs, supplies powerful “evidence that Congress did not regard state tort litigation 23 an obseacle
to” the Hatch-Wixman Act. [d. at 574-576 (emphasis added),

If anything, it is Janssen's argument that would *fruseeate federal policy” by stripping consumers
of their ability ro seek any remedy for Injuries caused by mislabeled generic drugs. In Wheth, the
U.S. Supreme Court held that failuretowarn claims against brand-name drug manufacrurers
affirmatively fumher federal purpeses, by incentivizing drug companies to “disclose safery risks
promptly.” 555 U.S. ar 580. The same conclusion is applicable here.

But beyond that, disallowing rort claims in cases like this one would also disrupt the policies
underlying Harch-Waxman itself. As Novarts held, “if toct law |disallowed consumers of generic
drugs] from obtining..compensation for injuries anributsble © the brand-name drug
manufacturer's defective wamning label, then consumers would insist on the brand-name drug over
the cheaper bicequivalent, inflating health costs with no corresponding increase in safery and in
eontradiction to the stated federal policy of making low-cost generic drugs more available.” 2017 WL 6521684
at "11 (emphasis added). It s understandable why brand-name manufacturers might like that result,
but it is directly contrary to everything that Hatch-Waxman was designed to achieve,

CONCLUSION

For the foregoing reasons, Plaintiffs pray this Courr certify that they have claims under West

Wirginia law for serict liability and negligence against a brand-name manufacrurer for injuries caused

by a misiabeled generic drug.

Dated: January 3, 2013
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