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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF INDIANA
INDIANAPOLIS DIVISION

DONNA EMLEY, et al., )
Plaintiffs, ))
VS. )) Cause No. 1:17-cv-2350-WTL-TAB
WAL-MART STORES, INC,, et al., ;
Defendants. ))

ENTRY ON MOTIONS FOR SUMMARY JUDGMENT

This cause is before the Court oe tbllowing motions: Defendant L. Perrigo
Company’s (“Perrigo”) Motion foSummary Judgmern the Basis of Preemption (Dkt. No. 85)
and related motions for oral argument (Dkt. N®&.and 101); Defendant Wal-Mart Stores, Inc.’s
(“Wal-Mart”) Motion for Summary Judgmemn the Basis of Preemption (Dkt. No. 88);
Defendant Wal-Mart’'s [Secondflotion for Summary Judgment (Dkt. No. 120); Defendant
Perrigo’s [Second] Motion for Summary Judgmékt. No. 122); and Defendant L.N.K.
International, Inc.’s (“L.N.K.”) Motion fo'Summary Judgment (Dkt. No. 124). Because the
Court does not find that oral argument wouldhleépful, the motions for oral argument are
DENIED. Each of the remaining motions is rijoe review and the Court, being duly advised,
rules as follows.

. SUMMARY JUDGMENT STANDARD

Federal Rule of Civil Procedure 56(a) piaes that summary judgment is appropriate “if
the movant shows that there is no genuine despstto any material fact and the movant is
entitled to judgment as a matt law.” In ruling on a motion for summary judgment, the

properly supported facts asserted by the non-ngpparty must be believed, and all reasonable
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inferences must be drawn in the non-movant’s favarante v. DeLucab55 F.3d 582, 584 (7th
Cir. 2009) (“We view the record in the light stdfavorable to the nonmoving party and draw all
reasonable inferences in thattya favor.”). However, a paytwho bears the burden of proof
on a particular issue may not rest on his pleagibgt must show what evidence he has that
there is a genuine isswf material fact that requires trialohnson v. Cambridge Indus., Inc.
325 F.3d 892, 901 (7th Cir. 2003). The non-moyagy bears the burden of specifically
identifying the relevant evidence of record, and ‘tbart is not requiretb scour the record in
search of evidence to defeat a motion for summary judgmeitchie v. Glidden Cp242 F.3d
713, 723 (7th Cir. 2001).

[I. BACKGROUND

The relevant background facts of recoréwed in the light most favorable to the
Plaintiffs, as the non-moving parties, are dloW. Additional facts are included throughout the
Entry as relevant.

On June 11, 2015, and again on June 12, 20aBn®Emley took two pills from a bottle
of Equate-brand acetaminophen because shexpasiencing general muscle aches and cold
symptoms. Dennishad purchased a twin-back of Etgiacetaminophen (the “Perrigo Product”)

in November 2013 from a Wal-Mart neaetRlaintiffs’ home in Fort Wayne, IndiarfaHe

While the Plaintiffs’ Statement of Material &a states that Donna purchased the Perrigo
Product, the cited deposition testimony statesquivocally that Dennis did so.

?It is unclear to the Court why this case waddfille this district (or, more precisely, in a
state court in this district). The Perrigo prodwas purchased in Fort Wayne, Indiana, which is
in the Northern District of Indina. The facts asserted byddlthe parties on summary judgment
indicate that none of the other relevant evecturred in IndianaTherefore, while the
Amended Complaint alleges that “[vlenugi®per in this Distgt under 28 U.S.C. § 1391
because a substantial part of the events ossion giving rise to the claim occurred in this
District,” that does notgpear to be true. However, [d]istricourts should not, as a matter of

2



chose acetaminophen because Donna was undergeatgnént for colorectal cancer at the time
and she had been advised by her oncologistik® acetaminophen for relief from headaches and
other symptoms.

On June 13, 2015, the Plaintiffs travelled to Kentucky for a planned vacation, during
which they were to act as caretakers of a small farm. In the late afternoon or evening after
arriving at the farm, Donna noticed a mildhrasThe rash worsened overnight, and her eyes
became itchy and watery. Early the next mognihe Plaintiffs drove to a nearby Wal-Mart
store in Tennessee to purchase medicationlpdileviate Donna’s symptoms. Donna believed
that she was suffering an allergic reaction, peshapomething she had been exposed to on the
farm, and that Benadryl would lpe Donna waited in the car whil2ennis went into the store,
where he purchased Equate brand Severegddland Sinus Headache medication (the “L.N.K.
Product”), which contains acetaminophen. Donna took one dose of the L.N.K. Product
immediately, and then took another dose apipnately four hours kr, per the package
instructions.

When her symptoms did not improve atter second dose of the L.N.K. Product, Donna
went to the Gilbert Grave Urgent Care CemeBowling Green, Kentucky on the afternoon of
June 14, 2015. The physician she saw therehsgrib the Bowling Green Medical Center,
where she was admitted and remained hospitalized until June 19, 2015. She continued to receive

acetaminophen during her treatment there.

general practice, dismissia sponte . . for improper venueAuto. Mechanics Local 701
Welfare & Pension Funds v. Vanguard Car Rental USA, @2 F.3d 740, 746 (7th Cir. 2007),
and none of the Defendants has filed@tion to dismiss for improper venue.
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On June 19, 2015, Donna was transferretied/anderbilt University Medical Center,
where she was diagnosed with Toxic Epidermatiglysis (“TEN”). At that time, she was no
longer given acetaminophen. Donna remained hospitalized from June 19, 2015, until July 16,
2015, for treatment of TEN and related symptoms.

[ll. PREEMPTION

The Plaintiffs allege, and for purposeghus ruling the Court assumes, that the
acetaminophen contained in the Perrigo Product and the L.N.K. Product caused Donna to
develop TEN. The Plaintiffs further allegathhe Products were dgative because their label
did not contain the following warning regandithe risk that acetaminophen can cause severe
skin reactions (hereinafter refed to as “the Warning”):

Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may

include:
e skin reddening
e Dlisters
e rash

If a skin reaction occurs, stop umed seek medical help right away.

Each Defendant moves for summary judgnaenthe ground that the Plaintiffs’ claims
are preempted by federal law. Specifically, Erefendants argue that the claims are preempted
because it would have been impossible for them to comply with both the state-law duties upon
which those claims are based and the duties seghon them by federal law. In other words,
they argue that the Plaintiffs’ claims againgrthare barred under theatione of impossibility
preemption.

A. Applicable Supreme Court Precedent
The Defendants’ preemption defense isdshupon the fact that the Food and Drug

Administration (“FDA”) regulateshe content of warning labets drugs pursuant to the Federal
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Food, Drug, and Cosmetic Act (“FDCA”), 21 U.S.C. § 3dkeqgand related regulations. The
Supreme Court has instructed that deternmamatregarding preemption “must be guided by two
cornerstones of our pemption jurisprudence”:

First, the purpose of Congress is thtamate touchstone in every pre-emption

case. Second, in all pre-emption casesl particularly in those in which

Congress has legislated in a field whicé 8tates have traditionally occupied, we

start with the assumption that the histqratice powers of the States were not to

be superseded by the Federal Act unteaswas the clear and manifest purpose

of Congress.

Wyeth v. Levingb55 U.S. 555, 565 (2009) (internal quaia marks, citations, and ellipses
omitted).

In Wyeth the Supreme Court consigdrpreemption as it applied to state-law failure-to-
warn claims against the manufacturer of agdoeing sold pursuatd an approved New Drug
Application (“NDA”). Although “[tlhe FDA’s pemarket approval of a new drug application
includes the approval of the exaext in the proposed labekihd “[g]enerally speaking, a
manufacturer may only change a drug labelrafte FDA approves a supplemental application,”
the Court noted that the applicable regulatipra/ided for a “changes being effected” (“CBE”)
process which permitted a manufacturer “to make certain changes to its label before receiving
the agency’s approval.Wyeth 555 U.S. at 568. This includes changes made to “add or
strengthen a contraindication, warning, precautiomdwerse reaction” or to “add or strengthen
an instruction about dosage and administrationighatended to increase the safe use of the
drug product.” 21 C.F.R. 88 314.70(c)(6)(iil)(A¥%;). Thus, the Court found that the
manufacturer could have used the CBE protessld the warning in question to its label

without prior approval from the P& And while “the FDA retais authority to reject labeling

changes made pursuant to the CBE regulatiais ireview of the manufacturer’s supplemental



application, just as it retains@uauthority in reviewing aBupplemental applications,” the
Court held that “absent clear evidence thatRbBé& would not have approved a change to [the
drug’s] label, we will not conclude that it waspossible for Wyeth to comply with both federal
and state requirementsWyeth 555 U.S. at 571. Accordingly, impossibility preemption did not
operate to bar the plaintiff's claims basedthe NDA manufacturerfilure to include a
particular warningon the drug’s label.

The Supreme Court reachid opposite conclusion PLIVA, Inc. v. Mensings64 U.S.
604 (2011), which involved a drug being sold piarst to an approveflbbreviated New Drug
Application (“ANDA”). The ANDA process is a parate regulatory scheme that applies to
generic versions of drugs thateady have been approvedthg FDA under the NDA process.
The Supreme Court determined that the CBE process was not available to ANDA manufacturers;
rather, the applicable galations require that a generic dioging sold pursuant to an approved
ANDA have the same label as the equivaleandrname drug being sold pursuant to an NDA.
PLIVA 564 U.S. at 618 (citing 21 C.F.R. 8§ 314.15Q(B) (providing thaFDA may withdraw
approval of ANDA if labeling is10 longer consistent with that of equivalent drug that was
approved under NDA)). Because there was erchmanism for an ANDA manufacturer to change
its label independently of the NDA manufactunethout violating feleral law, “it was
impossible for the [ANDA] Manufacturers to compiyth both their state-law duty to change the
label and their federal law duty keep the label the sam&]’, and the plaintiffs’ claims were
preempted. The Court recognized that it maddeflgense” from the plaintiffs’ perspective that
the question of whether a phiff could pursue a failure-to-warn claim depended upon whether
the plaintiff was injured by a bmna-name or generic drug, but notedt “it is not this Court’s

m

task to decide whether the staiyt scheme established by Congrsssnusual or even bizarre.
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Id. at 625 (quotingCcuomo v. Clearing House Assn., L.L,.&57 U.S. 519, 556 (2009) (Thomas,
J., concurring in padnd dissenting in part)).
B. The Monograph System
Acetaminophen, the drug the Donna Emley took, was not approved pursuant to an NDA
or an ANDA. Rather, it is manufactured asuld pursuant to the OTC Drug Monograph Review
Process, which is an entirely separate regutapstem that applies tertain over-the-counter
(“OTC”) drugs. As Defendant PPigo explains in its brief:

This process was established in 1973address “resource challenges” facing the
FDA following new legislation requiring thegency to evaluate the efficacy of all
drugs on the market at the time. Ratifamn undertaking the impractical task of
reviewing literally hundreds of thousds of individual OTC drug products
already on the market, the Agency impknted a process of reviewing OTC
drugs through rulemaking by therapeutiasses. In this way, the monograph
process was developed to allow contishmearketing of pdicular ingredients
contained in OTC drug products alreadsailable on the market that were
“generally recognized as safe and effectivBgée21 C.F.R. § 330.1; 21 C.F.R. §
330.10(a)(2)-(9).

The monograph review process involgeseral steps, inatling evaluation by

FDA and independent experts of substart&ih regarding the safety and efficacy
of these ingredients, culminating in aefenination of whether these ingredients
can continue to be marketed as OTC dsggect to the specific requirements set
forth in the applicable monograph:

This process involves convening an advisory panel for each
therapeutic class to review datdating to claims and active
ingredients. These panel repaats then published in the Federal
Register, and after FDA review nitive final monographs for the
classes of drugs are published. Tihal step is the publication of
a final monograph for each class.

Dkt. No. 86 at 11-12 (footnotes and some citaiomitted) (quoting “Draft Guidance: Marketed
Unapproved Drugs — Compliance Policy Guidg@440.100 at 12-13 (found at Dkt. No. 86-2)).
The monograph establishes the conditions undernithie drug(s) or category of drugs to which

it applies “are generallsecognized as safe and effectared not misbranded.” 21 C.F.R. 8
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330.10(a)(9). The final monograph “constitutes fexgéncy action from which appeal lies to the
courts.” 21 C.F.R. § 330.10(a)(11).
C. Acetaminophen

A tentative final monograph applicable to acetaminophen and other OTC internal
analgesic products was published over thirty years 8ge:Internal Analgesic, Antipyretic,
and Antirheumatic Drug Products for @stbe-Counter Human Use; Tentative Final
Monograph,” 53 Fed. Reg. 46204 (Nov. 16, 1988). Te,d# final monograph applicable to
acetaminophen has been issued.

The tentative final monograph applicabldeacetaminophen does not contain any warning
relating to severe skin reactiosisch as the one suffered by Donna. In fact, in arriving at the
tentative final monograph, the FDA rejectednroents suggesting that such warnings be
included, finding:

The agency believes that the warnimggch the comments requested are not

warranted at this time because there is insufficient evidence that these adverse

effects are being caused by acetaminopHemvever, if sufficient evidence is

presented to warrant new warnings infinere, the agency will act accordingly.

Id. On August 1, 2013, the FDA issued a Druge8aCommunication vth the purpose of
“informing the public that acetaminopihéas been associated with a risk of rare but serious skin
reactions.” FDA Drug Safety @amunication: FDA warns of rafeut serious skin reactions

with the pain reliever/fear reducer acetaminophen, foundhtps://www.fda.gov/drugs/drug-
safety-and-availability/fda-dig-safety-communication-fda-wagimare-serious-skin-reactions-
pain-relieverfever-reducer (last visited June 26, 201&)that time, the FDA stated its intention

to

require that a warning kedded to the labels pfescription drug products
containing acetaminophen to address theafsderious skin reactions. FDA will
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also request that manufacturers add a imgrabout serious skin reactions to the

product labels of OTC acetaminophengiproducts marketed under a new drug

application and will encourage manufaers of drug products marketed under

the OTC monograph do the same.
Id. In November 2014, the FDA issued a document labeled “Draft—Not for Implementation”
and entitled “Guidance for Industry:eBommended Warning for Over-the-Counter
Acetaminophen-Containing Drugd®lucts and Labeling Statements Regarding Serious Skin
Reactions,” (found at Dkt. No. 86-3yhich was finalized in Jaary 2017 (now found at
https://www.fda.gov/media/90572/download) (lasited June 26, 201%he final version
hereinafter referred to as “the Guidance”). Gwdance stated that the FDA “does not intend to
object to the marketing of products contag the following warning language”:

Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may

include: [bullet] skin reddening [bullet] blisters [bullet] rash

If a skin reaction occurs, stop used seek medical help right away.

Id. at 3. The Guidance further provided:

This guidance does not address alteveaallergy warning language that may
otherwise misbrand the product.

The recommended allergy warning shoafgpear under the “Warnings” heading
section of the Drug Facts label undez gubheading “Allergy Alert,” and, when
included, must directly follow thiever warning (21 C.F.R. 201.326) on
acetaminophen-containing drug produci@ARrecommends that this warning be
included on all packaging configurations.

Id. The Guidance also contained the following disclaimer:

This guidance represents the current thinking of the Food and Drug Administration (FDA or Agency) on
this topic. It does not establish any rights for any person and 1s not binding on FDA or the public. You

can use an alternative approach if it satisfies the requirements of the applicable statutes and regulations.
To discuss an alternative approach, contact the FDA office responsible for this guidance as listed on the
title page.




Id. at 1.

D. Preemption Principles Applied to OTC Drugs Marketed
Pursuant to a Tentative Final Monograph

Given the holdings iWyethandPLIVA, the question of whetherdlPlaintiffs’ claims in
this case are preempted hinges on whether tfenDants had the ability to unilaterally add the
Warning at issue to the labels of their prodymxter to the issuance of the Guidance without
violating federal law’. PLIVA, 564 U.S. at 620 (“The question fanpossibility’ is whether the
private party could independentip under federal law what stdésv requires of it.”). The
Court finds that the applickbregulatory scheme did nptohibit them from doing so.

The Defendants argue that the tentativel fimanograph and certanegulations provide
specific warnings that they are required to inelaa their labels and that they are not permitted
to include any additional wairrgs without FDA approvalHowever, 21 C.F.R. 8 330.10(b)
provides that “[a]ny product which fails to conin to an applicable monograph after its
effective date is liable to reqaibry action,” and the effective datéa monograph is set forth in
thefinal monographsee21 C.F.R. § 330.10(a)(9) (providj that “[tlhe monograph shall
become effective as specified the final order containing thmonograph). A tentative final
monograph has no “effective date,” besauit is simply a proposed rul&eelnternal Analgesic,

Antipyretic, and Antirheumatic Drug Products fover-the-Counter Humaddse; Tentative Final

3The Plaintiffs assert théte Defendants must “prove by clear and convincing evidence”
that federal law prohibited them fromastging their labels to add the warnirfgee, e.g.Dkt.
No. 102 at 13. That is incorrect. What the law provides is gaeation of fact subject to a
burden of proof. Itis a question lafv to be determined by the Couee, e.gBreneisen v.
Motorola, Inc, 656 F.3d 701, 704 (7th Cir. 201Bguirre v. Turner Const. Cp582 F.3d 808,
814 (7th Cir. 2009).
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Monograph, 53 FR 46204-01 (Nov. 16, 1988) (“In orleconform to terminology used in the
OTC drug review regulations (21 C.F.R. § 330,16¢ present document is designated as a
‘tentative final monograph.’ Its ¢gl status, however, is that opeoposed rule.”). By its very
terms, the tentative final monograph does not lthgdorce of law; therefore, the Defendants
cannot be in violation of federaMeby failing to comply with it.

Not surprisingly, then, the Defendants poinhtoapplicable provision that provides for
regulatory action for the failure to form to a tentative final monographPerrigo does,
however, cite to a document that supportsctir@rary position—a @ift guidance document
issued by the FDA that provides:

generally products subject to an ormgpi . . OTC drug monograph proceeding

(i.e., an OTC product that is part of the OTC drug review for which an effective

final monograph is not yet in placely remain on the market during the

pendency of that proceeding and any adddl period specifically provided in the

proceeding (such as a delay in the d@ffecdate of a final OTC drug monograph).

However, once the relevant . . . O@ig monograph proceeding is completed

and any additional grace period spexfiy provided in the proceeding has

expired, all products that are not in cdirapce with the conditions for marketing

determined in that proceeding are subject to enforcement action at any time

without further notice (see, for example, 21 C.F.R. 310.6).

U.S. Department of Health and Human $e#s, Food and Drug Admistration, Center for

Drug Evaluation and Research, “Draft GuidanMarketed Unapproved Drugs — Compliance

Policy Guide,” Sec. 440.100, Marketed New Drifgshout Approved NDAs or ANDAS (Sept.

“The Defendants cite to 21 C.F.R. § 330.10)79r the proposition that until the final
monograph is issued “the applicable ten@afinal monograph ‘establish[es] conditions under
which a category of OTC drugs or specific Odigs are generally recognized as safe and
effective and not misbranded.” Dkt. No. 861& But that provisionisiply provides that the
FDA “shall publish in the Federal Register a tentative order containing a monograph establishing
conditions under which a categariyOTC drugs or specific OT@rugs are generally recognized
as safe and effective and not misbranded”almlv for a comments and objections period. It
does not provide that the tetit@ order has any legal effect.
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19, 2011) (footnotes omitted) (found at Dkt. No. 86-2iy. other words, the obligation to comply
with “the conditions for marketing determingd[a monograph] proceeding” does not attach
until a final monograph becomes effective. Cadesiswith this guidance, the Court finds no
statutory or regulatry authority for the proposition thatetbefendants would have been subject
to regulatory enforcement based upon the failutdorm to the requirements of the tentative
final monograph.

Next, the Defendants argue that nojrolling regulations for monograph OTC
products provide that a manufacturer is ‘liable to regulaotpn’ for deviating from the
labeling mandated by the applicable moramir or other binding regulationsSee, e.g.
Dkt. No. 86 at 31-32. For this proposition, the Defendants point to 21 C.F.R. § 330.1,
which provides that:

An over-the-counter (OTC) drug listed iriglsubchapter is generally recognized

as safe and effective and is not misiaied if it meets each of the conditions

contained in this part and each of tunditions contained in any applicable

monograph. Any product which fails ¢onform to each of the conditions

contained in this part and in an éippble monograph is liable to regulatory

action.
However, “applicable monograph” in that reguatirefers to a final mmwgraph, not a tentative
final monograph; to read it otheise would contradict 21 C.R. § 330.10(b), which provides for
regulatory action only after the effective datea monograph. Thus, for acetaminophen there is
no “applicable monograph.” The DefendantsHartargue that the following language in 21
C.F.R. 8 330.10(c)(2) limits warnings to thosefseth in the tentatig final monograph:

Any other labeling under this subchaptad@aubchapter C et seq. of this chapter

shall be stated in the exact languagerghexact language has been established

and identified by quotation marks in an applicable OTC drug monograph or by

regulation (e.g., 8 201.63 of trekapter), except as provdién paragraphs (i) and
(j) of this section.
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Again, however, the Court finds that “an applle OTC drug monographéfers to a final
monograph, not a tentative one. And whilea@ertabel requirements, including warnings,
applicable to acetaminophen are set forth értgulations, the Court finds that the exact
language requirement refers te thnguage used to convey eaclhef warnings required by the
applicable regulations; it is not a requirement trdy those warnings hiacluded. The fact that
additional warnings beyond those set fortlthia regulations are permitted is, of course,
demonstrated by the FDA’s recommendation thatmanufacturers of such products add the
Warning.

The Defendants also cite to 2IF@QR. § 330.13(b)(2), which provides:

An OTC drug product covered by parggngb)(1) of this section which is

marketed after the date of publication in the Federal Register of a proposed

monograph but prior to the effective dafea final monograph shall be subject to

the risk that the Commissioner may actept the panel’'s recommendation and

may instead adopt a different position thrty require relabeling, recall, or other

regulatory action. The Comssioner may state such position at any time by

notice in the Federal Register, either safely or as part of another document;

appropriate regulatory action will commae immediately and will not await

publication of a final monogpd. Marketing of such a product with a formulation

or labeling not in accord with a proged monograph or tentative final monograph

also may result in regulatory action aggtithe product, the marketer, or both.
But it does not appear that acetaminophéfaie OTC drug product covered by paragraph
(b)(1),” which is limited to OTC drug productsathcontain “[a]n active ingredient limited, on or
after May 11, 1972, to prescription use” or “[a]riae ingredient at a dosage level higher than
that available in an OTC drug product on Debem4, 1975.” The fact that this provision
expressly states that labelingt o conformance with a tentaginal monograph may result in

regulatory action for these limited categories of QIF@ys is consistent witthe fact that such

regulatory action will not be takemith regard to other OTC drugs.
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Taking into consideration the entirgytgatory scheme under which the Defendants
products are currently permitted to be nedekl, the Court finds that, unlike the ANDA
manufacturers iPLIVA, the Defendants would not have atadd the law by the mere act of
adding an additional warning to the label dittacetaminophen products. Of course, that does
not mean that they could add any warning withmmnsequence; the FDA dhéhe ability to take
regulatory action against them if it believed ttred content of the warning was improper and
warranted such actioh That, however, is no different than the situation that was present in
Wyeth an NDA manufacturer that utilizes the CBE process to add a warning may still be subject
to regulatory action—the rejection of the nexarning—if the FDA believes the new warning to
be improper. That possibility is not sufént to create preertipn, however, unless the
manufacturer shows by clear egitte that the FDA would not have approved the change, an
argument the Defendants have chosen not to make here.

TheDefendantgjuite reasonably argue that there policy reasons why uniformity of
labeling is preferable and why the FDA wouldnw#o limit the warnings on OTC drugs to only
those specifically requed by the FDA in order to avoidehrisks associated with overwarning

consumers. However, the Court cannot rewrigedpplicable regulatory scheme, even when that

*The Defendants assert that “RBA has, in fact, taken gelatory action based upon the
wording of drug warnings thatfibound to deviate from a tentaéiinal monograph,” and cite to a
warning letter sent by the FDA @uadex Pharmaceuticals, LLC, in 2013ee, e.g.Dkt. No. 86
at 32 and n.22. However, the FDA'’s position iattletter was not thahe product at issue was
misbranded simply because its label was diffefiremh that proposed in the applicable tentative
final monograph; rather, the FDAUdnd that the label contained statents that were misleading.
SeeDkt .No. 86-20.
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scheme has left the Defendants and other dvakgrs in an unfortunate state of limbo for
decades.

Finally, Defendant Wal-Mart advances ald@ional reason why it teves the Plaintiffs’
claims against it are preempted. UnlikerR® and L.N.K., Wal-Ma# argues, it did not
manufacture the drugs question, but is merely the retaileatlsold them to the Emleys. Wal-
Mart asserts that “Courts hawensistently held that, under tfexleral regulatory framework for
the sale and labeling of OTCudys, distributors, pharmacies,athers who merely sell a drug—
but do not manufacture it—lack the power torapathe drug’s label.” Dkt. No. 89 at 4.
However, each of the cases cited by Wal-Melied upon the fact thatinder the relevant
regulations, the CBE processuhd to preclude preemption\Wyethcan only be undertaken by
the holder of the NDASeeln re Fosamax (Alendronate Sodium) Prod. Liab. Litig. (Ng. 1)
2012 WL 181411, at *3 (D.N.J. Jan. 17, 2012) (‘&Adistributor of Fosamax, Watson has no
power to change Fosamax labeling. That povesrWith the applicarwho filed the New Drug
Application (NDA) seeking jpproval to market Fosamagee21 U.S.C. § 355(b); 21 C.F.R. §
314.70 (describing the Changes Being EffectetCBIE’ regulation, which requires that ‘the

applicantmust notify FDA about each change in each condition established in an approved

®In making this ruling, the Court has not considered the expert opinions submitted by the
Plaintiffs regarding the applicatiaf the relevant regulatory scheme to the issues in this case.
See Grussgott v. Milwaukee Jewish Day Sch., 882 F.3d 655, 661-62 (7th Circgrt. denied,
139 S. Ct. 456 (2018) (finding that an expert @ “overstepped his role as an ‘expert’™ by
conveying a legal opinion because “[c]ourtsmibd consult legal expts; they are legal
experts.”);Aguirre v. Turner Const. Co582 F.3d 808, 814 (7th Cir. 2009) (“The meaning of
federal regulations is not a questifact, to be resolved by the juajter a battlef experts. It
is a question of law, to be resolved by the court.”) (qudBiagimerlin v. Navistar Int'l
Transportation Corp.30 F.3d 898, 900 (7th Cir.1994Ynited States v. Caputd17 F.3d 935,
942 (7th Cir. 2008) (The meaning of statute ampli&tions is “a subject for the court, not for
testimonial experts. The only legal expert federal courtom is the judge.”).
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application.’) (emphasis added).Brazil v. Janssen Research & Dev. LLX®6 F. Supp. 3d
1351, 1364-65 (N.D. Ga. 2016) (relying inre Fosamaxo reach the same conclusiom);re
Lipitor (Atorvastatin Calcium) Mktg., Sales Practices & Prod. Liab. Ljtip. 2: 16-CV-0334,
2016 WL 7368203, at *2 (D.S.C. NoY, 2016) (“As a result of the scheme set forth by the
Federal Drug and Cosmetic Act (FDCA), a pharmalep has no authoritp unilaterally change
a drug’s label. That authority liegth the FDA and/or with PfizeSee21 C.F.R. § 314.70
(limiting label changes to those approved by BDA and ‘Changes Being Effected’ or ‘CBE’
changes by the ‘applicant,” witigs the manufacturer))Nelson v. Wal-Mart Stores, INONo.
4:14CV4-RH/ICAS, 2014 WL 12461054t *2 (N.D. Fla. Mar. 26, 2014) (“As the seller of
generic equivalents, Walmartnst free to change the labelir§ee, e.g., PLIVA, Inc. v.
Mensing 131 S. Ct. 2567, 2577 (2011).”). None of theases support Wal-Mart’s claim in this
case, which does not involve the CBE process.

Impossibility preemption bars the Plaintiffs’ claims against Wal-Mart only if Wal-Mart
could not have changed the labels of the produitteut violating federalaw. While Wal-Mart
may not, as a practical matterykahad the ability to changeetiabels based upon its contractual
agreement with the manufacturers, Wal-Mart matspointed to any federal law that it would
have been violating by doing so. Accordingiyipossibility preemption does not apply to the
Plaintiffs’ claims against Wal-Matrt.

For the reasons set forth above, the Béémts’ motions for summary judgment on
preemption grounds (Dkt. Nos. 85 and 88) arid.K.’s motion for summary judgment (Dkt.

No. 124) as it relates to preemption BXYeNIED .
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IV. PERRIGO’'S SECOND MOTI ON FOR SUMMARY JUDGMENT

In its second motion for summary judgméDkt. No. 122), Peigo asserts several
reasons why it believes it is entitled to summadgment, each of which is addressed, in turn,
below.

A. Common Law Claims Governed bythe Indiana Products Liability Act

Under Indiana law, which the parties agree applies to the Plaintiffs’ claims against
Perrigo, the Indiana Products Liktly Act (“IPLA”) “governs all actions that are: (1) brought by
a user or consumer,; (2) against a manufactureeller; and (3) for physical harm caused by a
product . . . regardless of thebstantive legal theory orebries upon which the action is
brought.” Ind. Code § 34-20-1-1. The Plaintéfsncede that Count \(hegligence), Count VI
(gross negligence), Count IX (breach of expseaganty), and Count X (implied warranty) also
are governed by the IPLA, but object to summary judgment being entered on those claims and
ask instead that they be “merged” with theitAclaims. However, Perrigo is entitled to
summary judgment on the Plaiiféi claim that they are entéd to recover under those legal
theories. They are not. Accordingly, Periggmotion for summary judgent is granted with
regard to the Plaintiffs’ claims for common lagligence, gross negligence, breach of express
warranty, and breach of implied warranty.

Perrigo argues that the Ri&ffs’ claim for negligent nsrepresentation and/or fraud,
asserted in Count VIl of the Aemded Complaint, also is governed by the IPLA. To the extent
that the Plaintiffs seek to recover for damaiipes arose of out the physical harm suffered by
Donna, Perrigo clearly is correcthe Plaintiffs assert that theyso seek “economic damages,
including a full refund of the purchase price of the Perrigo product,” Dkt. No. 156 at 10, because

they “relied on Defendants’ fualulent misrepresentations ar@hcealments to purchase and/or
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use the products, resulting in damagdsl.’at 9. However, the Plaintiffs’ brief makes it clear
that their fraud claim against Perriggdbased upon the physical harm that Donna suffered. The
Plaintiffs argue that

Mrs. Emley would not have continued to ingest additional acetaminophen

following the outbreak of her rash, had the Equate Acetaminophen included a

warning to discontinue use of acetaminophen-containing products and to seek

medical attention if a rash developsedduse she did not have the benefit of an

adequate warning label, Plaintiffs phased, and Mrs. Emley ingested, yet

another acetaminophen containing produmn Wal-Mart, thereby suffering

economic harm that they are making a claim for.
Dkt. No. 156 at 11-12. They further argue thaythan satisfy the requirement of detrimental
reliance: “Because the product Plaintiffs paséd never warned consumers to stop taking
acetaminophen and seek medical attentiorel thevelop a rash, Mrs. Emley kept taking
acetaminophen-containing products even after developed a rash, which both caused and
exacerbated her injuries.” Dkt. No. 156 at 30.ottmer words, the Plaintiffs do not allege that
they suffered an economic injury simply becaily purchased Perrigo’s product; rather, they
allege that they suffered injuries becausmiia suffered a physical reaction to the product.
Therefore, the Plaintiffs’ fraudlaim is one for physical injury caused by a product, and they

may not maintain this as a claim separate fteir IPLA claim. Accordingly, Perrigo is

entitled to summary judgmeas to that claim.

"The case relied on by the Plaintiflard v. Electrolux Home Products, In264 F.
Supp. 3d 877 (N.D. lll. 2017), does matpport a contrary finding. linat case, the plaintiffs
alleged that “they would not hayeirchased [the product in questj or would have insisted on
a lower price if they had been apprised of thedef Thus, the plaintiffalleged that the fact
that they purchased or overpdmt a defective product caused thanury, even in the absence
of any damage caused by the product’s failure, because the product was not worth what they paid
for it. Here, the Plaintiffs do not allege thiaéy would not have purelsed Perrigo’s product if
it had included the Warning; rather, thelege that Donna would have stopped taking
acetaminophen and avoided further physical harm.
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The same is true for the Plaintiffeegligent misrepresentation clairGeeDkt. No. 156
at 29 (“The evidence supports Plaintiffs’ claithat Perrigo inappropriately (and negligently)
misrepresented to Plaintiffs that its Equatedorct was safe and eftee, despite knowing that
the product label did not warn pbtentially fatal side effectsaociated with the product, and
Plaintiff Donna Emley suffered thaery side effect as a resoltingesting the product.”). In
addition, as Perrigo correctly posnout, the tort of negligémisrepresentation has been

by

in the limited circunasice of the employer-employee relationship.

recognized in Indiana
Dkt. No. 123 at 38 (quotiniylart v. Forest River, Ing854 F. Supp. 2d 577, 595 (N.D. Ind.
2012), and citindoarst v. Ill. Farmers Ins. Cp716 N.E.2d 579, 583-84 (Ind. Ct. App. 1999)).
The Plaintiffs do not respond to this argument girtbrief, do not cite to any authority that
suggests that the Indiana Supre@mairt would recognize the tort the factual context of this
case, and, in fact, do not even dediteewhat they believe the elemeotshe tort are. “It is not
this court’s responsibility to researahd construct the parties’ argumenf3raper v. Martin
664 F.3d 1110, 1114 (7th Cir. 2011), and “[p]erfungtand undeveloped arguments are waived,
as are arguments unsupigat by legal authority.”Schaefer v. Universal Scaffolding & Equip.,
LLC, 839 F.3d 599, 607 (7th Cir. 2016). Accordingly, the Court finds thraigBes entitled to
summary judgment on the Plaintifisegligent misrepresentation claim.
B. Statute of Limitations
Remaining to be considered are Counts | and Il of the Amended Complaint, which

expressly assert claims under the IPEAhe Plaintiffs’ claim under the Indiana Deceptive

8The Plaintiffs are no longer pursuing Coliitwhich is a defective manufacturing
claim; accordingly, summary judgment is granieall of the Defendants as to that claiBee
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Consumer Sales Act (“IDCSA”); and DesriEmley’s claim for loss of consortiutnPerrigo
argues that each of these claims is balbsethe applicable statute of limitations.
1. IDCSA Claim

The IDCSA provides: “Any dmon brought under this chapteay not be brought more
than two (2) years after the occurrence ofdbeeptive act.” Ind. @le § 24-5-0.5-5(b). As
Perrigo correctly argues, this is an occurrenatute of limitations to which the discovery rule
does not applySeeA.J.’s Auto. Sales, Inc. v. Fre@25 N.E.2d 955, 964-65 (Ind. Ct. App.
2000) (“Because the Deceptive Sales Act hascanroence statute of limitation, rather than a
discovery statute of limitatiorthe statutory period commencestm at the ocurrence of the
deceptive act.”). Here, the allegedly decepticeoccurred when the Plaintiffs purchased
Perrigo’s product in November 2013. The Plaintifi$ ot file this suit within two years of that
date; their original complaintas not filed until June 8, 201Accordingly, the Plaintiffs’

claims under the IDCSA are barreg the statute of limitation$.

Dkt. No. 156 at 27 n.122 (“Plaintiffs do not cla@ither product at issuwas defective based on
a manufacturing defect.”).

®Because a loss of consortium claim is deiieaof the injured spouse’s personal injury
claim,Durham ex rel. Estate of Wade v. U-Haul InT#5 N.E.2d 755, 764 (Ind. 2001), the
viability of Dennis’s claim is dependenpon the viability of Donna’s claims.

1%The Plaintiffs do not respond to Perrigo’s arguninon this issue in any way; again, “[ijt
is not this court’s responslily to research and conatrt the parties’ argumentd)raper, 664
F.3d at 1114. In addition, the argument made byPfaintiffs in response to Wal-Mart’'s motion
that the statute of limitations waolled by the doctrine of fraudulent concealment is without
merit. Under Indiana law, tjo invoke the doctrine where rimluciary relationship exists
between the parties . . . a plaintiff must stibat the wrongdoer wamt simply silent but
committed affirmative acts designed to conceal the cause of acttamti v. A.O. Smith Corp.
50 F.3d 1365, 1372 (7th Cir. 1995). The Plaintiffanpptd no such affmative acts taken by
Perrigo or Wal-Mart.
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2. IPLA and Loss of Consortium Claims

The parties agree that theabitiffs’ IPLA and loss of cormtium claims are governed by
a two-year statute of limitaths that accrued no earlier thiume 13, 2015, when Donna first
developed a rash. The Plaintiffs’ original cdeipt was filed less than two years before that
date. However, that complaint did not naReerigo as a Defendant; Perrigo was added as a
Defendant in the Plaintiffs’ Amended Complawhich was filed more than two years after that
date. The Plaintiffs argue that their claimaiagt Perrigo are nonetheless timely pursuant to the
relation back rule set forth in Federal RafeCivil Procedure 15(c) The Court agrees.

As an initial matter, Perrigo argues that thsue of relation back is governed by Indiana
Trial Rule 15 rather than the Federal Rule beedahe original complaint was filed in Indiana
state court. That argument isgkout merit. While “federal aarts may apply state procedural
rules to pre-removal conducRomo v. Gulf Stream Coach, In250 F.3d 1119, 1122 (7th Cir.
2001), the amended complaint wasdikfter removal in this case. That federal court filing is
subject to federal law with regard to relation back.

In Joseph v. Elan Motorsports Techs. Racing Cd@B8 F.3d 555, 560 (7th Cir. 2011),
the court recognized thatetsupreme Court’s holdingrupski v. Costa Crociere S. p.,A60
U.S. 538 (2010), changed the law in this circuthwegard to relatiobvack. Perrigo recognizes
that fact, but nonetheless relies upon lgrepskicases that held thati@a&on back does not apply

to a defendant about whom the plaintiff lackedwledge when the original complaint was filed,

1The case cited by Perrig6lemons v. City of Hobar2018 WL 1531787, at *1 (N.D.
Ind. Mar. 29, 2018), does not suggest otherwiBee amended complaint that case was filed
in December 2016, before the case was removed to federal court, which occurred sometime in
2017 as demonstrated by its fede@lirt cause number of 2:17-cv-11.
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arguing that those holdings remain gda. The Court disagrees. Josephthe Seventh
Circuit recognizedhat prior toKrupski it “had thought the focussuld be on what the plaintiff
knew or should have known,” but that

[tlhe only two inquiries that the district court is now permitted to make in

deciding whether an amended complainttesddack to the date of the original

one are, first, whether the defendatiows sought to be added by the amendment

knew or should have known that the pldmtiad it not been fioa mistake, would

have sued him instead or in addittonsuing the named defendant; and second,

whether, even if so, the delay in thaipliff's discovering his mistake impaired

the new defendant's ability to defend himself.

638 F.3d at 559-60. Thus, Josephthe Seventh Circuit found thette district court’s ruling

that there was no relation back because thatgfdihad intended to sue Elan Corp. even though
the other party to his contract was Elan.Irhad been a correapplication of prekrupskilaw.

Id. at 559. However, the opposite result was dictateldrbpski which was decided before the
appeal was heard, because “Elan knew that Waldrop meant to sue it rather than Elan Corp.
He meant to sue the party to the employment coinvih him and Elan Inc. was that partyld.

at 560.

The relevant circumstances of thase cannot be distinguished frdoseph Here, there
is simply no question that Perrigoew that the Plaintiffs intenddo sue the manufacturer of the
product they purchased at Wal-Mart in Nouger 2013, and Perrigo, not Wal-Mart, was that
party. Therefore, Perrigo “knew or should h&wewn that the [Pl]aintiff[s], had it not been for

a mistake, would have sued [it] insteadroaddition to suing the named defendddigd., and,

12Perrigo’s argument that treecan be no mistake because Baintiffs added Perrigo as
a defendant rather than substituting Perrigo for Wait is foreclosed by this plain statement by
the Seventh Circuit.
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since no prejudice is alleged byrRgo, relation back applies andetiPlaintiffs’ claims against
Perrigo are timely.

Perrigo correctly notethat, even undétrupski when “the original complaint and the
plaintiff's conduct compel the cohusion that the failure to name the prospective defendant in
the original complaint was the result of #lyjunformed decision as opposed to a mistake
concerning the proper defendant’sndity,” the requirements of re¢lan back are not met. Dkt.
No. 123 at 31 (quotingrupski 560 U.S. at 552). Perrigo argubat that is the case here,
pointing to the following email sent by Plaintifsbunsel to Perrigo’sotinsel in response to
Perrigo’s suggestion that the Plaffstisubstitute Perrigo for Wal-Mart:

At this point, we have no intention diitsstituting Wal-Mart out of the case since

they are the labeler and retailer o fproduct, at a minimum. My understanding

of Indiana law is that a retailer can eld liable for sking the product that

caused injury, and that such claime aot limited to just the manufacturer.

Additionally, we have not seen any esigte thus far of any other company’s

involvement in the product, which dis face only identifies Wal-Mart.

SeeDkt. No. 123-4. However, that email cannot oraly be read to pport the argument that
the Plaintiffs made an informed decision to Bu&-Mart rather than RPego; rather, it supports
a finding that the Plaintiffs were not aware tRatrigo was the manufacer at the relevant
time—that is, when they filed their original complafatand demonstrates that the Plaintiffs
made a tactical decision to add Perrigo aadditional defendant instead of substituting it for

Wal-Mart because they believed that Wal-Mart ddug liable as a labeland retailer even if

Perrigo had manufactured the product.

BIndeed, Perrigo’s own statement of facts corgtdine following: “Prior to this email,
there is no evidence that Plaffgiwere aware of Perrigo’s exésce or role in manufacturing
and labeling” the Perrigo product. Dkt. No. 123 at 12.
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For the reasons set forth above, the Court fihdsthe Plaintiffsclaims against Perrigo
under the IPLA and for loss of consortium relaaelbto the original comaint and therefore are
not barred by the statute of limitatiolfs.

C. Merits of Plaintiffs’ IL PA Claims Against Perrigo

Perrigo also argues that itéstitled to summary judgment thiregard to the merits of
the Plaintiffs’ claims under the IPLA.

Under the [IPLA], a plaintiff must provedha product was placed into the stream

of commerce in a defective condition uni@aably dangerous to the user and that

plaintiff's injuries were caused by thikingerous product. Ind. Code § 34-20-2-1.

A product can be defective withinglmeaning of the Act because of a

manufacturing flaw, a defective design dadure to warn of dangers while using
the product.

Campbell Hausfeld/Scott Fetzer Co. v. Johnd@® N.E.3d 953, 956 (Ind. 2018). As noted
above, the Amended Complaint contains bofhilare to warn claim (Count I) and a design
defect claim (Count Il). HowevgPerrigo correctly argues thiie Plaintiffs do not actually
assert a design defect claim, but rather simggsert their failure to warn claim under the guise
of a design defect claim. The Plaintiffs’ gnkesponse to this argument is the following:

Under Indiana law, a product can beat#ive (and a defendant can be strictly

liable for that defect) because of a manufaog defect, a design defect, or a lack

of adequate instructions and warninggroduct is defective under the IPLA “if

the seller fails to: (1) pperly package or label tipgoduct to give reasonable
warnings of danger about the produmt(2) give reasonably complete

instructions on proper af the product; when the seller, by exercising

reasonable diligence, could have made such warnings or instructions to the user or
consumer.” Plaintiffs’ claims that Perrigailed to provide adequate warnings to

¥The parties spend much of their briefguing over whether Perrigo’s consent to the
filing of the motion for leave to file the ameéed complaint constituted an agreement that the
amended complaint would relate back to the original complaint because of language to that effect
contained in the motion for leave. The Court neet] and therefore does naddress that issue.
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consumers on its products aneeed strict liability déective design claims under
Indiana law and, [sic] havyeroffered more than sufficient evidence to prove such
claims. As such, Perrigo’s motion should be denied.
Dkt. No. 156 at 27 (footnotes omitted). This is remrscal. There is nogpute that a failure to
warn claim is a claim under thellR; there is also no dispute thidte failure to warn can render
a product “defective.” But that the allegation in Count I. Thearhtiffs fail to articulate any
defect in thedesignof Perrigo’s product, which iwhat is required to succeed on thesign
defectclaim asserted in Count Il. AccordiggPerrigo’s motion for summary judgment is
granted with regard to thedhtiffs’ design defect claim.
Perrigo also argues that itastitled to summary judgmean the Plaintiffs’ failure to
warn claim.
[A] product may be defective under the [WR]Lwhere the manufacturer fails in its
duty to warn of a danger or instruct the proper use of thgroduct as to which
the average consumer would not be aware. This duty is twofold: (1) to
provide adequate instruatis for safe use and (2) to provide a warning as to
dangers inherent in improper use. “[dn action based on . . . an alleged failure
to provide adequate warnings or instrans regarding the use of the product, the
party making the claim must establish tttee manufactureor seller failed to
exercise reasonable care under the circanggs in . . . providing the warnings or
instructions.” |.C. § 34-20-2-2.
Ford Motor Co. v. Rushford68 N.E.2d 806, 810 (Ind. 200%).“Whether a particular act or

omission is a breach of duty is generally a quesifdact for the jury, butan be a question of

The Plaintiffs assert thafu]nder Indiana law, a @duct can be defective (and a
defendant can be strictly liabfor that defect) becauseamanufacturing defect, a design
defect, or a lack of adequatesiructions and warnings.” DKio. 156 at 27. That is incorrect.
Strict liability is available only in maufacturing defect cases under the IPLJ®hnson 109
N.E.3d at 957 (“In 1995, several significamendments were made to the IPL2eelnd. Code
88§ 33-1-1.5-1 through 33-1-1.5-10 (199%jor instance, the 1995 Aamdments eliminated joint
or shared liability, limited stct liability claims to manufactimg defect claims, and provided
that actions against sellerssled on design defects or basedailure to provide adequate
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law when the facts are undisputed and only alsiimjerence can be drawn from those facts.”

Cook v. Ford Motor C9.913 N.E.2d 311, 327 (Ind. Ct. App. 2008¢e also Rushfor@68

N.E.2d at 810 (“[T]he adequacy of warnings . .géserally a question of fact for the trier of

fact to resolve.”).

Perrigo,citing Kelso v. Bayer Corp398 F.3d 640 (7th Cir. 2005), argues that the
warnings on its product were adequate as a mafttaw because its labeling “complied with all
mandatory labeling warnings in the applicamienograph, and other apgadible federal labeling
regulations.” Dkt. No. 123 at 3Kelsoinvolved a drug subject t@final monograph that
provided specific wording fahe warning in question:

Stop use and ask a doctor if symptomsiperdo not use this product for more

than 3 days. Use only as directededtrent or prolonged use may cause nasal

congestion to recur or worsen.

Kelsg 398 F.3d at 641. The plaintiff in that caggued that the language of that warning
was confusing as to whether or not thedurct could be used safely for more than
three days, when such use was effectivrelieving his congestion. As Kelso
explained in his affidavit, he interpret¢he warning as meaning not to exceed
three days use if the product failed tbenee the congestion; he only needed to
see a physician if the product did notriwto relieve the congestion. Also,
because the container included much ntbam three days’ dosage, Kelso insists
that he had good reason to believe ttetould safely use Neo-Synephrine for
more than three days.

Id. at 642. The Seventh Circuit held that the wagrwas adequate as a matter of law because it

“‘complied with the FDA-required warning.ld. at 643.

warnings/instructions are to ldecided using a negligencaustiard. Ind. Code § 33-1-1.5-1
(1995); § 33-1-1.5-3 (1995)."Weigle v. SPX Corp729 F.3d 724, 737 (7th Cir. 2013) (same).
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As discussed at length above, there is nalfinonograph applicable to Perrigo’s product,
and therefore there was no “FDAgrered warning” with regard to skin reactions that Perrigo
was required to follow. Unlike the defendanKielsg Perrigo had the ability under federal law
to strengthen its warning label if the informaterailable to it so warranted; it was not confined
to any exact language dictated by the FDA. Bercites to no authority for the proposition that
a warning that conforms to ndmnding warning recommendations made by the FDA is adequate
as a matter of law.

PerrigoalsocitesKelsofor the proposition that wherepaoduct “contains warnings that
are ‘clear and unambiguous’ but a plaintiff fadsfollow those clear warnings, the warnings are
adequate as a matter of lamdasummary judgment should be entered for the manufacturer.”
Dkt. No. 123 at 37. Indeed, the court heldglsothat the warning “Do not use this product for
more than 3 days” was clear and unambiguous aréfthre adequate as a matter of law, despite
the plaintiff's attempt to cast is as ambiguous.

Perrigo argues that the warning on its prodhat read as follows was similarly clear
and unambiguous:

Stop use and ask a doctor if

= pain gets worse or lasts more than 10 days
= fever gets worse or lasts more than 3 days
= new symptoms occur

= redness or swelling is present

These could be signs of a serious condition
Perrigo argues that had Donna followed th&ning, she would have stopped using
acetaminophen and consulted a doctor once the Syewtom” of a rash occurred; thus, the

warning on the product was adequate as a matter of law to prevent the injury Donna suffered.

That is a reasonable argument that might, indesdy the day with a juryHowever, the Court
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cannot say that the warning wasgdate as a matter of law. i$ltase does not involve a clear
and unambiguous statement like “Do not use this product for more than 3 days.” Indeed, the
FDA recommended that acetaminophen prodalsts include the Warning, which reads:

Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may

include:
e skin reddening
e Dlisters
e rash

If a skin reaction occurs, stop used seek medical help right away.
This suggests that, in the FDA'’s opinion, this mgpecific reference to blisters and a rash, as
well as the direction to “seek medidadlp right away,” rather thasimply to “ask a doctor,” is a
more effective warning than that on the Perrigo Prodiibe Plaintiffs alstnave offered expert
opinions that the labeling dhe Perrigo Product was inadetpiaViewing the evidence of
record in the light most favorable to the Pldfstia reasonable jury could so find. Accordingly,
Perrigo’s motion for summary judgment on the Riéfs’ failure to warn claim is denietf.

D. Punitive Damages

Finally, Perrigo argues thatig entitled to summary judgment on the Plaintiffs’ claim for
punitive damages.

[I]n Indiana, before a court may awigounitive damages, a plaintiff must

demonstrate by clear and convincing evide that the defendant acted with

malice, fraud, gross negligence or ogsieeness that was not the result of

mistake of fact or law, honest erraf judgment, overzealousness, mere
negligence, or other human failing.

18perrigo does not argue that iteistitled to summary judgmean the issue of whether it
exercised due care in the implementation of the Wgrmather, it argues only that its labeling at
the time Donna purchased its prodwets adequate as a matter of law.
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Juarez v. Menard, Inc366 F.3d 479, 482 (7th Cir. 2004) (citats omitted). “The tortfeasor
must act with conscious indifferee or heedless disregard of tmsequences of her actions.”
Id. “Indiana courts have desbed this consciousness and irik@m as requiring a show of
willful and wonton conduct or a teasi-criminal state of mind.”1d. (citing Stroud v. Lints760
N.E.2d 1176, 1179 (Ind. App. 2002gcated on other grounds90 N.E.2d 440 (Ind. 2003);
Mitchell v. Stevensor77 N.E.2d 551, 564 (Ind. App. 1997)).

Perrigo argues that no reasonable jury copfulyathis high standard to the evidence of
record in this case and concluthat a punitive damages awaghinst it is warranted. The
Court agrees.

The Plaintiffs’ entire argunmg on this issue in its respant Perrigo’s motion is the
following:

As an initial matter, in the months bedaMrs. Emley purchased the both [sic]
Equate products, Perrigo knew that: #tetaminophen was associated with a risk
of potentially fatal serious skinaetions; (2) the FDA was encouraging
manufacturers of drug products marketedlier the OTC monograph to add a skin
reaction warning to their product labg(8) the FDA had specifically approved a
skin reaction warning for use on NDe&etaminophen-containing products sold
over the counter.

In response, Perrigo did nothing. Anddntinued to do nothing for nearly two
years. Even then, Perrigo still ¢mued to sell oldeEquate Acetaminophen
products without the enhanced skin reaction warning until such products were
sold out. The egregious nature of tbasmduct is amplified byhe fact that Perrigo
has admitted, through its employees and in internal company documents, that it
viewed the addition of a skin reactiararning as “an enhancement” to the

existing labeling.

But there is more. Perrigo’s own employbese testified that the Company did
not consider patient safety when deeglivhether to change the product label.

Indeed, Perrigo’s Regulatory Affairs Butor, Valerie Gallagher, acknowledged
that Perrigo was not concerned thatisglblder Equate Acetaminophen without
the skin reaction warning might injurertsumers. Rather, the only two factors
that concerned the company were FDAnpiance and OTC industry backlash.
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Astonishingly, Perrigo’s head of pharmaagilance, Granine Quinn, testified that
Perrigo has no obligation whatsoever tmrm the public or potential consumers
about potentially fatal conditions assated with its products—an opinion
directly contrary to Indiana law and Sepre Court precedent. Still, the most
stunning evidence supporting Plaintiffs’ cte for punitive damages is that, even
when Perrigo was certain that it wasmgpto sell Equate Acetaminophen products
with an updated skin re@on warning (in April 2014pr, at least by November
2014), it did not pull the older Equateetaminophen products without skin
reaction warnings label from the shelviest rather used ‘@ormal flow through

of a conversion process,” exposing evemermmnsumers to the risk of serious
and potentially fatakin reactions.

Plaintiffs have proffered evidence thabsvs that Perrigo was indifferent to the

consequences of its actiomscluding the very real risk that a consumer, like

Donna Emley, might develop a life-threatenskin reaction from its product, and

that Perrigo placed its profits aheaccohsumer safety. Accordingly, whether

Perrigo should be punished for its aos should be decided by a jury, and

Perrigo’s motion should be denied.

Dkt. No. 156 at 32-34 (footnotes omitted).

The problem with this argument is that itfses on events that are unrelated to the only
act for which Perrigo can be liable to Donndre-November 2013 sale of its product to the
Plaintiffs. The relevant quesn is whether the Plaintiffs hay®inted to clear and convincing
evidence that Perrigo’s failure taclude the Warning on its prodyatior to November 2013
was an act of “gross negligence . . . that was natethdt of mistake of faatr law, honest error
of judgment, overzealousness, mere negligenaather human failing.” Té Plaintiffs have not
done so. “[SJummary judgment is the ‘put up or shut up’ moment in a laWstizens for
Appropriate Rural Roads v. Fox&15 F.3d 1068, 1077 (7th Cir. 2016), and on the issue of
punitive damages against Perrigo, the Plaintiffs have simply failed to point to evidence that
would support such a finding, and indeed havedaitearticulate an gument that Perrigo’s

actions prior to the Plaintiffs’ purchasetb& Perrigo Product justify an award of punitive

damages. Accordingly, Perrigo’s motion fomsuary judgment on that issue is granted.
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E. Conclusion with Regard to Perrigo
For the reasons set forth below, Perrigo’s motion for summary judgn@RASITED
as to all claims against it except for thaiRliffs’ failure to wan claim under the IPLA
(including Dennis’s claim for loss of consiom that is tied to that claim).

V. REMAINDER OF L.N.K.'S MOTION FOR SUMMMARY JUDGMENT _ Y/

In the remainder of its motion for summauggment, Dkt. No. 124, L.N.K. argues that it
is entitled to summary judgment on all of fPkintiffs. Each of L.N.K.’s arguments is
addressed, in turn, below.

A. Choice of Law

L.N.K. argues that Tennessee law appliethéoPlaintiffs’ claims against it because the
Plaintiffs purchased its product in Tennessee federal court sitting imliversity ‘applies the
choice-of-law rules of the forum state to determine which state’s substantive law applies.”
Atlantic Cas. Ins. Co. v. Garci&78 F.3d 566, 569 (7th Cir. 2017) (quotigto—Owners Inc.
Co. v. Websolv Computing, In&80 F.3d 543, 547 (7th Cir. 2009)). Therefore, Indiana’s

choice-of-law rules apply in this case.

Under Indiana law, if there is a relevannéict between the law of the states at isSue,

L .N.K.’s argument that the &tiffs’ claims against it are preempted by federal law are
resolved above.

Bwhile the parties do not specifically adssevhether there are relevant differences
between the substantive law of Tennessee and mdhan the Court has identified at least two.
As noted above, failure to warn claims ambjsct to a negligence standard under the IPLA,
while under Tennessee law such claims alsdealbrought under a strigability theory. See
Tenn. Code Ann. § 29-28-102(6) (defining “prodiigbility action” to include actions based on
“breach of or failure to discharge a duty to warnnstruct, whether negligent, or innocent”).
And, as discussed below, the two laws differ wittparel to when a seller can be held liable in a
product liability suit.
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the presumption is that the traditiothex loci delictirule (the place of the wrong)

will apply. [Hubbard Manufacturing Co. v. Greesd@15 N.E.2d 1071, 1073

(Ind. 1987)]. Under this rule, the courtpdips the sultantive laws of the “the

state where the last event necessarmag&e an actor liable for the alleged wrong

takes place.”ld.

This presumption is not conclusive, howevérmay be overcome if the court is

persuaded that “the placetbk tort ‘bears little conndéion’ to this legal action.”

Id. at 1074.

Simon v. United State805 N.E.2d 798, 805 (Ind. 2004ge also Rexroad v. Greenwood Motor
Lines, Inc, 36 N.E.3d 1181, 1183-84 (Ind. Ct. App. 2015) (same).

In this case, there is no question that Tereegsthe state in whidhe last act necessary
to impose liability on L.N.K. occurred, as LIN's product was both purchased and used in
Tennesse& However, the Plaintiffs argue that Tenresstbears little connection” to this case
and therefore Indiana law should apply. The Pldgtrgument is premised on the fact that the
Plaintiffs just happened to eaveling at the time the purchasas made, and had they not been
traveling, “the purchase and/or use of the L.Nokaduct would have occurred at a Wal-Mart in
Indiana.” Dkt. No. 141 at 7. Thuthey argue, this case is analogouSitmon which the
Indiana Supreme Court found to be “one ofridi@ cases in whichéhplace of the tort is
insignificant.” Simon 805 N.E.2d at 806. The Court finds that argument unpersuasive.

Simoninvolved a plane crashahoccurred in Kentucky. The Indiana Supreme Court
explained its holding as follows:

The negligence at issue occurred in &mdi and the District of Columbia, and

none of the victims or the parties are desits of Kentucky (except to the extent

that the United States is a “resident’every state). The plane flew over multiple

states during the course of the fligahd the crash might have occurred
anywhere. In addition, unlike in cases inwog an automobile accident, the laws

®Donna also took a dose of L.N.K.’s prodicKentucky, but neitheparty argues that
Kentucky law should apply in this case.
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of the state where the crash occurredrditigovern the conducf the parties at
the time of the accident. Consequently,apaclude that the place of the tort was
an insignificant contact in this case.

Id. In this case, theonduct of the partiesasgoverned by Tennessee laithe relevant time.
L.N.K. was obligated to comply with Tennesslaw when it sold products in Tennessee, and
consumers who make purchases in Tennessaemttied to the protection of Tennessee laws
that apply to such purchases. The unique facts pres8imhonsimply are not present in this
case, and the Plaintiffs point to no other autiidhat would suggest that the applicatiorieof
loci delicti is not appropriate underghacts of this case.

Further, even ifex loci delictidid not apply, it would stilhot be appropriate to apply
Indiana law to the Plaintifflaims against L.N.K..Simoninstructs that if the

place of the tort is insignifant . . . [the Court] musbasider what other contacts
exist and evaluate them according to thelative importance to the litigation at
hand. We apply the law of the state villle most significantelationship to the
case.Hubbardsuggests three factors that migktrelevant: “1) the place [or
places] where the conduct causing the inpogurred; 2) the residence or place of
business of the parties; and 3) thagal where the relationship is centerdd.”
This is not a comprehensive list, afurse, and other relevant factors may be
considered . . .. “Thegactors should not be applienechanically; rather, they
are to be ‘evaluated according to their tigaimportance to the particular issues
before the court.”Jean v. Dugan20 F.3d 255, 261 (7th Cir.1994) (quoting
Hubbard,515 N.E.2d at 1074).

Simon 805 N.E.2d at 806 (some citations omitted). Wébard to the Plaintiffs’ claims against
L.N.K., the only relationship they have to the stat Indiana is that the Plaintiffs live there.
However, the court iimonheld that

[t]he residence or place of business phaty, while important in cases involving

family law or asset distribution, is not arpeularly relevant ontact in this case.

People do not take the laws of their honagestvith them when they travel but are

subject to the laws of the state in whichyttact. Moreover, iis the conduct of

the FAA and the air traffic controllersahis at issue, not the conduct of the
plaintiffs.
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Id. at 807. Thus, given the lack of any otbhennection between Indiana and the Plaintiffs’
claims against L.N.K., it would not be appropei#o apply Indiana law to those claims.
Therefore, the Court determines that the sulbistalaw of Tennessee ples to those claims.
B. Statute of Limitations

L.N.K. argues that because Tennessee substdatv applies, the Court should apply the
one-year statute of limitations that appliesl@ms for personal injy under the Tennessee
Products Liability Act (“TPLA”), raher than the two-year statuiélimitations that applies to
such claims in the Indiana. The Court digges. “A district ourt exercising diversity
jurisdiction applies the statute of limitations of the forum sta@rone Capital Ill, LLC v.
Daubenspecko12 F.3d 1039, 1044 (7th Cir. 2019) (citikigin v. George G. Kerasotes Corp
500 F.3d 669, 671 (7th Cir. 2007)). Under Indiana I4a},statute of limitation is a procedural
constraint on when suit may be filedSmither v. Asset Acceptance, LIST9 N.E.2d 1153,
1158 (Ind. Ct. App. 2010) (citingissel v. Rosenbaur79 N.E.2d 1322, 1326-27 (Ind. Ct. App.
1991));see alsdstroud v. Stonel22 N.E.3d 825, 830 (Ind. Ct. App019) (noting that “the law
of the forum state governs procedsuch as the appropriate stataf limitations”). Even when
the substantive law of another state applies, ldteof the forum state where the suit is filed still
governs procedure.Smitheyr 919 N.E.2d at 1157-58. Therefohaegiana provides the relevant
statute of limitationg? and L.N.K.’s motion for summaryglgment on statute of limitations

grounds on the Plaintiffs’ producalility claims is denied.

20 N.K. argues that “there is a clearrttemoving away from treating statutes of
limitations as strictly procedural.” Dkt. N&25 at 15. However, L.N.K. points to no authority
that suggests that the Indiana Supreme Coouldvfollow any such trend under the facts of this
case.
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C. Merits of the Plaintiffs’ Claims

The TPLA applies to htproduct liability actions’ which it defines as:

all actions brought for or on account ofg@nal injury, death or property damage

caused by or resulting from the maaciure, construction, design, formula,

preparation, assembly, testing, servigarning, instruction, marketing, packaging

or labeling of any product. “Product ligiby action” includes, but is not limited

to, all actions based upon the following theeristrict liability in tort; negligence;

breach of warranty, express or implied; lateaf or failure to discharge a duty to

warn or instruct, whether negligent,ianocent; misrepresentation, concealment,

or nondisclosure, whetherglgent, or innocent; ounder any other substantive

legal theory in tort or contract whatsoever.
Tenn. Code Ann. 8§ 29-28-102(6). There is no qaagtat, under Tennessew/|a plaintiff in a
product liability action is required “to establishaamninimum, that she would not have sustained
her injuries had [the Defendduptrovided proper warnings.Whitehead v. Dycho Co/75
S.W.2d 593, 599 (Tenn. 1989). L.N.K. argues thatRhaintiffs cannot make that showing in
this case because it is undisputed that “N&raley did not even look at the medication label
before she took two separate doses of thdicagon.” Dkt. No. 125 at 21. However, the
Plaintiffs have pointetb Dennis’s deposition testimony in whibe states that if the Warning
had appeared on L.N.K.’s product he “wouldméve given [Donna] this product” and that

| would have seen the bold allergy &leext to the word “acetaminophen” and

that probably would havieiggered something in mlyead about acetaminophen.

And | would have sought medical help rigtway and more than likely, not have

gone back to the farm. | would have sought medical help right away, not consult,

but seek it, go somewhere right away if | had seen that.

Dkt. No. 114 at 38. If this testimony is cresgtlt—which it must be at the summary judgment

stagé'—a reasonable jury could find that, but fbe lack of the Warning, Dennis would not

21l \N.K.’s argument in its reply brief that “it is a stronger inference” that Dennis would
have ignored the Warning if it appeared orpitsduct because he failed to heed the warnings
that were on its product misses the mark far reasons. First, the Court may not weigh the
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have purchased, and therefore Donna would nat teken, L.N.K.’s products. If the jury so
finds, then it also could find that any injulyat was caused by Donna taking L.N.K.’s prodtfcts
was proximately caused by the lack of the Warning.
Next, L.N.K. argues:
In Kelso v. Bayer Corp398 F.3d 640, 642-43 (7th Cir. 2005), the Court found
that compliance with the exact languagé-DA-required warnings for an OTC
drug monograph was adequate as a mattiawof As outlined above, L.N.K.’s
product contained the exastrning language requuoleof a product containing
the combination OTC monograph drugs—Acetaminophen 325mg,
Diphenhydramine HCI 25mg, and Phenylephrine HCI 5mg. Kidisocase
interpreted lllinois state law. Like IHbis law, the applicable Tennessee state law
does not require warnings beyond thosguired by the FDA for OTC monograph
products. Tenn. Code Ann. 29-28-104(a).
Dkt. No. 125 at 34. This argument fails for the same reason that Perrigo’s argument based on
Kelsofails. In addition, the Courtotes that the statute citbg L.N.K. does not foreclose

liability when the warnings on a product complith FDA requirements, as implied by L.N.K.,

but rather only creates a rebuttable presumption.

evidence at the summary judgment stage; thetipmes not whether the inference urged by the
moving party is stronger than that urged by tton-moving party, bwthether the latter is
reasonable based on the evidenceeobrd considered in theyht most favorable to the non-
moving party. Second, this argument ignores #lee that a warning can be inadequate because
it fails to convey the relevant information iway that communicates to the prudent reader the
“scope of the danger,” the “extenit seriousness of the [possible] harm,” and the “consequences
that might result from the failure to follow [the warning]See, e.g. Pittman v. Upjohn C890
S.w.2d 425, 429 (Tenn. 1994) (discussing criteria for determining the adequacy of a drug
warning). The Plaintiffs allege that the wiaigs that appeared on the L.N.K. Product were
inadequate because they did not properly cotiveyisk of a serious allergic reaction and the
need to take action if signs af allergic reaction occur, whiteke Warning does properly convey
that information. Because reasonable mirmidddiffer on the question of whether the label on
L.N.K.’s product was adequate, it is a gtien for the jury to determindd.

22l N.K. raises no argument with regard to whether the Plaintiffs will be able to prove
that taking its product injured Donn&eeDkt. No. 185 at 11 n.3 (diag that that issue “is
irrelevant to the issueised on summary judgment”).
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L.N.K. also purports to “inarporate by reference” varioasguments made in Perrigo’s
brief. Given that all of those arguments relate to Indiana law, and the Court has determined that
Tennessee law applies (as urged.by.K.), none of those argumtsnare relevant to L.N.K.’s
claims. As previously noted, “fi]s not this court’s responsibility research and construct the
parties’ arguments.’Draper, 664 F.3d at 1114. Accordingly, LI.has not demonstrated that
it is entitled to summary judgment on the iteof any of the Plaintiffs’ claims.

D. Punitive Damages
Finally, with regard to the Plaintiffs’ claim for punitive damages against it, L.N.K. argues

the following:

Tennessee law provides that punitive damsajell not be awarded in a civil
action involving a drug or dese if the drug or device which allegedly caused the
claimant’s harm:

(A) Was manufactured and labeled in relevant and material
respects in accordance with tieems of an approval or license
issued by the federal food and drug administration under the
Federal Food, Drug, and Cosmetic Act, 52 Stat. 1040, compiled in
21 U.S.C. 88301-392, as amendedthar Public Health Service

Act, 53 Stat. 682, compiled in 42 U.S.C. 88 201-300cc-15; or

(B) Was an over-the-counter dragdevice marketed pursuant to
federal regulations, was generalgcognized as safe and effective
and as not being misbranded pursuant to the applicable federal
regulations, and satisfied in relevamd material respects each of
the conditions contained in the ajgpble regulations and each of
the conditions contained in an applicable monograph.

Tenn. Code Ann. § 29-39-104(d)(1). Because L.N.K.’s product complied with

federal law in the marketing of theirqutuct, Emleys’ claim for punitive damages

is barred.
Dkt. No. 125 at 34-35. The Courtads this argument as relying on L.N.K.’s argument, set forth
at length in its preemption argument, thavés prohibited by applicable law from putting the

Warning on its product’s label prior to the Pldiistipurchase of the product. Thus, it fails for
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the same reason, and L.N.K.’s motion for summary judgment on the issue of punitive damages
also is denied.
E. Conclusion with Regard to L.N.K.

L.N.K.’s motion for summary judgment BENIED as to all of the Plaintiffs’ claims
except their manufacturing defeztim, which they have indated they are not pursuing.
While some of the Plaintiffs’ claims against\LK. might be subject to summary judgment for
reasons similar to those discussed in thaext of Perrigo’s motiofor summary judgment,
L.N.K.—who argued that Tennessee law appliehis case—failed to explain how Tennessee
law applies to those claims. However, the Cauges the Plaintiffs to consider whether, as a
practical matter, there is any advantage to pogsany legal theory against L.N.K. other than a
strict liability failure to warn claim, and wHegr any such advantage might be outweighed by the
risk of jury confusion at trial.

VI. WAL-MART'S SECOND MOTION FOR SUMMARY JUDGMENT

The Plaintiffs assethat Wal-Matrt is liable for Donna’mjuries because they purchased
both the Perrigo Product and the L.N.K. Produmtin Wal-Mart. Wal-Mart incorporates by
reference the arguments made by the two oth&ridants with regard to each product, and the
Plaintiffs, in turn, incorporate #ir responses to those other motiofisierefore, with regard to
the Perrigo Product, for the reasons set forth above in the context of Perrigo’s second motion for
summary judgment, the Court grants Wal-Mart's second motion for summary judgment on each
of the Plaintiffs’ claims except the claim undee IPLA (and related &s of consortium claim)
and the two claims that are unigiee\Wal-Mart: the claim for ‘&tailer liability” contained in

Count IV and the claim for punitive damagesiagt Wal-Mart. The Court also denies Wal-
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Mart’s motion with regard to the L.N.K. Produotthe extent that it relies on the unsuccessful
arguments made in L.N.K.’s motion.

The additional arguments made by W+t are addressed, in turn, below.

A. IPLA Claim

Wal-Mart argues that it cannot be held liatdehe Plaintiffs under the IPLA because it is
not a “manufacturer” of the Pego Product. This argument is based on a faulty premise. Wal-
Mart argues that “Plaintiffs’ Waldart-specific claim of ‘retailetiability’ (Count 1V) is also
premised on Mrs. Emley’s alleged injuries framgestion of the [Products]. Accordingly, it is
also supplanted by the Indiana Produiability Act, and Wal-Marts also entitled to summary
judgment as to that claim.” Dkt. No. 121 at 4-5. But by its very terms, Coustal'¢laim
under the IPLA; it specifichf refers to the statute in its titleAnd the IPLA by its express terms
applies to both sellsrand manufacturersSee, e.g.Ind. Code Ann. § 34-20-2-2 (“[IJn an action
based on an alleged design defect in the ptoalusased on an alleged failure to provide
adequate warnings or instruartis regarding the use of the guat, the party making the claim
must establish that the manaturer or seller failed to ex@se reasonable care under the
circumstances in designing the product or in priogidhe warnings or ingictions.”). The only
relevant distinction that the IPLA draws betwesetiers and manufacturers is the following:

A product liability action based on the doctrifestrict liability in tort may not be

commenced or maintained against a sellex pfoduct that is alleged to contain or

possess a defective conditionreasonably dangeroustte user or consumer

unless the seller is a manufar of the product or dhe part of the product

alleged to be defective.
Ind. Code § 34-20-2-3. But, as discussed althneze are no strict l@lity failure-to-warn

claims under the IPLA; all failure-to-warnaiins under Indiana law require a showing of

negligence. Accordingly, whether Wal-Mas#tisfies the definition of “manufacturer” is
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irrelevant to the Plaintiffsfailure-to-warn claim under the LA, and Wal-Mart’s motion to
dismiss on that ground is denied.

Wal-Mart also argues thatig entitled to summary judgent on the Plaintiff's retailer
liability claim (Count 1V) because “Plaintiffs hawadso failed to put fdh sufficient material
support for liability against Wal-Mart as a réga” Dkt. No. 121 at 8. Wal-Mart’s entire
argument on this issue consists of tijug Ind. Code § 34-20-2-2 and arguing:

Here, theonly support that Plaintiffprovide to show thatval-Mart supposedly

“failed to exercise reasonable care unitie circumstances” it respect to the

labeling design and/or warnings and fastions on the labeare the opinions

against Wal-Mart stated in Mr. Zachos’ report. And, as discussed, Mr. Zachos’

opinions are directly cordadicted by the FDA Contca Manufacturing Guidance

that he expressly incorpoest and relies upon. Therefowal-Mart is entitled to

summary judgment as a matter of lawt@®laintiffs’ retailer liability claim

(Count IV) because Plaintiffs have failedput forth sufficient material support

for that claim.
Dkt. No. 121 at 9. The Court finds this argumienbe too insufficient for the Court to address
it. SeeSchaefer839 F.3d at 607 (“Perfunctory and undeped arguments are waived, as are
arguments unsupported by legal authoritylt).order to address thesgument, the Court would
have to research and apply the law with regandtat the “failure to exercise reasonable care
under the circumstances” means iis tontext and what type of ieence is required to satisfy a
plaintiff's burden with regard to that elementaofailure-to-warn claim. As noted repeatedly
above, “[i]t is not this court’s sponsibility to research andmstruct the parties’ arguments,”
Draper, 664 F.3d at 1114, and the Court declines to do so in this case.

B. Punitive Damages under the IPLA
The Plaintiffs’ claim for punitive damages against Wal-Mart based on the Perrigo

Product fail for the same reason as their claim agRiesigo; the Plaintiffs have failed to point

to evidence from which a reasonable factfindmrid conclude that Wal-Mart’s failure to stop
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selling the Perrigo Produatithout the Warningprior to November 201&as an act of “gross
negligence . . . that was not tlesult of mistake of fact daw, honest error of judgment,
overzealousness, mere negligence, or other human failing.” Accordingly, Wal-Mart's motion
for summary judgment on that claim is granted.
C. TPLA Claims

The TLPA—which, as discussed above, appliedltof the Plaintiffs’ claims relating to
the L.N.K. Product—precludes product lialjilections against a léer, other than the
manufacturer, unless the seller “ecised substantial control ovematraspect of the . . . labeling
of the product that caused the alleged harmvfdch recovery of damages is sought.” Tenn.
Code Ann. § 29-28-106. The Plaintiffs pointvrious pieces of evidence that they argue
demonstrate that Wal-Mart “exercised extensioetrol and oversight @r the manufacturing of
both products.” Dkt. No. 136 at 4. Howeve laintiffs do not direct the Court to any
evidence that Wal-Mart actually exercisedbstantial control over which warnings were
contained on the label of the L.N.K. produtideed, the documents cited by the Plaintiffs
suggest the contrary, as they eegsly state that it ie supplier (i.e. L.N.K.) that is responsible
for complying with all laws, including statéederal, and local labeling requiremersise, e.g.
Dkt. No. 136-6 at 5, 17, and thaetldrugs fact label will “usulg be provided by the supplier,”
Dkt. No. 136-7 at 50. Thus, while the Plaintiffave provided ample evidence that Wal-Mart
exercises control over the labef its products generally—including providing very specific
requirements for how each aspect of the label should look—that evidence does not show that
Wal-Mart exercises control over the content of thenivey labels of the drugssells. In fact, its
Equate Branding Guidelines suggtst opposite; they set forthryespecific specifications for

all aspects of the labels on Equategiproducts, but also note repeatedly:
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Please note: The contents of all drug facts
labels should come from the FDA approved
jabel for sach product. These guidelines are
solely to show the genaral style, font and layout
of the drug facts labels for Equate products.

SeeDkt. No. 136-7 at 51-55. The evidence poirtedy the Plaintiffs would be sufficient to
defeat summary judgment ifeh failure-to-warn claim werbased on the readability of a
warning or its placement on a product, as it appears that Wal-Mart exercised control over those
aspects of the product’s label. But the Plaintifse not pointed tong evidence that Wal-Mart
exercised substantial contimler the content of the warnings on the L.N.K. Product.
Accordingly, the Plaintiffs’ claims against \Mslart that relate taghe L.N.K. Product are
precluded by Tennessee law, and Wal-Maritgtion for summary judgment is grani@slto
those claims.
D. Conclusion with Regard to Wal-Mart

For the reasons set forth above, Wal-Mart's motidBRANTED with regard to all of

the Plaintiffs’ claims except their failute-warn claim regarding the Perrigo Product.

VII. CONCLUSION

For the reasons set forth above, Defendant Perrigo’s Motion for Summary Judgment on
the Basis of Preemption (Dkt. No. 85), Defendafat-Mart’s Motion fao Summary Judgment on
the Basis of Preemption (Dkt. No. 88), and tHatesl motions for oral argument (Dkt. Nos. 87
and 101) ar®ENIED ; Defendant Wal-Mart’'s [Secondjotion for Summary Judgment (Dkt.

No. 120) isSGRANTED IN PART AND DENIED IN PART ; Defendant Perrigo’s [Second]
Motion for Summary Judgnm¢ (Dkt. No. 122) iSSRANTED IN PART AND DENIED IN

PART; and Defendant L.N.K.’s Motion f@ummary Judgment (Dkt. No. 124)GRANTED
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with regard to the Plaintiffgnanufacturing defect claim am@ENIED in all other respects. This
case will proceed on the following claims:
e A failure to warn claim (and related lossaansortium claim) against Perrigo under the
IPLA;
e A failure to warn claim (and related lossaafnsortium claim) against Wal-Mart under
the IPLA for its sale of the Perrigo Product; and
e Claimsagainst L.N.K. under Tennessee law (fb) failure-to-warn, under both a strict
liability and negligence theory; (2) breachexpress warranty3) breach of implied
warranty;(4) negligent nsrepresentatioand/or fraud; (5) unfair competition or
deceptive acts and practices; (6) loésonsortiumand (7) punitive damages.

SO ORDERED®/27/2019

[V oo JZW

Hon. William T. Lawrence, Senior Judge
United States District Court
Southern District of Indiana

Copies to all counsel of rebvia electronic notification
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