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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

Case No. 1:15-cv-21826-KMM
MAGGIE TSAVARIS,
Plaintiff,
V.

PFIZER, INC.; WYETH, INC. and its divisions
WYETH PHARMACEUTICALS, INC.,

ESI LEDERLE, and WYETH LLC.; NOVO
NORDISK A/S, a Denmércorporation; NOVO
NORDISK INC, a Delaware corporation; and
BRECKENRIDGE PHARMACEUTICAL, INC.,
a Delaware corporation,

Defendants.
/

ORDER GRANTING THE WYETH DEFE NDANTS' MOTION TO DISMISS

This cause is before the Court on Defend®&fizer, Inc. and Wyeth LLC’s (collectively,
the “Wyeth Defendants”) Motion to Dismiss Plaintiff Maggie Tsavaris’s First Amended
Complaint [D.E. 40]. For the reasonsdalissed below, the motion is granted.
l. BACKGROUND

Tsavaris brings this action against saepharmaceutical companies, including the
Wyeth Defendants, for personajuries she allegedly sustainafter consuming their products.
The First Amended Complaint [D.E. 30] assertmk against the Wyeth Defendants for strict
products liability—design defect (Count I), strict produlébility—failure to warn (Count IlI),
negligence (Count V), and negligent misrepresentation (Count VII) based on the design,
manufacture, and distribution &rempro, a hormone replacemémrapy drug Tsavaris claims

caused her breast cancer. First Am. Con(ffHAC”) 1 1-229. As rief, Tsavaris seeks
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compensatory and punitive damages, attornses and costs, and a recall of Premplich. at
72.

The First Amended Complaint alleges aliofes. In 2005, Tsavaris’s gynecologist, Dr.
Ellen Schwartzbard, prescribed her Prempral. § 18. Before receiving the prescription,
Tsavaris disclosed to Dr. Schwartzbard her mdgshbreast cancer diagnosisthe age of 79 or
80. Id. T 19. Nevertheless, Dr. I8gartzbard gave Tsavaris prescription for Prempro,
believing that Tsavaris’s mother's advancee ag the time of diagnosis meant that hormone
therapy did not pose an increased risk of breast cancer for Tsddaris.

A few months later, a partnan Dr. Schwartzbard’'s prctice advised Tsavaris to
discontinue use of Prempro because dwvaries were producing hormonekl. § 20. Tsavaris
did so. Id. Tsavaris, however, “probably” reased taking Prempro sometime after, but
discontinued the drug altogether about four months ldtér. She did not use Prempro or any
other hormone therapy product manufaetuby the Wyeth Defendants again.

Tsavaris claims that Dr. Schwartzbard’s demi to prescribe Prgmo, despite her family
history of breast cancer, wtte result of the Wyeth Defenuala “misrepresenting, downplaying,
and/or concealing material facts . . . from ®laintiff, the public, and the medical profession
[regarding] the nature and scope of the seriousedféets of the risk obreast cancer from their
[hormone therapy] drugs.ld. § 32. She maintains that the Wyeth Defendants “minimized the
risk in its package inserts by assuring physictiias while some studies indicated an increased
risk [of breast cancerpther studies did not.ld.  41. The falsity of this statement, Tsavaris
contends, is demonstrated by stific studies available at theane she was prescribed Prempro.

Id. Even so, Tsavaris acknowledges that thetvypefendants receivegbproval from the Food



and Drug Administration (*FDA”) for inclusn of a black box warning on the Prempro
packaging concerning theskis of breast cancetd. § 47.

The Wyeth Defendants move to dismige First Amended Complaint under Rule
12(b)(6) for failure to state a ctaion which relief can be granted.
I. LEGAL STANDARD

To survive a Rule 12(b)(6) motion to dismiss, a complaint must contain sufficient factual
matter to “state a claim to reli¢at is plausible on its face.Ashcroft v. Igbgl 556 U.S. 662,
678 (2009) (quotindell Atlantic Corp. v. Twombh550 U.S. 544, 570 (2007)). It must also
contain enough facts to suggest the required elements of a cause of &¢ats.v. Fla. Int'l
Univ., 495 F.3d 1289, 1302 (11th Cir. 2007). “[C]orsdty allegations, unwarranted deductions
of fact or legal conclusions masqueraglias facts will not prevent dismissalOxford Asset
Mgmt., Ltd. v. Jaharis297 F.3d 1182, 1188 (11th Cir. 2002). The purpose of this requirement is
“to give the defendant fair tice of what the claim is anthe grounds upon which it restsltl.
When considering a motion to dismiss, the courstnaccept all of the plaiiff's allegations as
true in determining whether the plafhthas stated a claim for relief.Hishon v. King &
Spalding 467 U.S. 69, 73 (1984).
1. DISCUSSION

As shown more fully below, the clainagainst the Wyeth Defelants do not survive
dismissal. Tsavaris does nallege enough facts to sustainr terict products liability and
negligence claims, and she does not plead negligent misrepresentation claim with the

requisite specificity. Accoidgly, the Wyeth Defendants’ rtion to dismiss is granted.



A. Count | (Strict Products Liability—Def ective Design) and Count Il (Strict
Products Liability—Failure to Warn) Are Dismissed Without Prejudice For
Failure To State A Claim

Tsavaris fails to put the Wyeth Defendantsnotice of how Prempro is defective or how
the warnings she received were insufficientccérdingly, her strict products liability claims in
Counts | and Il are dismissed without prejudice.

1. Count | (Strict Product&iability—Design Defect)

The manufacturer of a defective product carhélel liable if the @intiff shows that (1)
the defendant manufactured ostdbuted the product in questiof2) the product has a defect
that renders it unreasonabtiangerous, and (3) ¢hunreasonably dangerogsndition is the
proximate cause of th@aintiff's injury. Jennings v. BIC Corp181 F.3d 1250, 1255 (11th Cir.
1999). In the context of an allegedly defeetivormone therapy drug,elplaintiff must make
clear “what the allegedefect(s) of each drug is and howlealrug is unreasonably dangerous,”
show “how each drug caused her particular favbreast cancer,” and identify “potential
defects in each of the drugs that could have caused her caKearfrhan v. Pfizer Pharm., Inc.
No. 1:.02-CV-22692, 2010 WL 9438673, at *3 (S.D. Mv. 23, 2010). Merely concluding
that the drug is defective is insufficieree id

Tsavaris fails to plead any facts identifyiRgempro’s purported degi defect. Rather,
she merely declares that the product was ¢asonably dangerous,” thas “risks of breast
cancer exceeded any benefits or utility associatigl the design or formulation,” and that the
drug is “much more dangerous than other avadlaild safe alternatiéT drugs.” FAC § 137,
139. Such conclusory allegations, without mdaé to state a design defect claim.

The Court rejects Tsavaris’s “shotgun” form of pleading. The allegations in a complaint
“must be simple, concise, and direct,” Fed. R.. @&. 8(d)(1), and the complaint must “state its

claims . . . in numbered paragraphs, each lonidés far as practicable to a single set of
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circumstances,” Fed. R. Civ. P. 10(b). Ahtsgun pleading”—one in which “it is virtually
impossible to know which allegatie of fact are intended togport which claim(s) for relief’—
does not comply with the pleadisgandards for a complainTaft v. The Dade Cty. Bar Ass'n,
Inc., No. 1:15-CV-22072-KMM, 2015 WL 5771811, at (8.D. Fla. Oct. 2, 2015) (citing
Anderson v. Dist. Bd. of Trs. of Ctr. Fla. Cmty. Coll7 F.3d 364, 366 (11th Cir. 1996)). It
forces the district court to sift through the fagtesented and decide foself which are material
to the particular claims asserte&eeAnderson 77 F.3d at 366—67. Thedsenth Circuit “has
addressed the topic of shotgun pleadings on numerous occasions in tbégrast, great length
and always witlgreat dismay.”Strategic Income Fund, L.L.®. Spear, Leeds & Kellogg Corp.
305 F.3d 1293, 1297 n.9 (11th Cir. 2002) (citationsitted). While the allegations set forth
under Count | do little more than recite the balements of a design defect claim, Tsavaris
argues this is enough, pointing datlegations scatteretthroughout the facts sgon of the First
Amended Complaint, which spans 36 pageshtmv how Prempro was féetively designed. In
doing so, Tsavaris expects the Court to digulgh the almost 80 page$ her submission to
discover and puzzle together th@unds for her claim. Sudotgun pleading is unacceptable.
For these reasons, Count dismissed without prejudice.

2. Count Il (Strict Products Liability—Failure to Warn)

Count Ill fails for the same reasons. To swtstrict liability failure to warn claim, the
plaintiff must plead that the tndant did not adequately waaf a particular risk that was
known or knowable in light of & generally recognized and pa#ling scientific and medical
knowledge available at the time ahanufacture and distribution. Bailey v. Janssen
Pharmaceutica, In¢.No. 06-80702 CIV, 2006 WL 3665417, at *4 (S.D. Fla. Nov. 14, 2006)
(citing Ferayorni v. Hyundai Motor Co.711 So. 2d 1167, 1172 (Fla. 4th DCA 1998)). This

requires the plaintiff to plead the content of tharning label or otherwise describe the manner
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in which the warning was inadequat®ailey v. Janssen Pharmaceutica, |88 F. App’'x 597,
602 (11th Cir. 2008).

The First Amended Complaint, however, doesidentify the content of the warnings in
guestion or adequately present the alleged defedhe warnings. Although Tsavaris maintains
that the Wyeth Defendants should have warnad ‘ttertain symptoms or family history could
lead to breast cancer,” of “the symptoms, scopgeuerity of the potential risk of breast cancer,”
and “that a safe alternative svavailable thashould be tried first,FAC 158, she fails to
identify what risks the Wyeth Defendants actually warned of, including whether those warnings
accompanied the Prempro she received, and exactly how those warnings should have been
rewritten to avoid any alleged inaccuracy. #gh, Tsavaris has not pleaded enough facts to
state a claim under a failure to warn theory.

Tsavaris’s attempt to rescue her deficient failure to warn claim fails. Tsavaris relies
almost exclusively on the 2005 Prempro label stoduded with her response, but which she
never referenced nor attached to the Fitstended Complaint. A plaintiff, though, cannot
amend the complaint in a response to a motiogigmiss, for a court’s review on dismissal is
limited to the four corners of the complaingee, e.g.St. George v. Pinellas Cnty285 F.3d
1334, 1337 (11th Cir. 2002)). In addition, Tsavaigues that her failure to warn claim is
sufficient by pointing to allegations spreadainghout the introductory paragraphs of the First
Amended Complaint. She also tries to essabthe sufficiency of her claim by relying on
allegations asserted in other causes of action but not incorporated by reference into Count lll. A
shotgun pleading of thisort will not do.

For these reasons, Count llidsmissed without prejudice.



B. Count V (Negligence) Is Dismissed Withut Prejudice For Failure To State A
Claim

To state a negligence claim, a “plaintiff must allege (1) a duty or obligation recognized
by the law requiring the defendantpootect others from unreasonabiks, (2) a breach of that
duty, (3) a reasonably close cadusannection between the condaetd the resulting injury, and
(4) actual loss or damagesWilliams v. Davis974 So. 2d 1052, 1056 (Fla. 2007).

Tsavaris alleges that the Wyeth Defendantea¥er a duty of care, which they breached
by (1) failing to conduct adequapze-clinical testing and researth determine the safety of
Prempro; (2) failing to conduct adequate post-ratink surveillance to determine the safety and
risks of Prempro; (3) failing to warn of the rsskf Prempro; and (4) continuing to “dismiss and
distract” the consuming public, including Tsasarthrough deceptive marketing and media
campaigns designed to downplay the risk afalst cancer associated with Prempro, despite
knowing of the significant risks of breast canassociated with the product. FAC 11 173-174.

First, Tsavaris’s allegation of inadequatesting and post-market surveillance are
problematic, at least as currently pleaded. Udierda law, a manufactar’s duty to test is a
subpart of its duty to design a product with oeeble care and, therefolig, subsumed in the
plaintiff's claims for defective design and failure to warBee, e.g.Adams v. G.D. Searle &
Co., Inc, 576 So. 2d 728 (Fla. 2d DCA 1991). @mat basis, the Court cannot analyze
Tsavaris’s inadequate tesgi allegation as supporting rhenegligence count, only as
corroborating her design defeand failure to warn counts.

As for Tsavaris’'s allegation of insuffemt post-market surveillance, the Wyeth
Defendants argue that this is effectively aufi-on-the-FDA claim, which is preempted by

federal law. Accordig to the Wyeth Defendants, by a@jieg that they failed to conduct

! Even then the design defect and failure to warn claims fail.
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adequate post-market surveillancePoémpro, Tsavaris is in effeclaiming that they misled or
defrauded the FDA by providing the agency dailsformation. This position is unavailing. A
fraud-on-the-FDA claim, like the namaggests, requires allegations of fraigeeBuckman Co.

v. Plaintiffs’ Legal Comm.531 U.S. 341, 347 (2001). But Tsavaris makes no such accusations.
Instead, she asserts what purptotbe a purely state law cause of action for negligence.

That alone does not avoid preemption, howevEederal law impliedly preempts state
law when state and federal law “conflict"—that is, when “it is impossible for a private party to
comply with both state and federal law” or evh state law “stands as an obstacle to the
accomplishment and execution of the full purposes and objectives of CongPéd¥A, Inc. v.
Mensing 131 S. Ct. 2567, 2587 (2011pee alsoWilliam Hochul 1ll, Enforcement in Kind:
Reexamining the Preemption Doctrine In Arizona v. United St@teblotre Dame L. Rev. 2225
(2012). Stated differently, if complying with state’s laws would requgra “party to violate
federal law,” then the state laws “areepmpted and, thus, amithout effect.” Mut. Pharm.

Co. v. Bartlett 133 S. Ct. 2466, 2470 (2013) (citation omitte®p, to present a viable state tort
claim that falls outside the sopmf federal preemption, Tsavarn®uld have to allege that (1)

the Wyeth Defendants violatedstate tort duty and (2) the WyeDefendants could have acted

in line with their federal obligations while lawfully discharging their state duty. Based on the
allegations in the First Amended Complaint, Tes@ fails to make this showing. That being
said, the Court is not ready to dismiss witkjpdice her negligence claim based on inadequate
post-market surveillance. Tsaisawill have anotheopportunity to avoid preemption should she
choose to file an amended complaint.

Second, Tsavaris’'s negligence claim basednamlequate warnings fails for the same

reasons as her strict products ilidpfailure to warn claim discssed in section I1I(A)(2) above.



Given these points, and to avoid the piecerpésdding of claims, the Court will dismiss
the entire negligence claim \Wwaut prejudice so that Tsavadan amend her complaint to cure
the deficiencies discussed aboveSee, e.g.Architectural Ingenieria Siglo XXI, LLC v.
Dominican RepublicNo. 1:13-CV-20544-KMM, 2015 WL 776005%t *6 (S.D. Fla. Dec. 2,
2015) (dismissing the entire complain the interest of judiciaeconomy to exclude certain
claims barred under the law of the case doctrine).

For these reasons, Count \Wismissed without prejudice.

C. Count VII (Negligent Misrepresentation) Is Dismissed Without Prejudice For
Failure To State A Claim

A plaintiff may establish negligent misrepentation by proving {la misrepresentation
of a material fact; (2) #nrepresentor made the representatithout knowledge as to its truth or
falsity, or under circumstances in which the representor ought to mavenkof its falsity; (3)
the representor intended to induce another tomthe misrepresentation; and (4) injury resulted
to the party acting ijustifiable reliance on the misrepresentatiorSouran v. Travelers Ins. Co.
982 F.2d 1497, 1503 (11th Cir. 1993) (citation omitted). Negligent misrepresentation, like fraud,
must be pleaded with specificitySee, e.g.Chapman v. Abbott Lahs930 F. Supp. 2d 1321,
1324 (M.D. Fla. 2013). Adequate pleading ohegligent misrepreseation claim requires
allegations of who made the false statemerd, dhbstance of the false statement, when the
statement was made, and the context in which the statement was Sealailey, 2006 WL
3665417, *7.

Tsavaris alleges that the Wyeth Defendantsrepresented materifdcts regarding the
“serious risk of breast cancer . . . on the Rmarlabel and through thresales force.” FAC
193. One such misrepresentation, accordinddavaris, is a statement made on the 2012

warning label for Prempro that “studies have fooind significant variation in the risk of breast



cancer among different estrogen plus progestin caatibims, doses, or route$ administration.”

Id. § 196. Tsavaris claims that this was a matenisrepresentation because several studies
available at the time undermined this assertidgd. But even if the statement on the 2012
warning label was a material misrepresentatid was made approximately seven years after
Tsavaris last used Prempro. As a result, Tsswzannot allege that her physician relied on this
statement in prescribing the drfigBecause Tsavaris is unablesiwow any justifiable reliance
on the alleged misrepresentation, she fails t@ statlaim for negligennisrepresentation based
on the 2012 warning label.

Another misrepresentation Tsavaris citesistatement on the Prempro package insert
that “the risk of breast cancer was ‘unknowndalid not exceed that of the general population.”
FAC 1 198. Tsavaris, however, does not specifgtivr this was the package insert distributed
with the Prempro she received from Dr.h#artzbard. Nor does she state whether Dr.
Schwartzbard relied on this gtatent in prescribing her the dru@y failing to allege critical
facts like when the misrepresentation was made, as well as the context in which the statement
was made, Tsavaris fails to state a claim forigegt misrepresentation based on the contents of

the Prempro package insert.

% In Florida, manufacturers of prescription drigs/e a duty to warn consumers of known risks
or be subject to strict lidity for any resulting harm. Dimieri v. Medicis Pharm. Corp.No.
2:14-CV-176-FTM-38, 2014 WI13417364, at *2 (M.D. Fla. July 14, 2014) (citikprrillo v.
Cook Inc.,No. 10-15327, 2012 WL 6553611, at *2 (11th Cir. Nov. 7, 2012)). When a physician
is involved, however, the physician serves asaarled intermediary between the patient and the
manufacturer, and the learned mtediary doctrine might apply.ld. (citing Christopher v.
Cutter Labs.,53 F.3d 1184, 1192 (11th Cir.1995)). Undleat doctrine, if the manufacturer
properly warns the physician regarding knowsksi the manufacture duty to warn the
consumer is dischargedld. (citing Christopher,53 F.3d at 1192). But even where the
manufacturer fails to warn the physician pndpethe learned intermediary doctrine will still
discharge the manufacturer's ylad warn if the physician liaindependent knowledge of the
risks associated with the drudd. (citing MacMorris v. Wyeth, Inc.2:04CV596FTM-29DNF,
2005 WL 1528626, at *2 (M.D. Fla. June 27, 2005)).
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Like some of the other causes of actiom, @ourt rejects Tsavaris’'s shotgun pleading of
her negligent misrepresentation claim. Tsavaris tries to cure her inadequate claim by citing
introductory paragraph 41 of h282-paragraph, 79-pageraplaint, buried irthe facts section of
the First Amended Complaint and incorporatedréfgrence into Count VII. Again, the Court
will not entertain such shotgun pleading.

The Court also rejects Tsavaris’s effortseve her claim through heesponse. Tsavaris
points to three statements contained on 2005 Prempro label, which, together with the
allegations set forth under Count VII, she contends make out a negligent misrepresentation
claim. The 2005 label, howevexas neither referenced in nattached to the First Amended
Complaint. Because a plaintiff cannot amehd complaint when responding to a motion to
dismiss, the Court cannobnsider the contents tife 2005 Prempro label.

For these reasons, Count ViIldsmissed without prejudice.

V. CONCLUSION

For the foregoing reasons, it is ordered adpidged that the WytBefendants’ Motion
to Dismiss [D.E. 40] is granted. Counts I, M, and VIl are dismisgskewithout prejudice.

All pending motions, if my, are denied as modt.The Clerk of Court is instructed to
close this case.

Done and ordered in Chambers at Miaharida, thisist  day of February, 2016.

@WW Kevin Michael Moore
2016.02.01 17:51:14 -05'00'

K. MICHAEL MOORE

CHIEF UNITED STATES DISTRICT JUDGE

C: Counsel of record

3 This includes the Wyeth Defendants’ motion tikst Tsavaris's request for attorney’s fees and
for a recall of Prempro.
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