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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF NEW YORK

: 17-MD-2767 (PAE)
MIRENA IUS LEVONORGESTRELRELATED : 17-MC-2767 (PAE)
PRODUCTS LIABILITY LITIGATION (NO. II)
OPINION & ORDER

This Document Relates to All Actions

PAUL A. ENGELMAYER, District Judge:

This multidistrict products liability litigation involves eontraceptive product: the
Mirena intrauterine devicg€lUD”) developed, manufactured, and distributed by defendants
Bayer HealthCare Pharmaceuticals, Inc., Bayer Pharma AG and Baytgether, “Bayer”).
The Mirena IUDis implanted in the uterus afahctions by releasing a synthetic steroid
hormone known as levonorgestrel (“LNG”). Plaintiffs claim that the hormonal component of
Mirena caused them to suffer from a disease known as idiopathic intracraedimgion
(“llH™), also known as pseudotumaerebri (“PTC”). IIH is an uncommon disease marked by
increased cerebrospinal fluid (“CSF”) pressure in the skull.

This decision resolves a defense motion for entry of summary judgment based on the
limited issue of general causation. Bayer disputdsthieae is competent evidenimeestablish
that the use of Mirena is a causdlbf. And this Court, heeding the guidance of the United
States Judicial Panel on Mulistrict Litigation (“*JPML”), prioritized discovery on that
guestion: whether Mirena’s release of LNG is capable of causing IIH. ctb€ 24, 2018,
with fact and expert discovegpmpleteon that issue, the Court granted defense motions under

Daubert v. Merrell Dow Pharmaceuticals, In&09 U.S. 579 (1993), to exclude plaintiffs’ seven
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expert witnesses on general causation. Dkt.'3Fhch had proposed to opine that use of
Mirena can cause IIHSeeln re Mirena IUS Levonorgestr&elated Products Liability
Litigation (No. II), 341 F. Supp. 3d 213 (S.D.N.Y. 2018W{fena IIH/Daubert). Thatruling
left plaintiffs without any expert evidence as to general causation.

After theDaubertruling, with leave of the Court, Bayer filed the present motion for
summary judgment. Bayer argues that plaintiffs lack evidence sufftoiestablish general
causation, and that such is fatal to their claims. Bayer argues, firstategarical matter, that
expert testimony is required to establish general causation in a productyy lc#sé involving a
pharmaceutical product sln asMirena. Alternatively, Bayeargueghat even if lay testimony
(e.g., admissions by a product’s manufacturer) could in theory establish genesation, the
non-expert evidence in the record of this cesmsufficient to so establish. Plaintiffs cuar
with a range of arguments, including that general causation is not a reqameshebf proof,
that expert evidence is not required to establish general causation, théihdeacbnsidering
together disparate elements of rexpert evidence coultliably find general causation by
Mirena of IIH, and that granting Bayer summary judgment on this element—withveiy not
having been taken as to the individual cases ofpipeoximately920plaintiffs comprising this
MDL—uwould violate the Seventh Amendment and be unconstitutional.

For the reasons that follow, the Court grants Bayer’'s motion for summary judgment.

Pertinent History of This Litigation

The Court incorporates by reference its decision othéertmotions, which sets out

the backgound to plaintiffs’ claims, and the procedural history of this litigation, in conditéera

L All citations to docket entries refer to the docket in case Nond-2767, the lead case in this
matter.



detail. SeeMirena IIH/Daubert 341 F. Supp. 3d at 218-38. The Court here supplies—including
by reproducing, at points, modified excerpts of that decision’s atleooi the case historythe
limited background necessary for understanding the instant motion.

A. The JPML’s Centralization of Mirena/llH Cases Before This Court

On April 6, 2017, the JPML centralized in this District pretrial proceedings in the 113
casedhen pending across 17 districts nationwide in which plaintiffs had alleged IIkemjur
caused by the hormonal component of the Mirena IUD. Most of these casex weetatively
early stage of discovery or at the pleading stage, although fact and exparedishad closed in
the 10 longest pending actionSee generallpkt. 1 at 2-3 (JPMLTransferOrder). The JPML
hadearlier, in July 2014, denied a motion to centralize the Mirena/llH actions, at a time when
nine such actions, spanning six districts, were pending. Explaining, inigdd&cision to
centralize the pending cases, the JPML emphasized several factors that madeeckntral
proceedings more efficienfwo are relevant here.

First, the JPML noted the heightened difficulty coordinating discovery and ptteial
proceedings given the increased number and dispersal of pending actions andipiagti
law firms. Id. at 2. “The record,” the JPML stated, “demonstrates that centralization is
necessary to facilitate the efficient coietlof common discovery.1d. at 3.

Second, general causation had emerged as an important issue common to all proceedings.
“[T]he records in the many actions filed since [2014] demonstrate that discoveryesma pr
motions concerning the issue of general causation have been, or will be, at thefaahter
actions—that is, whether the hormonal component in Mirena is capable of causing intracranial
hypertension.” Dkt. 1 at ee also idat 4 (“Issues concerning general causation [and] the

backgroundaence. . .will be common to all actions.”).



B. Organization of This MDL

In overseeing this action, this Court has given priority to the matters that |deilMhetd
centralize the Mirena/llH actions.

Specifically, on June 21, 2017, after appointingntitis’ leadership team and reviewing
written submissions and eliciting counsel’s input at an initial confereeeegenerallypkt. 51
(transcript of June 13, 2017 hearing), the Court issued an order stating that priorttyoeoul
given to: (1) “the process of providing common fact discovery to plaifitdfa Bayer,” and
(2) “resolving whether plaintiffs have admissible evidesg#icient to establish general
causation” by Mirena of IIH.Dkt. 40 at 1 (June 21, 200tdel). The Court has done so as
follows.

Outgoing discovery from BayerOn July 27, 2017, after receiving submissions
delineating the 14 discovery disputes identified by the parties and inquiring abouwtthem
hearing, the Court resolved these disputes in a series of bench rdeggenerallpkt. 51 at
10-59 (transcript of July 27, 2017 hearing). The Court ordered that Bayer broadly produce
written discovery on all common issues, including electronic records from haor&0 Bayer
custodians, and including broad production from Bayadverseevents database. Both as to
custodians and as to search parameters, the common discovery ordered froax®@agt
well beyond the parameteifsen usedh the individual cases comprising the MDL. It also
substantially exceeded the discovery that Bayer had produced in an immediatdli§ji. also
relating to the Mirena IUDSeeMDL No. 2434 (the “Perforation MDL?) In that case, overseen
by the Hon. Cathy Seibel of this District, the plaintiffs had alleged differ@gmias: that the
hormonerelease feature of Mirena had caused the IUD to migrate within the uterussafter i

insertion, leading to uterine perforation and related migration injuries.



General causation The Court directed that the issue of general causation be litigated in
the MDL as a threshold issue. To facilitate that issppmpt resolution, the Court ordered that
all fact discovery relating tgeneral causatierincluding all document and deposition
discovery—be completed by December 8, 2017. Dkt. 62. Alerted by counsel that each side
expected to makPaubertchallenges to the admissibility of each other’s experts on general
causation, the Court set deadlines spanning late December 2017 through late Maroh @18 f
submission of all expert reports on general causation, depositions of generabnaeiqarts,
and reciprocaDaubertbriefing. The Court set for the week of April 9, 2018 aithce Day”
tutorial for the Court on the background scientific issues in the case, followaeddybert
hearing as to expert testimony on general causaten.

In prioritizing general causation, the Court was informed by, in addition to the guidance
of the JPML, the representations of counsel in this case that the issue of gamnsatbn would
be common and identical to all potential Mirena/llH plaintiffs stoasake it an appropriate
issue for this transferee court to resolve at the thresl8#d, e.g.Dkt. 51 at 29. The Court was
also informed by the experience of the Perforation MDL. There, Judge Seibel held tha
plaintiffs’ proposed expert testimony as to the general causation proposition at isatidie-
Mirena IUD's release of the hormone LNG was capable of causing the Mirena IUD to migrate
after insertion and cause uterine perforation—was not reliable Dadyert See In re Mirena
IUD Prods. Liab. Litig, 169 F.Supp. 3d 396, 427-61 (S.D.N.Y. 2016){fena Perforation/
Daubert). Based on that ruling, Judge Seibel later granted summary judgment for Bajer on
claims, holding that, without any admissible expert testimony, the remaining exides
insufficient to establish general causati@ee In re Mirena IUD Products Liahitig., 202 F.

Supp. 3d 304, 310-28 (S.D.N.Y. 2016Mffena Perforation/S). The Second Circuit



affirmed. Seegenerally713 F. App’x. 11 (2d Cir. 2017). The possibility of a similar outcome
here, this Court determined, counseled deferring otlmer &ind cost-intensive phases of this
litigation pending resolution of the anticipatedubertmotions.

C. The DaubertMotions as to General Causation Experts

Plaintiffs proposed to call seven expert withesses as to general caugatobnopined
that usng the Mirena IUD can cause a woman to develop IIH. The sexmrtsvere: (1) Dr.
Lemuel A. Moyé, an epidemiologist; (2) Dr. Laura M. Plunkett, a pharmacolaglst a
toxicologist; (3) Dr. James M. Wheeler, an OB/GYN; (4) Dr. Frederick Wurfedder, an
ophthalmologist; (5) Dr. Philip Darney, an OB/GYN; (6) Dr. Conrad E. Johanson, a
neuroscientist; and (7) Dr. Vincent Salpietro, a pediatric neurologist. Bayarni proposed to
call 12 expert witnesses. Each opined that existing evidence and scholarship geesiahis
conclusion.

Each expert authored a report and was deposed. Each side thereafter moved to exclude
the others’ experts. Each of the combined 19 experts was the subject of individDalidesit
briefing and oral argument.

D. The Court’s Ruling

On October 24, 2018, the Court issued a lengthy (156-page) decision excluding plaintiffs’
seven expert witnesses. For each witness, the Court analyzed in detaihdss'wistated bases
for claiming general causation of IIH by Mirena and evaluated ttregs’ methodology against
the standards sby Daubertand its progeny. While a tdme summary inherently is incapable
of capturing the Court’s witness-specific analyses, the following briet/mwe is provided with

the goal of enabling understanding of arguments made on summary judgment.



Characteristics of Mirena The Court began by reviewing salient characteristics of
Mirena, anlUD that releases LNG, a synthetic progestin. Mirena was approved by thenFDA
2000; some 45.4 million Mirendeviceshave been inserted worldwide, equating to 142 woman-
years of use. In contrast to combined oral contraceptives, which contain progesstragehe
and whose effectiveness among obese women has been questioned, Mirena is believed to be
effective among obeswomen. Also commending its use among obese women, studies indicate
that Mirena does not increase the risk of weight loss and blood clots and does not exp&se the us
to potential risks associated with estrogemtaining contraceptives. 341 F. Supp. 3d at 221. As
a result of these and other factors, the Court noted, Mirena is widely believed to be
preferentially,.e., disproportionately, prescribed to overweight and obese wordeat 222.

LNG: The Court next summarized LNG, the hormone Mirengaisds. It mimics the
effects of the naturally occurring sex hormone progesterone. LNG is waisiedlyin gynecology,
with a primary use in numerous contraceptives. Thesanclude LNGreleasing IUDs like
Mirena; LNGreleasing subdermal implants such as Norplant, which was marketed in the United
States from 1991 to 2002, and Jadelle, which is currently marketed in Europe; the siagle-dos
hormone contraceptive known as Plan B; and as the progestin component of numerous combined
oral contraceptives (which usually contain both LNG and an estrogen compddent).

IIH : The Court next reviewed IIH. It is a rare disease marked by intracranislifges
derived not from a tumor or lesion but from the excessive buddl@SF. The Court noted that
IIH is more likely to afflict obese or overweight women, and that schaladivided as to the
cause of IIH, with some theorizing that IIH is caused by an increase inathection of CSF,
but a greater number theorizing that IIH is caused by the impaired absorp@i&iold. at

223-24. Symptoms of IIH most commonly entail headaches, a whooshing sound in the ears



called pulsatile tinnitusor papilledemia (the swelling of the optic nervek) more severe cases,
people with IIH can experience 108 loss @ even blindnessld. [IH is diagnosed by exclusion.
IIH occurs with a frequency of about one case per year in a population of 100,000. It occurs
about 20 times more often among obese or overweight women of child-bearind.aaje224—
26. Treatmententers on weight loss; doctors prescribe weight-loss medications including
diuretics. In more severe cases, lumbar punctures are used to drain exceks GISR25.

Existing scholarship—the Etminan and Valenzuela epidemiological studiefhe Court
then reviewed in detail existing scholarship as to the question whether use of iSlaeraise
of IIH, as well ather writings bearing on the subject. The Court did so because plaintiffs’
seven experts, to varying degrees, drew on this literature in their reportsistfie]ofthis
litigation,” the Court summarex, “no medical organization, regulatory agency, article in peer-
reviewed scientific literature, or other research has found that use of Mirarause of IIH.”
Id. at 226.

The Court noted that two published epidemiological studies had addressed the possibility
of a causal connection between the use of Mirena and IIH.

The first was by Mahyar EtminarBeeMayhar Etminan, et al., Risk of intracranial
hypertension with intrauterine levonorgestrel, 6 Therapeutic Advances in Diety $80
(2015) (“Etminan” or the “Etminan study”$eealso341 F. Supp. 3d at 226, 229-33. The
Etminan study contained two parts. The first, a disproportionality anal{a#sA") of adverse
event reports on the FDA’s Adverse Event Reporting System (“FAERS”), hadadisg
concluded that the reporting-odds ratio as to IIH was higher for Mirena tharcdon@arison
group consisting of all other drugs in the FAERS database. However, afseudyscame under

methodological attack, Etminan repudiated this part of his study, admittiegalia, that he



had failed to adjust for age and gender and had failed to limit his comparator@roup t
reproductive age females. fRenning his analysis, Etminan concludeitracranial

hypertension and Mirena use are ‘likelgt related.” 341 F. Supp. at 238miphasis added)
(internal citation omitted). Etminaadso belatedly disclosed that at the time of his study, he had
been working as a retained expert for plaintiffs in theNdBd- Mirena/llH litigation. Id. at 229,
232 n.13. The second part of Etminan’s study consisted of a retrospective cohorttstidly. |
not find any difference in the risk of IIH between users of Mirena and userg abiwbination

oral contraceptives that did not contain LNI@. at 230. Following his repudiation of his DPA
study, Etminan wrote that “neither of the analyses iratliele provide evidence that Mirena use
increases the risk for intracranial hypertensiolal.” at 233—34.

The second study was by Reuben M. ValenzugSkeReuben M. Valenzuela, et al., An
examination of the risk of pseudotumor cerebri among userg ddétbnogestrel intrauterine
device, 41 Neuro-Opthalmology 192 (2019) (“Valenzuela” or the “Valenzuela study”)
retrospective caseontrol study, it addressed the risk of IIH among certain patients in btah a
Denmark. The Valenzuela study found aistally significant correlation between a patient’s
use of an LNG-releasing IUD and the patient’s having IIH. But the authgisasized that they
had not found causation of IIH by use of alubut merely a correlation between the tvigee
341 F. Supp. 3d at 234 (**Our investigation doesindicate that an LNGU[D] [such as
Mireng can cause PT.C (emphasis in original)) (quoting Valenzuela at 2). The authors noted
that the correlation may have occurred, among other reasons, because use oflaiDLGh
as Mirena “is also associated with other established risk factors that are tobe associated

with PTC (e.g., obesity and recent weight gainjl”



Case and adverse event reporfBhe Court next summarized two published case reports,
one from 2010 and one from 2017. Each reviewed the experience of an individual patient who
had used an LNG-based IUD and developed symptoms consistent, or asserted to betconsiste
with 1IH. 1d. at 235;see also idat 228 (reviewing expert testimony on case reports and noting
that except in extremely rare circumstances, these are used to generate hypathises, n
establish causation). The Court further noted that Bayer maintains “advensereperts in its
pharmacovigilance database, has periodically conducted “signal analyses” asra &tid I1H,
and had produced in discovery these reports and a summary ahttéinimnad produced in 2017
to a German regulator. Of the 315 cases of adverse events in Bayer’s databasejaived
women who were obese or overweight and more than 60% were from plaintiffs who had filed
lawsuits after December 2018l1. at 235.

Studies of other LNGhased contraceptive device$he Court next reviewed writings
regarding other contraceptives using LNG. As to combined oral contracefioes ¢ontaining
both estrogen and progestin) and IIH, which contain a substariigher amount of LNG
(some 20 to 30 times more) than does Mirena, five epidemiological studies have been tione. Al
failed to find a causal link; twof plaintiffs’ experts acknowledged the science has largely
disproven a link between IIH and combined oral contraceptidesat 236. As to Norplant, an
LNG-releasing implant in use in the 1990s and early 2000s, there had been case reports of
women who developed IIH while using Norplant; in 1993, these prompted the manufacturer
voluntarily to place language on Norplant’s label disclosing the fact of “reponéipfr
NORPLANT SYSTEM users”; a similar warning remains today on Bayadslle product, an
LNG-based implant not currently marketed in the United Stdtesat 237—-38. But a study

(“Wysowski & Green”) that examined adverse event reports in the FDAabase found the
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data inconclusive. It noted that all women in the database for wirgaght data was available
were either obese or overweight, and because these factors “are related to teaaxofirr
[1IH],” causation of the women’s IIH by Norplant could not be determined, and
“[e]pidemiological research (case control or cohort stydiesild be required to determine if a
causal association between Norplant andlIH] exists.” Id. at 237. No such study of Norplant
(or Jadelle), however, has ever been condudukd.

Overall state of existing researchSummarizing—as the backdrofor plaintiffs’
experts’ reports-the state of research as to whether Mirena can cause IIH, the Court wrote:

The state of research outside of this litigation as to the general causationtpmoposi
here—that using the Mirena IUD can cause a woman to dpvigib—presents a
challenge for an expert witness here who would so testify

As the above review reflects, to date, no prospective experiments have been
undertaken that sought to address that questiam epidemiological studies have
examined that quesin but neither has found such causatiddne such study,
Etminan, has been retracted to the extent thabdtsed on its DPA analysis of
reports in the FAERS databasbad initially found an increased IIH risk among
Mirena users. And the surviving half of the Etminan study (which compared
Mirena with oral contraceptives) did not find any such increased Tikk. other
epidemiological study (Valenzuela) found a correlation between Mirena dse an
[IH. But it found only that.In language that warned againsinflating correlation

with causation, the Valenzuela study emphasized that its finding of such a
correlation “does not indicate” that an LN§ased IUD such as Mirena is an
“independent risk factor” for IIH.Rather, as Valenzuela recognized, alternative
explanations for the correlation between Mirena and IIH are appanertably, the
confounding factors of overweightness and obesity among reprodageve
women. As to the other contraceptive products using LNG, five studies of
combined oral contraceptives have affirmatively found that these products, which
contain notably higher amounts of LNG than Mirena, do not causeAlttl no

study has established a causal link between IIH and Norplant, which alsmedntai
substantially more LNG than Mirena.

In the face of this assembled historical record, with no medical organization or
regulator or peereviewed scientific literature having found that Mirena or any
contraceptive product using LNG is a cause of IIH, an expert witness who would
SO opine as to Mirena necessarily would break new ground in this litigation.

Id. at 238—39.
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Assessments of plaintiffs’ expert withessebhe Court then assessed the reports of
plaintiffs’ seven experts opining that the use of Mirena is a cause of IIH. Nen€purt noted,
reached this conclusion “through an experiment, laboratory work, or a new epidenaiologic
study of his or her owh. Id. at 239.

Instead, four experts—Drs. Moyé, Plunkett, Wheeler, and Fraunfeltered at this
result largely by drawing upon existing sources. “These include the Valestu@japlus,
depending on the witness, some or all of the following: the repudiated portion of the Etminan
study; case reports regarding Mirena; case reports regardingaNioapld other subdural
implants; and Norplarg’warning label. These experts also draw upon a newly available source
of data: the case reports regarding Mirena first added in Ba3@t7 signal investigation, which
was made available to plaintiffs in discoveyo varying degrees, each of these four experts also
articulates a theory as to a biological mechanism by which Mirena mightitidiisdd. at 239.
Examining each’s report separately and at length, the Court found that tleolegy of each
witness fell short oDauberts requirement of methodological reliabilitfsee id at 239-42
(reviewingDaubertcase law)jd. at 242-53Paubertanalysis asa report of Dr. Moyé)id. at
253-63 Daubertanalysis as to report of Dr. Plunkett); at 263—71Daubertanalysis as to
report of Dr. Wheeler)d. at 271-78Qaubertanalysis as to report of Dr. Fraunfelder)

Plaintiffs’ remaining three expert witnesses (Drs. Darney, Johanson, kmeti®awere
predominantly “mechanism” expert3heir reports each developadhesis as to how,
biologically, use of Mirena may cause IIH. The Court found the methodologys# éxperts,
too, to fall short oDauberts standardsSee id at 278-89aubertanalysis as to report of Dr.
Darney);id. at 278—-89[Daubertanalysis as to report of Dr. Johansad)at 289—-305Qaubert

analysis as to report of Dr. Salpietro).
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In light of the exclusion of the generedusation testimony of all of plaintiffs’ expert
witnesses, the Court elected not to resolve plaintiffs’ motions to exclude tilheotes of
Bayer’s responsive general causation experts. Rather, the Court statedpetad that the
litigation, tracking the Perforation MDL, would likely next move to a defenseamddir
summary judgment on the issue of general causation. The Court accordingtyatenie
potentially moot, and without prejudice, plaintifidaubertmotions aimed at Bayer’s general
causation expertdd. at 305.

E. Bayer’'s Present Motion for Summary Judgment

Following theDaubertruling, the Court directed counsel to confer as to next steps in the
case, including whether, as in the Perforation MDL, to proceed to summarygntdgmthe
limited issue of general causation. Dkt. 321. After receiving the parties’ Mdkkis322, the
Court decided on that course and, on November 19, 2018, set a briefing schedule, with Bayer’'s
opening brief in support of summary judgment due in December. Dkt. 325.

The Court recognized that, in the absence of expert evidence, plaintiffs migitagu
plaintiffs in the Perforation MDL had in opposing summary judgment after Judgd’Seibe
adverseDaubertruling—that there habteen admissions by Bayer that established general
causation by Mirena of the condition at issue (here, 1IH). Accordingly, titdseiinformed
briefing, the Court directed plaintiffs’ counsel to file, by December 3, 2018gea fetentifying
the allgged admissions as to general causation, made by Bayer or its experts, on awhiifs pl
intend to rely in opposing summary judgment.” Dkt. 325 (Order of November 19, 2018). The
Court emphasized that plaintiffs’ letter “will not limit the range of matsron which plaintiffs
may rely in their briefing,” but stated its expectation that plaintiffs would “majeodfaith

effort to thoroughly canvas the materials and disclose, with specificitgyttience on which
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they expect to rely in opposing a motion for summary judgmeddt.”On December 3, 2018,
plaintiffs filed such a letter. Dkt. 326.

On December 14, 2018, Bayer filed its motion for summary judgment, Dkt. 328, and, in
support, a memorandum of law, Dkt. 329 (“Bayer Mem.”), the declaration of Paul W. Schmidt,
Dkt. 331 (“Schmidt Decl.”) and accompanying exhibits, and a Rule 56.1 statement, Dkt. 332,
(“Bayer 56.1").

On January 18, 2019, plaintiffs filed a memorandum of law in opposition to Bayer’'s
motion, Dkt. 333"“Pl. Mem.”), an opposition to Bayer’s Rule 56.1 statement and counter
statement of facts, Dkt. 334 (“Pl. 56.1"), and a document styled as a declaration parsuant t
Federal Rule of Civil Procedure 56(d) in opposition to Bayer’s motion for summary gudgm
Dkt. 335.

On February 11, 2019, Bayer submitted a reply memorandum of law in support of its
motion, Dkt. 34Q“Bayer Reply”) an opposition to plaintiffs’ Rule 56.1 statement, Dkt. 341, and
a response to plaintiffs’ Rule 56(d) declaration, Dkt. 342.

Il. Discussion

The Court’s resation of Bayer'sDaubertmotions has left plaintiffs without any expert
testimony as to general causation, to wit, that Mirena can cause llHr Bayefore moves for
summary judgment.

Bayer makes three arguments. First, it argues, summary judgrméme fdefense in a
pharmaceutical product liability case is, categorically, required wherdaingifp lacks expert
evidence as to general causation. Second, it argues, to the extent the case lawdeaahes o
theoretical alternative in which corporate admissions of general causatiambstituge for

expert evidence, plaintiffs lack any such admissions here. Third, Bayer,atguelernative
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non-expert materials on which plaintiffs rely in opposing summary judgmenteverse event
reports;the label on a different contraceptive product, Jadelle; inferences drawn feartifisc
literature largely addressed by plaintiffs’ experts in their excludedtsegbeories of possible
biological mechanisms of causation; and regulatory documents) cannot support adinding
general causation. Bayer argues that, in seeking to base general caustitese onaterials,
plaintiffs improperly seek to substitute the arguments and inferences of ctaurtbel expert
evidence (or corporate admissions) that are required.

Plaintiffs counter with a series of arguments. First, they argue, ¢enasation is not a
required element of the stdtav causes of action on which plaintiffs in this MDL have sued. An
individual plaintiff may prevail as to the elemaritcausation they argue, solely by means of
individual (.e., plaintiff-specific) causation, a subject as to which there has not been discovery.
Second plaintiffs argue, other forms of evidence, taken together, could permissitilg le
factfinder to fird general causation of IIH by Mirena. These building blocks incilldged
admissions by Bayer, components of the witness reports by Bayer's andfplarperts;
portions of the Valenzuela study; adverse event reports; viable theories of &hlolog
mechanism byvhich Mirena might cause IIH; and statements by the FDA. Taken together,
plaintiffs argue, these materials give ris@tmaterial dispute of fact as to general causation.
Fourth, plaintiffs argue, the Court procedurally erred in direqilamtiffs, prior to Bayer’s
filing of its summary judgment motion, informally to identify the purported admissipBaier
on which plaintiffs then anticipated relying. Fifth and finally, plaintiffsroléhat granting
summary judgment to Bayer on the issue of general causation, without any discevmgy ha

been taken as to individual plaintiffs, is unconstitutional—a breach of the Seventh Amendment
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The Court addresses these arguments in &iter first reviewing the governing legal
standards.

A. Applicable Legal Standards

The Court’s review of Bayer’'s motion has been governed by familiar standssds.
movant, Bayer must show, on one or maguired elemestof plaintiffs’ claims, “that there is
no genuine dispute as to any material fact and ftthiatentitled to judgment as a matter afl”
Fed. R. Civ. P. 56(a). The movant bears the burden of demonstrating the absence of a question
of material fact.In making this determination, the Court must view all facts “in the light most
favorable” to plaitiffs, as the non-moving partie€elotex Corp. v. Catretd77 U.S. 317, 323
(1986);see also Holcomb v. lona Clb21 F.3d 130, 132 (2d Cir. 2008).

If the moving party meets its burden, the burden shifts to the nonmoving party to come
forward with specific facts showing that there is a genuine issue for Ariplaintiff must
establish a genuine issue of fact by “citing to particular parts of materitie record.”Fed. R.
Civ. P. 56(c)(1)(A)see also Wright v. Goor®54 F.3d 255, 266 (2d Cir. 2009Vhere a
plaintiff cannot adducproof sufficient to establisn essential element of her claim, there can
be no genuine issue of material fact;dngse a “complete failure of proof concerning an essential
element of the nonmoving party’s case necessarily renders all other factemal.” Celotex
477 U.S. at 322—-23ee also Silver v. City of New Yp8d7 F.2d 1021, 1022 (2d Cir. 1991). A
plaintiff “may not rely on mere speculation or conjecture as to the true nature atthed
overcome a motion for summary judgmenidicks v. Baines593 F.3d 159, 166 (2d Cir. 2010)
(internal quotation marks and citation omitted). “Only disputes owts fhat might affect the
outcome of the suit under the governing law will preclude a grant of summanggatly

Anderson v. Liberty Lobby, Inet77 U.S. 242, 248 (1986). In determining whether there are
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genuine issues of material fact, the Coutt isquired to resolve all ambiguities and draw all
permissible factual inferences in favor of the party against whom summamggatigs sought.™
Johnson v. Killian680 F.3d 234, 236 (2d Cir. 2012) (quotihgrry v. Ashcroft336 F.3d 128,

137 (2d Cir. 2003)).

B. The Requirement ofCompetentEvidence of General Causation

The Court considers first the parties’ dispute whether, as Bayer angdigdaintiffs
contest, a plaintiff in a productisbility case must establish general causation.

It is blackletter law that plaintiff, seeking to prevail ongersonal injury claimmust
show causation, meaning that the defendant’s corfdast the proximate cause of [her
injuries.” Mirena Perforation/SJ202 F. Supp. 3d at 31€ee al®, e.g, In re Bausch & Lomb
Inc. Contact Lens Sol. Prods. Liab. Liti§93 F. Supp. 2d 515, 520 (D.S.C. 2010) (“[C]ausation
is a required element in every products liability casaff)d sub nom. Fernandez-Pineiro v.
Bausch & Lomb, In¢429 F. App’x 249, 252-53 (4th Cir. 201pe( curian); Luttrell v.

Novartis Pharm. Corp.894 F. Supp. 2d 1324, 1340 (E.D. Wash. 2012) (causation required in
products liability case under Washington laMpran v. Pfizer, InG.160 F. Supp. 2d 508, 510—
11 (S.D.N.Y. 2001) (causation required under New Jersey law).

Bayer argues thain order to show causation, plaintiffs must produce evidence of both
“generdl and “specifi¢ causation.Plaintiffs argue that Bayer has failed to articulatdéear
definition of general causation. But the definition, as articulated in numerous pricalitty
cases including the earlier Mirena MOE,straightforward:*General causation is whether a
substance is capable of causing a particular injury or condition in the generatpopuvhile
specific causation is whether a substance caused a particular individuays“inMirena

Perforation/Daubert 169 F. Supp. at 435 (quotiigre Rezulin Prosd. Liab. Litig., 369 F. Supp.
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2d 398, 402 (S.D.N.Y. 2005)3ee alscAmorgianos v. Nat'l R.R. Passenger Co03 F.3d

256, 268 (2d Cir. 2002) (nog that New York law requires plaintiffs to “offer admissible expert
testimony regarding both general causatian, that [product exposure] can cause the type of
ailments from which [plaintiff] claims tousfer; and specific causatione., that [product
exposure] actually caused [plaintiff's] alleged neurological problerise Gen. Motors LLC
Ignition Switch Litig, No. 15 Civ. 1626 (JMF), 2017 WL 6729295, at *7 (S.D.N.Y. Dec. 28,
2017) (“[A]bsent admissible evidence that [a theorized event] has occurred, or couldroccu
real life (that is, evidence of general catisn) there is no basis to opine that it caused a
particular accident (that is, specific causaji”).

Plaintiffs have not adduced any contrary case authamty products liability cases
disclaiming a need to prove general causation. Instead, plaintiffs, noting thiainte af the
individual plaintiffs comprising this MDL arise under state law, fault Béyeassertedly asking
the Court td'graft a federal ‘general causation’ element onto state substantive tort law” that the
pertinent state totaws do not requirePl. Mem. at 2 Plaintiffs are correct that the question
presented is one of state law: Because the cases comprising this MDL aedlmefoourt by
virtue of diversity jurisdictionthe Court“appl[ies] state substantive law and federal procedural
law.” Gasperini v. Ctr. for Humanitie$18 U.S. 415, 427 (1996ee also Zuchowioz United
States 140 F.3d 381, 389 (2d Cir. 1998) (“In seeking to show both componenis fair
causation, plaintiff's reliance on experts must meet the substantive reguoiscof{state]law.”).
But plaintiffs’ portrait of state law as absolving @g@uctshability plaintiff from a need to
establishgeneral causatierthe capacity of thproduct in questioto cause the injury alleged
is simply wrong. Indeed, this same faulty premise was rejected in the immediately prior

Perforation MDL, also involwng products liability claims involving Mirenarisingunder myriad
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states'tortlaws. There, Judge Seibdeld “[ijn a products liability action, plaintiffs must prove
both general and specific causatioblirena Perforation/SJ202 F. Supp. 3d at 308 n.11 (citing
Wells v. SmithKline Beecham Cqrf01 F.3d 375, 377—78 (5th Cir. 2010)), and the Second
Circuit affrmed Indeed, th@laintiffs in the Perforation MDL did not dispute that “proof of
general causation . . . is necessary” to show causation in such a products tiasditg. at
308.

As Bayer has comprehensively demonsttatats submissions to this Court on summary
judgmentall relevantjurisdictions requirssomeevidence of general causation in products

liability cases involving complex products liability (medica) issues> See, e.gEarl v.

2 As an appendix to its submissions in support of its motion for summary judgmenthBayer
supplied citations to hundreds of cases ftheb3 jurisdictionst tallies asmplicated by the
approximately920cases comprising this MDLSeeDkt. 331-1 (“Apgendix”). Bayercites this
authority to support both the argument addressed atiwatgeneral causation is an element of
compkex products liability tortclaims andits argument addressedra, thatgeneral causatioin
such cases requires proof in tbem of expert testimony. The Court has reviewed the cited
authority, which includes cases from state courts and federal courts appdyenpat The
Court is persuaded that every jurisdiction requires a showing of general causatses, like
this one, in whicha plaintiff allegs that the use of a product gave riggough a complex causal
mechanism, to a medical injury or impairmeB8ee, e.gMcClain v. Metabolife Intern., Inc.

401 F.3d 1233, 1239 (11th Cir. 2005) (AlabaniEgker v. Baker Hghes Oilfield Operations,
Inc., No. 3:16€V-00038, 2018 WL 3625834, at *5 (D. Alaska July 30, 2018) (Alagkimyd v.
Pfizer Inc, 198 F. Supp. 2d 1118, 1132 (D. Ariz. 2001) (ArizotNgt’l Bank of Commerce v.
Associated Milk Producers, In@2 F. Supp. 2d 942, 949 (E.D. Ark. 1998) (Arkansa$)] sub
nom Nat'l Bank of Commerce of El Dorado v. Associated Milk Producers,168¢ F.3d 858
(8th Cir. 1999)Nelson v. Matrixx Initiatives, Inc592 F. App’x 591, 592 (9th Cir. 2015)
(California); Norris v. Baxter Healthcare Corp397 F.3d 878, 886 (10th Cir. 2005) (Colorado);
Beyer v. Anchor Insulation Ca®238 F. Supp. 3d 270, 294 (D. Conn. 2017) (ConnectiSagife
v. Astrazeneca LMNo. CIV.A. 06C-04-218SER, 2009 WL 1610575, at *20 (Del. Super. June 9,
2009) (Delaware)Arias v. DynCorp928 F. Supp. 2d 1, 6, 9 (D.D.C. 2013) (District of
Columbia);In re Trasylol Prod. Liab. Litig., MDL-1928, No. 08VD-1928, 2013 WL 1192300,
at *5 (S.D. Fla. Mar. 22, 2018lorida) Siharath v. Sandoz Pharms. Cqrp31 F. Supp. 2d
1347, 1352 (N.D. Ga. 2001) (Georgigprsyth v. Eli Lilly & Ca, No. CIV. 95-00185 ACK,
1998 WL 35152135, at *8 (D. Haw. Jan. 5, 1998) (Hawgigx| v. Cryovac, A Div. of W.R.
Grace Co, 772 P.2d 725, 726 (Idaho Ct. App. 1989) (Idaheyyis v. PDV Am., Inc532 F.
Supp. 2d 1006, 1010 (N.D. Ill 2008) (lllinois},.W. ex rel. Wood v. Textron, In807 F.3d 827,
838 (7th Cir. 2015) (IndianalRanes v. Adams Labs., In¢78 N.W.2d 677, 688 (lowa 2010)
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Cryovag 772 P.2d 725, 726 (Idaho Ct. App. 1989) (“If the product is alleged to be unsafe
because it is toxic, the causation issue turns upon two subsidiary questions: (a)dDidi tioe

... have the capacity to cause the type of harm claimed by the plaint¥agxthe plaintiff's

(lowa); Vanderwerf v. SmithKlineBdeam Corp, 529 F. Supp. 2d 1294, 1306 (D. Kan. 2008)
(Kansas)Hans v. Matrixx Initiatives, IngNo. 3:04€V-540, 2007 WL 2668594, at *3 (W.D.
Ky. Sept. 6, 2007) (KentuckyBurst v. Shell Oil Cg No. 14-109, 2014 WL 3893304, at *2
(E.D. La. Aug. 8, 2014) (Louisiandylillett v. Atl. Richfield Cq No. Civ. A. CV-98-555, 2000
WL 359979, at *13 (Super. Ct. Maine Mar. 2, 2000) (Maisigarman v. Lilesl90 A.3d 344,
353-54 (Ct. App. Md. 2018) (Marylandylilward v. Rust©leum Corp, 820 F.3d 469, 476 (1st
Cir. 2016) (Massachusett§gchaendorf v. Consumers Energy., @909 WL 563904, at *8
(Mich. Ct. App. Mar. 5, 2009) (Michiganiy re Viagra Prods. Liab. Litig 658 F. Supp. 2d 950,
968 (D. Minn. 2009) (Minnesota)Yatts v. Radiator Specialty C®90 So. 2d 143, 151 (Miss.
2008) (Mississippi)Glastetter v. Novartis Pharm. Card07 F. Supp. 2d 1015, 1045 (E.D. Mo.
2000),aff'd, 252 F.3d 986 (8th Cir. 2001) (Missourumbaugh v. Sandoz Pharm. Corp7 F.
Supp. 2d 1153, 1155 n.1 (D. Mont. 1999) (Mard);Barrett v. Rhodia, In¢ 606 F.3d 975, 984
(8th Cir. 2010) (NebraskaJernee v. Kennametal, IndNo. 60653, 2015 WL 134767, at *1
(Nev. Jan. 8, 2015) (Nevad&}rimes v. HoffmamhaRoche, Ing 907 F. Supp. 33, 35 (D.N.H.
1995) (New Hampshire)n re Phenylpropanolamine (PPA2003 WL 22417238, at *20 (N.J.
Super. Ct. Law Div. July 21, 2003) (New Jerséyjstenberg v. Monribqt350 P.3d 1205, 1212
(N.M. Ct. App. 2015) (New MexicoAmorgianos303 F.3d at 268 (New Yorkpunn v. Sandoz
Pharm. Corp, 275 F. Supp. 2d 672, 676 (M.D.N.C. 2003) (North CaroliAayterson v. Hess
Corp., 592 F. Supp. 2d 1174, 1178 (D.N.D. 2009) (North Dakdalentine v. PPG Indus., Inc
821 N.E.2d 580, 588 (Ohio Ct. App. 2004#f'd sub nom., Valentine v. Conra®50 N.E.2d 683
(Ohio 2006) (Ohig)Hollander v. Sandoz Pharm. Coy289 F.3d 1193, 1214 (10th Cir. 2002)
(Oklahoma);Phelps v. Wyeth, Inc938 F. Supp. 2d 1055, 1068 (D. Or. 2013) (Oregdalgo v.
Sandoz Pharm. Corp244 F. Supp. 2d 434, 524-25 (W.D. Pa. 2003) (Pennsylvata@zquez
v. Abbott Labs 901 F. Supp. 2d 279, 293 (D.P.R. 2012) (Puerto Riils v. State Sales, Inc
824 A.2d 461, 468 (R.l. 2003) (Rhode Island)re Bausch & Lomb Inc. Contacts Lens Sol.
Prods. Liab. Litig, 693 F. Supp. 2d at 518 (South Carolifizggyrido v. Team Auto Sales, Inc.
913 N.W. 2d 95 (S.D. 2018) (South Dakotalgoa, Inc. v. McCroskeWo. E2018-0008BC
R3-WC, 2018 WL 5619688, at *2 n.2 (Tenn. Oct. 30, 2018) (Tenneddeeiell Dow Pharm.,
Inc. v. Havner953 S.W.2d 706, 714, 730 (Tex. 1997) (Tex&sjpley v. Forest Labs., IndNo.
1:06-CV00048-TC, 2015 WL 4199739, at *4 (D. Utah July 13, 2015) (UBlajichard v. Eli
Lilly & Co., 207 F. Supp. 2d 308, 314, 322 (D. Vt. 2002) (Vermatd)ars v. NexTecNe.,

LLC, 895 F. Supp. 2d 734, 739 (E.D. Va. 20EHd 533 F. App’x 192 (4th Cir. 2013)
(Virginia); Henricksen v. ConocoPhillips G®&05 F. Supp. 2d 1142, 1177 (E.D. Wash. 2009)
(Washington)Meade v. ParsleyNo. 2:09€V-00388, 2010 WL 4909435, at *5 n.5 (S.D. W.
Va. Nov. 24, 2010) (West Virginiagchultz v. Glidden CpNo. 08-C-919, 2012 WL 968005, at
*2 (E.D. Wis. Mar. 21, 2012pff'd in part, rev'd in part on other grounds sub nom. Schultz v.
Akzo Nobel Paints, LLLZ21 F.3d 426 (7th Cir. 2013) (WisconsiB}ptates of Tobin by Tobin v.
Smithkline Beecham Pharmi64 F. Supp. 2d 1278, 1287 (D. Wyo. 2001) (Wyoming).
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exposure sufficient to produce a toxic effectRgckis v. Johnson & Johnsd8 N.E.3d 445,
461 n.33 (Mass. 2015) (“Medical causation has two components, both of which require expert
opinion evidence . . . general causatian, that the drugancause the injury, and specific
causationi.e., that the druglid cause the injury in this case.” (citikgerlinsky v. SandoZ83 F.
Supp. 2d 236, 240 (D. Mass. 20)); In re New York City Asbestos Litig8 Misc. 3d 460, 473,
11 N.Y.S.3d 416, 426 (N.Y. Sup. Ct. 2015)igia “wellestablished requirement that an expert
opinion on causation set forth a plaintiff’'s exposure to a toxin, that the toxin is eababl
causing the patrticular illness (general causation) and that plaintifixpases to sufficient
levels of the toxin to cause the illness (specific causation)”).

Further, a the assembled case authority reflects, there is good reason for requahing s
proof. As a federal district court in Ohio, supervising a products liability MDL irchvtiie use
of an anti-olesity medication was alleged to cause certain cardiovascular and cerebrovascular
injuries aptly observed, proof of general causation plays a vital role in compleswdaere the
capacity of a product to cause a species of injury is not intuitively obviahere the causation
inquiry “is more complicated because the injuries themselves are usuallymediately
obvious and the connection between exposure and injury is not a matter of common sense or
everyday experience.Iln re Meridia Prods. Liab. Litig 328 F. Supp. 2d 791, 798 (N.D. Ohio
2004). To assure reliable outcomigsa circumstance where the origins of an injury are not
obvious or within the scope of a lay juror’s everyday experience, and to avoidckttietigiries
would equate correlatiofthe fact that a given plaintiff used a product and developed injuries)
with causation, it is imperative that tfeetfinderbe presented evidence that greductwas

capable of causintie injury of which a plaintiff complains.
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Tellingly, plaintiffs bold present clainthat the law does not require proof of general
causation in cases such as thisf recentvintage. Plaintiffs onlynadethatargument after the
Court, inits October 201®aubertdecision excludedplaintiffs’ proposed expert witnesses on
general causatioas unreliable Plaintiffs earlier had effectively acknowledged the opposite.
When plaintiffs askethe JPML to consolidate the pending cases in an MDLexamplethey
statecthat thefoundationaissue 6 general causation was common to all member caseshat
this common issue supported consolidation of these cases for pretrial proce8eiedkt. 331-

2 (PI. Mot. for Transfrat 7 fioting thatplaintiffs all alleged that theifinjuries were causedy
levonorgestrel released from the Mirena LINGS through the exact same mechanism of action”
andrepresentingthere are common questions of science that will be presented in each of these
cases”).Heeding this pointhe JPML determined that “[i]ssuesncerninggeneral causation

the background science, and Mirena’s labeling and regulatory history wigtctds the alleged
injury will be common to all actions.” DKL at 4. Later, after consolidation, plaintiffs’ counsel,

in a letter to thiCourt, “agree[d] that ‘general causation’ refers to the question of whether or not
Mirena can cause [IIH].” Dk©6 at 2. It was lased orthe JPML’sguidance and the parties’
identification of general causation as a gating iskaghe Court, as notegyrioritized fact and

expert discovery, anQaubertlitigation, on this issueBefore the advers@aubertruling,

plaintiffs had never suggestétht it was unnecessary to show general causation

The Court holds, thereforthat towithstand Bayer’s motion for summary judgment,
plaintiffs must produce adssible evidence fromvhich ajury couldreliably concludethat
Mirena is capable of causing IIH.

Finally, asto this point, the Courejects arargument by plaintiff¢hat is tantamount to a

claim that poof of general causation is unnecessdriaintiffs argue thaBayer’'s motion for
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summary judgment is prematuvecause, although discovery as to general causation is closed,
there has not yet been discovasyto thandividualizedcircumstances of thapproximately 920
plaintiffs. Plaintiffs represent thdfm]any Plaintiffs have had their own doctors determine,
through differential diagnosis, that the Mirena was the cause of their intedrgpertension
and that other plaintiffs could obtain expeitness testimony of the samePl. Mem. at 18.
The premiss of thisargument aréhat (1) general causation is not an element of plaintiffs’
claims and (2) the causation element could be established through the testimony of an individual
patient’sphysicianto the effecthat, after excluding other potential causes for IIH symptoms, the
doctorwas left with the conclusion that the patient’s Mirena use must be the cause.

There is of course a proper place for testimony about the causesdhaaual
plaintiff’s symptoms That is the essence of thpecific causatiomaquiry undertaken if there is
competent evidence of general causation. But plaintiffshbré to erase thteresholdgeneral
causation requiremerd at odds with the uniform holdings of tbases canvassattove that
general and specific causation present separate inqaineéshat in complex medical products
liability cases, the cause of an individual plaintiff's injuries is proper&ched only where a
plaintiff can firstadduce ompetent evidencinat the product is capable of causingdbedition
at issue.See, e.gNorris v. Baxter Healthcare Corp397 F.3d 878, 887 (10th Cir. 2005) (“In
concluding that Plaintiff’'s systemic injuries were a result of her siliconesbiraalats,
Plaintiff's experts attempted to demonstrate specific causation without finstdérating
general causation . . .. [A]t best, silicaassociated connective tissue disease is an untested
hypothesis . . . Therefore, there is no scientific bakis any expert testimony as to its specific
presence in Plaintiff.”)in re Rezulin441 F. Supp. at 578 (“[E]vidence of specific causation is

irrelevant without evidence of general causation.” (ciRRuggiero v. WarnetLambert Cao.424
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F.3d 249, 251 n.1 (2d Cir. 2005Mrena Perforation/Daubert169 F. Supp. at 436 n.29 (“[A]
specific causation opinion must be based on a reliable general causation opinion . s. in case
involving [medical] devices.”)Soldo v. Sandoz Pharmas. Corp44 F. Supp. 2d 434, 525
(W.D. Pa. 2003) (“If plaintiff has not demonstrated sufficiently reliable evelehgeneral
causation, her claims fail and there is no need to congi@eificcausation.”)jn re General
Motors LLG 2017 WL 6729295, at *7 (“[A]bsent evidence of . . . general causation[] there is no
basis to opine . . . [on] specific causation[].Blaintiffs may not eludéhe general causation
requiremenby proposing to use a physician’s “differential diagnosis” of the individual patient as
a general causationilsstitute. Nor could such a physician’s opinion, based on an examination of
a patient, qualify aa reliable judgment, consistent wilaubert of the capacity othe product
in question (here, Mirena) to cause the condition in question (heg)ye,SeeSoldqg 244 F. Supp.
at 525 ({T]he requirement of general causation as an aspect of a scientifedalhje causation
opinion is the very essence@aubert” and the opinion of glaintiff’'s physician based on a
differential diagnosis of that plaintjfthat amedical product caused the plaintiff's injuries,
simply “cannot [be] reliabl[e]).

C. The Evidence That Plaintiffs Claim Can EstablishGeneral Causation

The Court accordingly turns to considenether, with plaintiffs’ expert testimony on
generacausation having been excluded as unreliable ubdebert the evidence that plaintiffs
have mustered is sufficient to establish general causation. At the threshold, theoGsidiers
whether, as Bayer argues, a plaintiff is required to estaiptisbral causatiom a medical
products liability case such as thisough expert testimongy whether, a plaintiffs argue,
alternativeforms ofevidencefor example, a corporate admissioan establiskyeneral

causation The Court dclinesto holdthat expert testimony is categorically requiréiche Court
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thereforeconsiders whether the alternative evidetocerhich paintiffs pointhere is sufficient to
establish general causation. In considering these questions, the Cdadfid that thesera
guestions of state law. As the Second Circuit emphasized in upholding the entry of gummar
judgment in the Mirena Perforation MDL, “state law controls on the question of wiiagheei is
necessary to prove an element of a state law claim, such as general causatokitena IUD
Prods. Liab. Litig, 713 F. App’x 11, 15 (2d Cir. 2017).

1. Is Expert Testimony Required to Establish General Causation?

Bayer arguethat expert testimony iggallyrequiredto prove general causation in
medical products liability cases such as this, and therefore, here, thah Mipable of
causingllH. Thus Bayer arguedecause th€ourt has excluded plaintiffs’ proposgeneral
causation experishe Court mat entersummary judgmerfor the defensePlaintiffs respond
that thelaw does not rigidly require proof general causatidoy expert testimonyAnd here,
plaintiffs argue generakcausatiorcan be establishatirough a collection of lay evidence. This
largely consist®f itemson which plaintiffs’ excluded>gerts reliedinferences drawn from
scientific literaturgle.g, theValenzuela study the labelusedon a differenLNG-based
contraceptive product, Jadeligverse event report$ieories of posslb biological mechanisms
of causation; and regulatory documents.

There ismuchforce to Bayer’'s argumentt is well established that “expert testimony is
required to establish causation” where the issue of causation is “beyond the knowlegge of
jurors.” Wills v. Amerada Hess Cor@B79 F.3d 32, 46 (2d Cir. 2004). Other courts, surveying
the law of the 5Btates and territoriebave concluded that each jurisdiction typicaliiheres to
this principle. See e.g, Mirena Perforation/SJ202 F. Supp. at 316[&] Il jurisdictions” require

expert testimony on issues “outside the realm of common knowledgxpadence ba lay

25



juror.”); In re Lipitor Mktg., Sales Practices & Prod. Liab. Liti@27 F. Supp. 3d 452, 469
(D.S.C. 2017) (“While the specific language used by couriestar some degree, all
jurisdictions require expert testimony at least wheeeisbues are medically complex and
outside common knowledge and lay experiencé”)at 4697 (collecting cases).

To be surecourts have applied this principle with sensitivity to the precise circumstance
at hand. As a general propositiexpert estimony is nogenerally required in todases where
a lay juror can “infer causation from common knowledge and lay experience’—sutieas w
there is “an immediate onset of symptoms that naturally follow from an accidenbmpéete
lack of any other gssible cause.’In re Lipitor Litig., 227 F. Supp. 3d at 473ee also, e.g.
Galloway v. Home Concrete Const24 F. App’x 865, 872 (4th Cir. 2013) (Maryland law does
not require plaintiff to prove causation by expert evidence “when she drank from asspuigot
developed chemical burns in her mouth immediately thereafter”).

However as Judge Seibel observed in the preceding Mirena &ierallyin products
liability case involving complex causation issues, including cases involving pharmaceuticals or
medical devices''to establish causation, plaintiffs must offer admissible expert testimony
regarding both general causation and specific causatibfiréna Perforation/SJ202 F. Supp.
3d at 310 (quotindhmorgianos 303 F.3d at 268) (internal alterations omittedihere are many
holdings in accordSeeg e.g, Barnes v. Andersqr202 F.3d 150, 159 (2d Cir. 1999)K]xpert
medical opinion evidence is usually required to show the cause of an injury or diseasebec
the medical effect on the human system of the infliction or injuries is generalljithin the
sphere of the common knowledge of the lay person.” (internal alterations and quotaken ma
omitted)} McClain v. Metabolife Int’l, Ing.401 F.3d 1233, 1237 (11th Cir. 2005) (holding that

“[p]laintiffs must prove the toxicity of [a product] and that it had a toxic eféecthem causing
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the injuries that thy suffered,” and that “[t]his type of proof reges expert testimony.’Jn re

Baycol Prods. Litig.321 F. Supp. 2d 1118, 1126 (D. Minn. 2004RJersonal injury cases

involving pharmaceuticals, toxins or medical devices involve complex questions ofimedic

causation beyond the understanding of a lrg@n.”) Hughes v. Stryker Sales Carplo. 08

Civ. 655, 2010 WL 1961051, at *5 (S.D. Ala. May 13, 2010) (“In the typical cases involving a

complex medical device, the absence of expert testimony would force a jury te @mgag

speculation and conjecture on issues of defect and causation. . . . Therefore, courtg routinel

require expert testimony in such mattersiells v. SmithKline Beecham CqriNo. A-06-CA-

126-LY, 2009 WL 564303, at *5 (W.D. Tex. Feb. 18, 2009) (“Evidence of general causation in a

drug case must be established through expert testimoatff'd)), 601 F.3d 375 (5th Cir. 2010).
Summary judgmenis therefore commonlgrantedfor the defense in pharmaceutical

product liability or toxic tort cases where plaintiffs failadducereliableexpert testimony

establising general causationSee, e.gC.W. ex rel. Wood v. Textron, In807 F.3d 827, 838

(7th Cir. 2015) (“With no experts to prove causation . . . the appellants cannot prove their toxic-

tort case . . . [and] summary judgment was propdn”)e Denture Cream Prod. Liab. Litig.

204 F. Supp. 3d 1348, 1352 (S.D. Fla. 2016) (“As the Court found the general causation expert

reports submitted by the other MDL Plaintiffs inadequate iDasbertOrder . . [r]Jemaining

Plaintiffs have &iled to prove general causation. Thus, . .. summary judgment is appropriate.”);

In re Viagra Prods. Liab. Litig.658 F. Supp. 2d 950, 956 (D. Minn. 2009) (“[A]bsent an

admissible general causatixpert]opinion, Plaintiffs’ claims necessarily fail and

[defendant’s] motion for summary judgment must be granteldh. e Rezulin Prod. Liab. itig.,

441 F. Supp. 2d 567, 579 (S.D.N.Y. 2006) (“[P]laintiffs therefore have failed to provide

admissible evidence of general or specific causation of silent liver injurhoM¥ the necessary
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and admissible expert evidence, there is no genuine issn&tefial fact as to causation, and
summary judgment is appropriate.”Jhis Court is unaware of any complex medical liability
case in which, in the absence of expert evidence as to general causation, dsptdamifhas
been sustained as viable.

In the end, bwever courts—including, controlling here, the Second Circuttave left
openthe possibility thatevenin cases involving complessues of whether a medical problem
was the cause of a physical injulyy evidence coulgossiblysubstitute foexpert testimony
Such cases have given as an example ofexpert proof that could potentially establish general
causation a corporate defendamtgpressadmission that its produetas capable afausng the
condition at issueSee In re Mirena IUD ods. Liab. Litig, 713F. App’x at15 (“We need not
reach the question of whether party admissions could ever substitute for estpadrtg.”); In
re Lipitor Mktg., Sales Practices & Prods. Liab. Litig. (No. [I) MDL 25892 F.3d 624, 647
(4th Cir. 2018)“In re Lipitor”) (“There may be cases involving complex issues in which a party
admission standing alone can suffice to avoid summary judginent

The Court has no occasion here to push this doctrinal envelope. For purposes of this
decision, the Court assumagjuendg following the Second Circuit’s leathat it is possible for
general causation in complex medical products liability cases to be estdliisier thamby
expert evidence And, insofar as plaintiffs e (althoughsuggestingptherwise) do not identify
any admission by Bayer that Mirena use is a cause of IIH, the Courtrfasuemesrguendo
thatother forms ofay evidencecould in theory establish general causation. The Court therefore
turns to conisler whether the particular evidence offered by plairtHfifisuch of which the Court

addressed in itBaubertdecisior—is, consilered separately or together, equeathattask
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2. PreviouslyExcluded Testimony from Plaintiffs’ Proposed Expert
WitnessesRegardingthe Cause of IIH

Plaintiffs firstproposethatalthoughthe Court has excluded their expert witnesses as to
general causation and althougio definitive mechanism for PTC/IIH has been establishied,
Mem. at 37, they can draw on aspects of their proposed exgertstedtestimony to “establish
‘pieces of the larger specific causation puzzle.” PIl. Mem. at 27 (qubarguson v. Riverside
Sch. Dist. No. 418No. CS-00-0097-FVS, 2002 WL 34355958, at *3 (E.D. Wash. Feb.6, 2002)
(internal alteration omitted))Plaintiffs urge that a lay factfinder could, by connecting snippets
of this excludecdexperttestimony,concludethat Mirena is a cause of lIH5pecifically, plaintiffs
propose to resurrect aspects of the expert reports of (1) Dr.d@uakharmacologist and
toxicologist, regarding the pharmacokinetics of LNG; (2) Dr. DarapyQB/GYN, r@rising the
majority ofhis pharmacology and pharmacokinetics opinions; (3) Dr. Johanson, a neuroscientist,
regarding cerebrospinal fluid regulation and the interactions of hormones elethant regions
of the brain; and (4) “non-disclosed experts from whom th[e] Court sought background
knowledge on these matters on ScieDeg.” Pl. Mem.at 26-27. Components of this proposed
testimony plairtiffs urge, arenotsignificantlydisputed Plaintiffs assert that a jury could find
general causation by connecting and extrapolating from the disparatsipom@atproposes to
extract fromthis excluded expertestimony

The Court, howevehas excluded as unreliable plaintiffs’ general causation witnesses
The Court did not carve out, and haldmissible snippets of theeexperts’proposed testimony.
And, even assumingrguendahat varousscientific propositionsestledwithin plaintiffs’
experts’reports wee, largely, scientifically uncontested, the Court did not holdthesestray
propositions could be revived as fodder from which a lay jury could speculate abaolarmed

theay of general causation. Yet plaintiffs, having failed to put forwaldble expert testimony
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consistent wittDaubert now propose just that. They propose to put shards of its various
experts’ reportdefore the juryto serve as the basis f@alay conclusion as to a highly complex
proposition of general causatias to which no expert has yet reliablyined.

Thisendrun around Rule 702—and thidourt’s Daubertruling—is unsustainable. Even
assuming thasome species of lay evidence (eag.gexplicit corporate admission that its product
is a cause of a disegsmuld theoretically establish general causation, the propositerethat
plaintiffs propose to use as building blocks for a lay finding as to Miseregdacityto cause IIH
are conplex, scientificin nature, and highliechnical. Theyatentlyrequire expertise to decode
and apply. Unguided lay judgments about pharmacokinetics and neuroscience have no place
under Rule 702Seg e.g, Wills v. Amerada Hess Cor@879 F.3d 32, 46 (2d Cir. 2004) (“As we
have noted, the causal link between exposure to toxins and other behavior and squamous cell
carcinoma is sufficiently beyond the knowledge of the lay juror that etgstimony is required
to establish causation(€iting Claar v. BurlingtonN. R. Co, 29 F.3d 499, 504 (9th Cir. 199%))
Schudel v. Gen. Elec. C&5 F. App’x 481, 484 (9th Cir. 2002) (“Because [plaintiff's] injuries
involved obscure medical factors and laypeople could not determine the injuries’ didnasg w
resorting to speculation or conjecture, expert testimony was requireditisgkstausation.})
Beyer v. Anchor Insulation Ca®238 F. Supp. 3d 270, 294 (D. Conn. 2017) (“Cases involving
pharmaceuticals, toxins or medical devices involve complex questions of medailiaa
beyond the understanding of a lay person,’ and thus expert testimony is requiredag(bpuici
Baycol ProdsLitig., 321 F. Supp. 2d 1118, 1126 (D. Minn. 2004) (internal alterations
omitted)); Lasley v. Georgetown Unj\688 A.2d 1381, 1384 (D.C. 1997) (“Our rule for

medically complicated cases is that proof of causation requires medical opstiamony.”).
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Simply put, gury’s role is notto engage in impermissible “scientific guessworigolod v. La
Roche 964 F. Supp. 841, 861 (S.D.N.Y. 1997).

This conclusion followsspeciallyclearly here, wherplaintiffs’ earlierattempts to
formulatea reliableexpertconclusion as to general causattvawing on theseame(and other)
propositionswere rejected by the Court afepainstaking reviefinding serious shortcomings
in each expert’snethodology. At roofplaintiffs seek toexhume excluded testimony of an
intrinsically expert natur@nd to invite day jury to derive from it the very proposition that the
Court precluded plaintiffséxpertsfrom offering. The Federal Rules of Evidence do not afford
any charter for such a venture.

Plaintiffs’ bid toestablishlgeneral causation by mixing and matching from the reports of
their excluded expis instead iproperly viewed assub silentig a backdoor means to revive the
excluded expert analyses themselviesits Daubertdecision, the Court found thplaintiffs’
proposedexpertsnotwithstanding their qudications intheir respective fielsl did notarticulate
amethodologically rigorous aneliable theory of how Mirena causkH. The Court so held
after performing the role th&taubert applying Rule 702, envisioned for a trial cotiotserve as
a “gatekeep[er]’ charged witlensuring that an expert’s testimony both rests on a reliable
foundation and is relevant to the task at hariddubert 509 U.S. at 597. Notably, various of
theseexcluded witnessgzoposed to find general causation basedamtatenang scientific
propositions—precisely the exercise plaintiffs n@uggest that a jury conduct.

Plaintiffs’ notion that a jury examine and draw conclusions from subsets of excluded
expert testimony is all the more problematic in that the testirmarnyhichplaintiffs now rely
largely concerns biological mechanssioy which Mirenatheoreticallymight cause IIH.This

includes Dr. Plunkett's and Dr. Darney’s pharmacology and pharmacokinetics opmibbs. a
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Johanson’s opinions regarding cerebrospinal fluid regulation and the interactions of tsimone
the relevant regions of the brain. Pl. Mem. at 26-2i& hard to imaginéopics and disciplines

as to wich a lay jury would be more in need of reliable expert guidance before it coalalyeli
“find[] general causation more likely than nolti' re Mireng 713 F. App’x at 16.

One example illustrates the poirRlaintiffs envision puting before the jury portions of
the opinion of Dr. Plunketis to he pharmacokinetics of LNG. The Cobassummarzedthis
testimony, including a®llows:

Dr. Plunkett discusses the difference between “free” LNG and total LNG. She

asserts that free LNG levels should be used to access a’gaéirpbsure and

response to the hormond&.he vast majorityof LNG in the blood stream is not

“free” floating. Instead, she states, upwards of 98% of LNG is bound to plasma

proteins (specifically aloumin and a carrier protein called steroid hormodmgi

globulin). However, she states, LNG's effects are notegally created by such
bound LNG. Rather, they are created by “free” LNG activating nuclear hormone
receptors.
Mirena lIH/Daubert 341 F. Supp. 3d at 254r. Plunketf the Court notedhlsoobservedhat
LNG “is a progestin, which mimics the effectsppbgesterone. She obsertbdt, relative to

other progestins, LNG is androgenic, meaning that it can bind with androgptorsteld. In

articulating an adrogenic theory of causatidrhowever, Dr. Plunkett notetiat discerning the

3 Plaintiffs’ mechanism experts did not agree among themselves as to thenisiechy which

the LNG in Mirena purportedly causes IIH. Although not offered as a mecharzent, Dr.

Plunkett embraced the “androgen theory” of how LNG might causeMirena IIH/Daubert

341 F. Supp. 3d at 256. This theory “posits that LNG causes an increased sodium ion and water
flow into the central gpal fluid, thereby increasing CSF pressuréd’ at 256 n.37. Dr.

Johanson, one of plaintiffs’ proposed mechanism experts and a proponent of the androgen
theory, elaborated on this theory. He posited that

(1) IH is caused by an overproduction of CSF; (2) the choroid plexus produces
CSF through a sodium mechanism; (3) the sodium mechanism that produces CSF
is triggered by androgens binding to androgen receptors in the choroid plexus; and
(4) LNG binds to those same androgen receptors, triggeringuie mechanism.
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mechanisnaccounting for the positégharmacological and toxicological effects of progestins
like LNG is extremely complicated.td. Plaintiffs’ proposal to put dafaotentiallyrelevant to
this “extremely complicated” scientific inquiry before a jury in the absence ofabtelexpert
opinion, and to ask the jury to reach a conclu&iom it as to general causatids,an nvitation

to speculation, mischief, and error. It disserves the foiorgdtgoal of the Federal Rules of
Evidence: “ascertaining the truth and securing a just determination.” FedidR1&2.

A final nonstarter is plaintiffsproposal to uséestimonyat trial from theirScience Day
expertsas a basis for a finding of general causati@onsistent with common practice in MDLs
implicating complex medical issuebgetCourtset asidé\pril 9, 2018, prior to argument on the
Daubertmotions, as a day on whiggientistsother than the partiesegeral causation experts
could give the Court a tutorial on background scientifiocepts These included the nature and

historyof thellH diseasethe chemistry oENG and its use in various contraceptives, and the

Id. at 293. In contrast, Dr. Salpietro, another proposed mechanism expert, declined te embra
this theory.Id. at 301; Dkt. 167-12 Galpietro Dep). at 474(“There may be several
mechanisms involved in the androgenicity of Mirena, but | am not in the position [toyotfex

proper opinion [about Dr. Johanson’s androgen theory] because | should read much more about

this.”). Dr. Salpietro posited a different causal chain:

[M] any cases of IIH were related to the primary event of raised CSF pressure, and
that this increase in pressure is caused by derangements in transportaf/tdect

like sodium (Na+) or potassium (K+). ... [Dr. Salpiestdtes: Activation of the
chowid plexus MRs and their downstream pathways more likely than not
stimulates the generation of Na+ (sodiuf+ (potassium)ATPase pumps,
leading to greater movement of sodium ions at the choroid plexus epithelial cells
(CPEC) apical membrane into the cerebral ventricles, thereby actively creating an
osmotic gradient to drive secretion of CSF.

Id. at 213. The Court noted that, although Dr. Salpietro’s proposed mechanism “has smilariti
to the model that Dr. Johanson proposed, . . . the driver of this mechanism as posited by Dr.
Salpietro is MR activation, not androgen receptor activation as posited by Disdolidd. at
298.
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history and operation of the MirendD. Dkt. 250 (March 30, 2018 Ordef)1 As directed by
the Court, tle tutorial by these scientispointedly avoided issues of general causati®eed.
{ 2. Even if thee tutorialshad been admissibfethese tutorialsvould therefore not have any
bearing on that issue. To the extent that plaimiéf& envision these scientists addressing
general causatioat trial, the deadline for disclosing general causation experts expired in 2017,
pursuant tadhe schedule set bige Court for resolving, at the threshold, whether there was
competent evidence of general causatiSeeDkt. 118 (“[T]he ongoing phase of discovery
relating to general causation is intended to capture all gerershtion discovery. The Court
agrees wh counsel that, if plaintiff§ail to adduce evidence as to general causation sufficient to
withstand the defense’s anticipatedubertmotion, plaintiffs willnot be permitted to come
forward with additional evidence asdgeneral causation.”).
3. The Testimony ofBayer’s Proposed Expert Witnesses

Plaintiffs nextargue thatadmission% by Bayer's own experten general causatien
each of whom opined that existing studies and dateotisupply a reliable basis on which to
find Mirena’s capacity toause [IH—cansatisfy their causation burden. Plaintifisst argue
that Bayer’s experts provideadmissible expert testimony on the methodology that a jury would
use to assess ‘geral causatiofi, to wit, the BradfordHill methodology which several of
plaintiffs’ excluded experts purported to apply. Pl. Mem. at 29. As the Court has reviewed,
Bradford Hill is amethodological toolised bysomeepidemiologists to distinguish between
causal and merely associative relatiopshiSeeMirena lIH/Daubert 341 F. Supp. 3d at 242—

43. Plaintiffsargue that Bayer’s expert&dtimony identifyinghese methodological criteria

4 By agreement of the parties and Court orderptréies’ presentations on Science Dagre
inadmissible March 30, 201®rder | 3.
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gives the juryall it need[s] to evaluate ‘genersdusation.” Pl. Mem. at 29. |&ntiffs further
arguethat staéments made bgayer’'s expert, Dr. Robert Langadmitthat Mirena can cause
IIH. The Court addresses these ostensible admissions in turn.
a. BradfordHill Factors

Plaintiffs argue that they can uiee testimony oBaye’s proposed experts to put before
the jurythe factorsof whichthe BradfordHill epidemiologicainquiry consistsand thereafter
task the jury withapplying and weiglng those factors. The Couras summaridthe Bradford
Hill inquiry as follows:

The Bradford Hill criteria derive from a 1965 lecture by a British epidemiologist
and statistician, Sir Austin Bradford Hill. SeeDavid E. BernsteinThe
Admissibility of Scientific Evidence After Daubert v. Merrell Dow
Pharmaceuticals, In¢.15 Cardozo L. Rev2139, 2167 (1994('In a celebrated
lecture in 1965, Sir Austin Bradford Hill proposed nine criteria to aid scientists in
deciding whether a reported association in an epidemiological study is.Qausal
“The Bradford Hill criteria are metrics that epidemiologists use to distinguish a
causal connection from a mere associationfh re Zoloft (Sertraline
Hydrochloride) Prods. Liab. Litig.858 F.3d 787, 796—800 (3d Cir. 2017]J]hese
criteria “start with an association demonstrated by epidemiology amdaibply”
eight or nine criteria to determine whether that association is cdusa.Breast
Implant Litig, 11 F. Supp. 2d 1217, 1234 (D. Colo. 1998).

Mirena lIH/Daubert 341 F. Supp. 3d at 242. There are nine Bradftilictriteria.®

5 These are:

Statistical Association [alternatively referred to as “Strength of Associabn”].
There must be some degree of statistical association between a cause . its ef
A strong association (large in magnitude) is more likelgfesent causation than

a weak association (small in magnitude).

Temporality. A cause must precede its effect. Strength in temporality, such as
when a cause immediately precedegiftsct, supports an inference of causation.

Biological Plausibility . . . A cause and effect relationship between exposure and

disease should be biologically plausible with other information about the disease
or harm.
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Plaintiffs’ suggestiorthat they can satisfy theaurdento showgeneralcausatiorby
identifying the BradfordHill criteria for the juryandtheninviting the jury toassesdyalance and
apply trese factorsnisunderstande Bradford Hillmethodology. Te Bradfod Hill factors
are the province of epidemiologists. héfereliably applied by a qualified epidemiologigiey
may support an expert opinion thatausal relationshipxists between statistically correlated
phenomenasSee In re Zoloft858 F.3d at 795 The Bradford Hill criteria are metrics that
epidemiologists use to distinguish a causal connection from a mere associabom s the
case law reflect8radford Hill, like othemulti-factorepidemiological inquiries, is not a mere
box-checking exarise Sophisticated judgmenitsstead must be made about the existence and
probative value of each constituesaientificfactor and itgelationshipto the others. The case
law addressing Bradford Hill underscores the considerable risk (inherambultifactor

inquiry) that this methodology will be misapplieat applied strategically to favor a

Coherence. A cause and effect relationship between exposure and disease should
be . . . consistent with other information about the disease or harm.

DoseResponse Effect.Causation is more likely if greater amounts of the putative
cause are associated with corresponding increases in the occurrence of disease or
harm.

Consistency. When similar findigs are generated by several epidemiological
studies involving various investigators, causation tends to be supported.

Analogy. Substantiation of relationships similar to the putative causal relationship
increases the likelihood of causation.

Experimental Evidence. Causation is more likely if removing the exposure in a
population results in a decrease in the occurrence of disease or harm.

Specificity. When there is but a single putative cause for the disease or harm,
causation is supported.

341 F. Supp. 3d at 242 (internal footnotes and citations omitted).
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predetermined outcomes the Court therefore notea its Daubertdecision, vinere an expert
fails to rigorously explain how he or she has found@eighted the Bradford Hill criteria, the
criteria are rendered “virtually standardless and their applications micufz problem can
prove unacceptably manipulable. Rather than advancing the search for truthethibkee fl
methodologies may serve as vehicles to support a desired conclusiioaria IIH/Daubert 341
F. Supp. 3d at 247.

As a result, even whahe Bradford Hill factors arassessd by anexpertepidemiologist
courts insist that the expert’s applicatiminthesefactors itself be “reliable according to the
principles articulated iDaubert” In re Zoloft 858 F.3d at 79Geeid. (“An expert can
theoretically assign the most weight tdyoa few factors, or draw conclusions about one factor
based on a particular combination of evidence. The specific way an expert cauthcs
analysis mushbe reliable; all of the relevant evidence must be gathered, and the assessment or
weighing of hat evidence must not be arbitrary, but must itself be basetethods of science.”
(internal quotation marks omitted)

The Third Circuit has emphasized the need for such methodological figmensure
that the Bradford Hill/weight of the evidencateria is truly a methodology, rather than a mere
conclusion-oriented selection process . . . there must be a scientific methodhaingdtuat is
used and explained.Ih re Zoloft 858 F.3d at 79@r{ternalquotation marks omittedMagistrini
V. One Hour Martinizing Dry Cleanind.80 F. Supp. 2d 584, 607 (D.N.J. 2009me) aff'd, 68
F. App’x 356 (3d Cir. 2003). So, tobasthe First Circuit It has required thai) analyzing the
BradfordHill factors, the expert must employ “the ‘same leveintéllectual rigor’ that he
employs in his academic workMilward v. Acuity Specialty Prods. Grpnc., 639 F.3d 11, 26

(1st Cir. 2011) (quotingkumho Tire Co., Ltd..\Carmichael 526 U.S. 137, 152 (1999)In her
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Daubertdecisionin the earlier Miraa MDL, Judge Seibel similarly emphasized the need for
rigorous methodologin applyingthe BradfordHill criteria, lestthe expert use the criteria
“reverseenginee]] a theory to fit the desired outcomeMirena Perforation/Daubert169 F.
Supp. 3d at 430.

This Court’'sDaubertdecision inthis MDL, too,canvassed theniform case lawcalling
for analyticallydisciplinedapplications of Bradford HillSee, e.g341 F. Supp. 3d at 247 he
Court then excluded the testimony ofdof plaintiffs’ proposed expert withesse®+s. Moye,
Plunkett, and Wheeler—whose opinions as to general causation wholly or partly vest@ibas
Bradford Hill. These expest reports, the Court explained, had errantly assessed individual
Bradford Hill factors and alsther interplay, and hadhereby deviateffom rigorous scientific
methodology.Theseexperts’problematic applicationsf the Bradford Hill criterissupply an
excellent illustration ofhe capacity thathesecriteriahavefor beingunreliably appliedthe need
for theminsteado be appliedvith scholarlycare and the patent guitability of plaintiffs’
proposal that the application of the nBiadfordHill factorsbe delegated to lay jurors.

Dr. Moyé, for instance, purported to apply BedfordHill factors and foundexplicitly
or implicitly, that eaclof the nine was satisfiedOn that basis, he opined th&e of the Mirena
IUD can cause lIHSeed. at 243—-47. But, the Court explain@i, Moyé’s assessment tife
factors was “flawed by serious methodological deficienciéd.’at 247. These includédn
unweighted and unmoored application of the nine Bradford Hill factors, a failure to gonside
known contrary evidence, a contravention of principles whictMoagé has acknowledged
should guide an epidemiologist’s inquiry, a selective use of case report dataph lac
gualification to opine on biological mechanisms by which Mirena might causent-Hha

citation of the Valenzuela study for propositions that it did not’find.
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As for Dr. Plunkett, sheeviewed each factor iisolation and “opine[dpr (where unable
or unwilling expressly tosstate) impligd] that each habeen satisfied.ld. at 257-58. But she
failed to “explain the weights she places on the various Bradford Hill factois diaplayeda
“methodological lack of rigor” in her treatment of individual factoié. at 260. Among other
deficienciesDr. Plunkett reliedon the Etminan 2015 study to support her finding of a significant
statistical association between Mirena usage andniditlvithstandinddr. Etminans explicit
repudiation othekey findings of his study. And Dr. Plunkett found the factor of analogy met by
likening Mirena to Norplant, notwithstanding that Norplandifferent contraceptive device, has
not been shown to cause IIHd. at 258-60.

Dr. Wheeler too, opiredthata Bradford Hill analysis revealed that Mirena causes IIH
To support his application of the Bradford Hiliteria, Dr. Wheeler relied principally on “(1) a
dataset of 115 case reports drawn from Bayer’s 2015 signal investigation in wieclispatere
diagnosed with IIH after having had Mirena inserted, and (2) the Valenzudia’std. at 263.
Dr. Wheele's application of Bradford Hilsuffered from similar flaw$o those of Drs. Moyé and
Plunkett, plus flaws unique to his analysis. Most significantly, Dr. Wheelse of Bradford
Hill was “fatally compromised, at the threshold, by a concession heanhhedeposition”: that
“there is no statistical association between Mirena and IIH."at 265. As Dr. Wheeler
admitted the Valenzuela study, “the only study in which an epidemiological relationship
between LNG and IIH was demonstrated and not later withdrawn . . . does not provide evidence
of association.”ld. at 266. This concession fatally undermined Dr. Wheeler’s conclusian
Bradford Hill supported a finding of general causatioecaus¢éhe Bradford Hill criteria are “a

methodology for evaluatinghethera demonstratedpidemiological association is, or is not
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causal[and] absent such a[] [statistical] association, there is no basis to applyatitis Hill
criteria.” 1d. at 265.

A lay jury without a grounding in science or epidemiology, notifiethefnineBradford
Hill factors and invited to asseaad weighthese scientific factorscould easilymake similar
methodological errors-or ones far more egregiouslamtiffs’ notion that a jurytaughtby
Bayer’s experts what the niceteriaare could then reliably apply them badly misapprehends—
indeed, i trivializes—this mode of epidemiological inquirylf qualified expert epidemiologists
can misapply the Bradford Hill factors, a lay jusrtainlycannot be counted on to indivally
evaluate andollectively weigh these factors in a suitabtyentifially rigorous manner, one that
avoids the risk of conflating correlation with causation. Notglibintiffs do not supply any
examples in whichray court has permitted the delegation to a lay audience of the application of
a complex epidemiological methodologych as Bradford Hill The Daubertstandargrequiring
that inherently expert analyses be conducted with due rigor by qualifiedseapaetermined in
advance by a trial judgéoes not countenantd@s approach.

b. Testimonyrom Bayer’'s Expert Dr. Langer Regarding Causation

Plaintiffs nextcast a Bayeepidemiological expert, Dr. Robert Langas supporting
their thesis of general causatiodr. Langer, plaintiffs represenipines that the adverse event
reporting rates for Mirena and [IIH] are consistent with a causal associabrMem. at 34
(internal capitalization and quotation marks omitted).

Plaintiffs misleadinglyportray Dr.Langets testimony. Far from concluding that Mirena
isacause of IIH, Dr. Langeopined,inter alia, that Mirena is a safe contraceptive device that is
the preferred option for overweight and obese women. Dktll2ZangerRpt”) at 2-3, 9-12.

Dr. Langerfurther opinedhatllH is strongly associated with excess weight drat it has
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become morgrevalen since the 1980as female obesity rates have increadddat 11-19. Dr.
Langer pointely criticized the methodology of plaintiffs’ epidemiology expé&rit. Moye,

opining that Dr. Moyé ignores existing literature citing body weight aoagand consistent
predictor of IIH selectively cites literature regarding IIH incidence rates, errongcelgs on

the Valenzuela studgnd ignores evidence that other products with much higher LNG exposure
have no known association with IIHd. at 43-50.

In painting Dr. Langer as supporting their thesis of general causationiffdaeize on a
smal portion of his deposition, in which plaintiffs’ counsel questioned Dr. Langer about Bayer’
adverse events datab&smdabout the methods for performing a “disproportionality analysis,”
i.e., assessing the extent to which there are a disproportionateenof adverse evenitsthat
databaseassociated with 1IH for women using Mirena. Plaintiffs’ counsel askedhehat
“proportional recording ratio” (“PRR”) “greater than 40 would suggest or be suppoftoausal
association.”Dkt. 1712 (“Langer Depg) at 18. In response to this proffered PRR figure, and

over an objection that th@offeredfigure was hypothetical, Dr. Langer responded, “it would not

® To the extent that plaintiffs seelowto rely on Bayer’s adverse event report database éself
substitute means efstblishing general causation, that bidofails. The Courhoted the limits
of the reportsn Bayer’s database. Inde¢lde Court noted, one expert’s reliance on such reports
was “an unusually good illustration why the case law . . . has hesitated to basgsfioidi
causation or even epidemiological association on adverse event kfataria [IH/Daubert 341

F. Supp. 3d at 267 (citingirena Perforation/SJ202 F. Supp. 3d at 304 (“Case reports are not
reliable evidence of causation.NtcClain, 401 F.3d at 1250 (noting that “reports reflect
complaints called iy product consumers without any medical controls or scientific
assessment”Jn re Accutane Prods. Liap511 F. Supp. 2d 1288, 1298 (M.D. Fla. 2007)
(“[Adverse event] reports are unreliable as proof of causation because, ial gireeevents

were notobserved in such a way as to rule out coincidence or other potential caldesid)y.
Pfizer, Inc, 198 F. Supp. 2d 1118, 1138 (D. Ariz. 2001) (“[ljndividual case reports and
retrospective medical articles summarizing individual case reports are ad¢aumate basis from
which a jury could conclude that Zoloft causes suicide.”)). Bayer’'s adverse etadrdsiais of
particularly limited value in assessing general causation becanskides reports ndiled by a
medical professionadnd many repostgeneratetly the filing of thishighly-publicizedlawsuit
against Bayerld.
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be anything near sufficient evidence for a causal association. It would lbétbedriggers to
look for additional supporting evidenceld. Plaintiffs’ counsel then clarified, “I don’t mean on
its own. | mean when you’re looking at the totality of the evidence, and if yod soldleat a
PRR greater than 40, would that be supportive of finding a causal association, or \waué# it
no effect, or would it be opposing finding a causal associatidh?4t 188—89.Dr. Langer
replied, ijt would be consistent, but it would really only serve as a starting point to look for
evidence from much cleaner study desigrd.”at 189. And when asked about a hypothetical
figure for use in a second method of analyzing disproportionality, Dr. Langeateden these
hypothetical numbers that you're throwing out here, they would be consistent wittah caus
association. They would not be any major element of evidence absent more apphahate
designs to assess the question of causatilah.”

Plaintiffs seize orasingle linein Dr. Langer’sdepositiontestimony,in which he stated
that certain hypothesized adverse reporting rates would be “consisiina causal association
Id. Plaintiffs claim that this statementsafficientrecordevidence ofjeneral causation. But
when read in context, it is @ethat Dr. Langer’s statement daexthing of the sortDr. Langer
was explicitthat the hypothese reporting rates would not permit the conclusi@iMirena
caused IIH.To the contrary, he stified that the hypothesized reporting retasMirena“would
not be anything near sufficient evidence for a causal associadioh Such rates would, at most,
“serve as a starting point to look for evidence from much cleaner design Studiest 188—89.
In any eventeven if plaintiffs’ characterization of this excerpere fai—and it is not—br.
Langer’s statemerihat hypothetical reporting rates could be “consisteritfi a causal
associatiorat most supports tHerepossibilityof generalcausation.That falls far short of what

is necessary for plaintiffs to sustain their burden on this element. Rathe,%escond Circuit
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observedn the preceding MDL“acknowledgment of the possibility of causation does not
establish that causationnsore likely than not.”In re Mirena IUD Prods. Liab. Litig 713 F.
App’x at 16.

4, The Valenzuela Study

Next, plaintiffs argue that the Valenzuela stedydences “statistically significant
association between a patient’s use of an bll@asing IUD and the patient having [IIH].” PI.
Mem. at 31. Valenzuela, plaintiffs contend, supplies a basis on which a jury could fimal gene
causation, such that the issue of general causation must proceed to a jury.

This argument fails. Plaintifizrongly portray the Valenzuela studyifig were
affirmative evidence of general causation, whefact the study stopped well shoftdrawing
such a conclusion. The Court consideredMakenzuelastudy at lengthn its Mirena
[IH/Daubert opinion, simmarizing itsdesign and objective as follows:

The Valenzuela study was published in 20$éeReuben M. Valenzuela, et aAn

estimation of the risk gfseudotumor cerebamong users of tHevonorgestrel

intrauterine device 41 NeureOphthalmology 192 (2017) (Dkt. 164)

(“Valenzuela” or the “Valenzuela study”). A retrospective eesetrol study, it

addressed the risk of IIH among certain patients in Utah and Denmark.

In particular, the study examined whether IIH patients in these populations were

using LNGreleasing IUDs (principalliirena), whether the use of such IUDs was

associated with an increased risk of IIH, and whether IIH patients who used such

IUDs had signs or symptoms different from those observed in IIH patients who did

not use suchJDs. Id. at 2. Towards this end, the study compared the incidence

of IIH among reproductive age women who used ki{@asing IUDs with the
incidence of IIH among reproductive age women who were not using- LNG

releasing IUDs.Id. at 2.

Mirena lIH/Daukert, 341 F. Supp. 3d at 233. As the Court observedé¥alenzuela study

found a statistically significant correlation between a pdserse of an LNGeleasing IUD and

the patieris having IIH. However, Valenzuela’s authors emphasized that they had not found
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causation of IIH by use of an IUD, but merel correlation between the twold. Rather, the
authors of the Valenzuela study emphasized thatithesstigation

doesnotindicate that an LNGU[D] [such asMirena] can cause PTC, and the
number of women with an LNBJ[D] was too small to determine if an LN{B[D]

is anindependentisk factor for PTC. Although use of an LNG[D] seems [to]

be associated with an increased risk of PTC, it is possible that this observation
occurred because use of an LMN@D] is also associated with other established
risk factors that are known to be associated with PTC (dgsityand recent
weight gain). This analysis was also limited by the lack of temporal dataftoo

that exposure to LNG-IU[D] occurred prior to PTC symptom onset or diagnosis.

Id. at 234 (quoting Valenzuela at 4) (emphasis in Valenzuela; other alteratidivema
[IH/Daubertf).

The Valenzuela study noted two possible explanations for thdatarebetweenlH
and use of LNGsased IUDs One fis that LNG causemcreased intracranial pressure, through
an asyet undetermined biological mechanisnid. The other

is that LNG does not cause increasgdacranial hypertension, but that the PEC i

more likely to occur in the same population of women who are more likely to have

an LNGIU[D] recommended to them by their physician. LNI@D] is often,
although not exclusively, recommended for women who may have difficulty with
other forms of contraception. For instance, women uwlibsity, headache,
and/orpolycystic ovarian syndromere more likely to be intolerant to oral

contraceptives. For this group of women, LNGD] may be better tolerated as a

form of contraception. This same group of womenth obesity, headache,

andpolycystic ovarian syndrome, are also more likely to develop PTC. When
interpreting the findings presented here, it is also important to considénehagk
analysis does not account for potential confounders.

Id. at 234 (qgoting Vdenzuela at 5)

Several of plaintiffs’ proposed experts relied in part on the Valenzuela stsdpport
their conclusion thatlirena can cause IIH. But, as theut’s discussion of the study Mirena
IIH/Daubertemphasized, the Valenzuedtudy “pointedlydisclaimedany finding that Mirena

causes IIH, on account of confounding risk factors prevalent among the dominant population of

Mirena users. 341 F. Supp. 3d at 250. Although the study found a correlation between Mirena
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and IIH, the sidy “doesnotindicate that an LNGU[D] [such asMirena] can cause [lIH], and
the number of women with an LNI®{D] was too small to determine if an LN{®[D] is
anindependentisk factor for [IIH]. Valenzuela at 4. Indeed, tfialenzuelastudy
acknowledged its own limitationdMost significantly,t qualifiedits findings by stating that it
“does not account for potential confounderkd” at 5.

In light of thefact thatthe Valenzuela study, by its own account, did not control #or th
significant potentially confounding IIH risk factors of obesity and recerghtegjain, and in
light of the fact that the study explicittisclaimed any finding that Mirena caused IIH, the Court
emphasized that the Valenzustady showed nothing more than a correlation, subject to
identifiable confounders, between Mirena and {liAccordingly, the Court held, the study was
insufficient to support an expert conclusion that Mirena causes IIH, and could noed@®neas
proof of general causation by arpert witness While the Valenzuelatudycould serve as a

starting point for an expert probe into general causation, its observation of aatatist

" In opposing summary judgment, plaintiffs seek to undermine the Valenzuelasstaggrtant
qualification that it does not assess confounding factors—notably, the postiailitMirena is
preferentially prescribed to overweight or obese women, and that a patientis meaigbe a
confounding factor when assessing the patient’s risk of developing IIH. Thethattertainof
Bayer’s experts disclaimed knowledge whether such preferential pregqguifaictices exist. PI.
Mem. at 3233. This argument is quickly interred. Whether or not Bayer’s proposed experts are
aware of preferential prescription practices is irrelevant to the Valenzudiésstital caveat

that potentibconfounding factors limit its conclusion that an association, as opposed to a causal
link, exists between Mirena use and IIH. In any event, plaintiffs’ portray@agér's proposed
experts as professing wholesale ignorance on this pugdiates the record. While one such
expert, Dr. Langer, testified that he did not know the “national data” of Mirenawkerare
overweight or obese, either in the United States or in Denmark, he alseddsid “[w]e know

from a number of studies thiftere’s a strong precedent for Mirena among heavier women.”
Langer Dep. at 27. Several of plaintiffs’ own proposed experts agreed that #nadeisce that
Mirena is preferentially prescribed e@erweight or obese womeisee, e.gDkt. 16714

(“Wheeler Dep’) at 233 (“Q: You would expect compared to other forms of prescription
contraceptives, obese women are preferentially prescribed Mirkn#@s, you would see

Mirena over—overrepresented in that group.”)
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association merely identified, rather than answered, the question of whether d4ivsea [IH.
SeeMirena lIH/Daubert 341 F. Supp. 3d at 250.

Under these circumstances, the Court redalatgfs’ bid now to empower the jury on its
own to review th&/alenzuela studgnd to treat it as a basis on which to find general causation
as asub silenticattemptto repudiate the CourtBaubertruling. But plaintiffs do not offer any
basis to understarttie Valenzuelatudy any differently than as presented inDiaebertruling:
as finding an association between the use of Mirena and lIkskneiachingno conclusion as to
whether MirenacausedIH. Plaintiffs are therefore wrong that the Valenzuela study, if put
before the jury, wouldjiverise to a material dispute of famh the issue of general causation,
warranting denial of summary judgment.

5. Bayer's Purported Admissions

Plaintiffs next argue that the scenario identified by the Second Circuit laedooturts, in
which a corporate defendant’s admission might qualify as sufficieneémsgdto establish general
causation, applies here, to wit, tlr@missions byBayer give rise to a permissible inference that
Mirena can cause IIHIn making this argumenplaintiffs must clear a meaningful bar.o@ts
have cautioned th#ttherewerecases in which complegeneral causation issuesuldbe
proved bycorporateadmissions, such cases would be “rare indebdre Lipitor, 892 F.3d at
647. As Judge Seibdias put the point, for corporate admissions to substitute for expert
testimony in a case involvingedical causation issues, sadmisions “would have to be clear,
unambiguous, and concrete, rather than an invitation to the jury to speculate as to thieg.mea
Mirena Perforation/SJ202 F. Supp. 3d at 315. To adequately substitutecfopetent expert
testimony on general causatisach admissions would have to be “comparable to expert

testimony in terms of reliability” and “provid[e] the jury with a scientific, repeculative basis
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to assess general causatioid’ at 320 see also In re: Benicar (Olmesartan) Prods. Liab. Ljtig.
No. 15-2606 (RBK/JS), 2016 WL 6652358, at *3 (D.N.J. Nov. 9, 2016) (“Unless information
characterized by plaintiffs as defendants’ admissions provide to the juryewithat is clear,
unambiguous, and concrete and suffices to prove general causation without thepgcylation
as to complex medical issues, then such information does not substiiDeufmrtadmissible
expert testimony of general causation.”).

Here, plaintiffs argue that a string of propositions/toch Bayer (or its expert$las
ogensibly admitted connect syllogistically to an admiss@a bionechanical chain of causation
under whichMirena causg IIH. Plaintiffs summarize these as follows:

[T]he Court must accegthat] LNG is a reproductive hormone, reproductive

hormones are linked with [lIH], [IIH] can be induced by medicatiddSF is

produced by the choroid plexus, peeviewed literature includes mechanism of

PTC involvingCSF, LNG reaches the brain, crosses the blwath and blood

CSF batrriers, is capable of causitttanges in the brain, is capable of engaging

reproductive hormone receptors for androgensajmble of causing reproductive

hormone side effects, is capable of binding to mineralocortreaieptors, and that
peerreviewed literature recognizes a potential link between those resimgtors,

in the same region of the brain (the choroid plexus), and cajisitig
Pl. Mem. at 37-38.

This concatenation of scientific propositions from which plaintiffs constructisata
chain falls far short of &lear,unambiguous, and concréteorporate admission of general
causationMirena Perforation/SJ202 F. Supp. 3d at 315, so as to be comparable to admissible
expert testimony in terms of reliability. Plaintiffs do not point to any statementysr Ba
admittinggeneral causatigor anythingcloseto it. Quite the contrary, Bayer, in this litigation,

consistently has disputed Mirena’s causation of IIH. Awmdkiomechanical chathat plaintiffs

positis subject to debate and challergas this Court’©aubertanalysis of plaintiffs’ three
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proposed “mechanism” experts underscoi®se Mirena lIH/Daubert341 F. Supp. 3d at 284—
89 (Dr. Darney); 292-97 (Dr. Johanson); 30005 (Dr. Salpietro).

In any eventin asking that the jury stitch the above propositionsttogy to find general
causationplaintiffs gloss over Bayer’s dispute as to certain of the component points and as to
the bottom line conclusion. To choose one example, although LNG is known to bond with
mineralocorticoideceptors (“MR”),as plaintiffsnote,it is disputed whether LS is an MR
agonist (meaning ibinds to receptors and activates them) or antagonist (meaning it binds to
receptos and blocks thejn One ofplaintiffs’ excluded mechanisexperts Dr. Salpietro,
opinedthat “[a]ctivation ofthe choroid plexus MRs and their downstream pathways more likely
than not stimulates the generation of Na+ (sodium) / K+ (potassium)-ATPase peaoius] lto
greater movement of sodium ions at the choroid plexus epithelial cells (CPE&)napinbrane
into the cerebral ventricles, thereby actively creating an osmotic gradient to etre¢éien of
CSF” Dkt. 98-11 (‘Salpietro Rpt) at 17. His model of causatigorthereforedepended on LNG
being an MR agonishecaus¢he model was based on “activation of the choroid plexus’MRs
Id. Plaintiffs do not, however, identinyinstance invhich Bayer itselfever admitted this
point. On the contrary, Bayer, successfully challenged Dr. Salpietro’s meaurtheisry, built
in part on this proposition, as unproven and unreliableena IIH/Daubert 341 F. Supp. 3d at
302-03.

Plaintiffs’ proposed causal chain afimissions therefore falls walhort of the scenario
that courts have posited in which a corporabaiasion might substitute for reliable expert
evidence of general causatio8imply put, defendants have not admitted general causation. And
plaintiffs’ proposal that a jury reason that a series of purported admitted scientific porzositi

(some not sqarely admitted by Bayer) ineluctably leads to the outcome of general causatio
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(very much disputed by Bayer) is not viable. Like other of plaintiffs’ proposalsstablishing
general causation without expert evidence, it would ultimately task a léipdectwith an
assignmentvell beyond itscompetenceéo resolve unaidednd inviteimpermissibleconjecture
and unsientific guesswork.

6. Regulatory History of Other Products ContainingLNG

Plaintiffs next argue that the FDA has concluded that LNG aaseclIH, and this
conclusiongives rise to @enuine dispute on the mete fact of general causatiofl. Mem. at
39. To support thislaim, plaintiffs point to an FDA warning approved in connection with a
separaté.NG-basedcontraceptive product, Jeke.

As the Court reviewed in iBaubertruling, Jadelle is a contraceptive implant inserted
beneath the skin and placed in the arm. It is the successor product to a product cpléed,Nor
which between 1991 argD02 was marketed in the United States; Jadelle is cursaitlyn
Europe. Mirena IIH/Daubert 341 F. Supp. 3d at 222, 237. Jadelle bder$ollowing warning:
“[lIH] has been reported on rare occasions in users of levonorgestrel implants. Gloigsider
diagnosis if persistent headache and or visual disturbances occur in a womanDth EA
particularly if the patient is obese or has recently gained weight. Remo\ELILED(f [IIH] is
diagnosed.” Dkt. 3312 (“Jadelle Label”8 5.9. The Jadelledbel is FDA approved, although
the product has not bedistributedin the United StatesRelying on this warning, plaintiffs
arguethatthe FDA has necessaritietermined thatNG is capable of causing llHandthat a
jury could find, based on the FDA&ichfinding, thatMirena, which also utilizes LNG as its
hormonal component, can cause IIH. Pl. Mem. at 41.

For multiple reasons Jaintiffs’ reliance on the Jadelle label is misplaced. First, plaintiffs

wrongly equate Jadelle with Mirena. But the fibatJadelle contains LN@oes not establish it
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as tantamount to Mirena. Jadelle sudbdermal implant, unlike Mirena, which is inserted into
the uterus. And Jadelle produsembstantiallyhigher systemic levels of LNG than Mirena.
CompareDkt. 135-6(“Mirena Label”) § 11.1(total implanted dose of 52 mgjth Jadelle Label
at § 2.1 (total implanted dose of 150 mg).

Moreover, Jadelle’s label quite cleadgesnot reflect adeterminatiorby the FDAthat
LNG causes IIH. The warning states only thHH] ha s been reported on rare occasions in
usersof [LNG] implants” The label encourages women using Jadelle and experiencing 11H
symptomgo consider these repsrtand directs Jadelle users to discontinue using Jadelle if IIH
is diagnosed SeeJaddle Label 85.9. This Court inits Daubertruling addressed an analogous
argument by one of plaintiffs’ experts that the Jadelle Jael a similar label on Norplant,
another LNGreleasing contraceptive device, revealed a determination of generalarausat
Rejecting as baseless the claim that the “Jadelle and Norplant labels bespeatatedieding
of causation,” the Court wrote, “on their face, these labels . . . establish nothing oidtfie3d1
F. Supp. 3d at 270Rather, ashe Court obseerd,thesewarning labels “reveal[] only the
existence of historical case reports. Ahsent a factual basis to assume that the manufacturer’s
decision to include the Norplant or Jadelle labels reflected evidence bearing atiocasss
opposed to a pdent means of guarding against legal risk by a manufacturer alerted to case
reports™—there was no basis for plaintiffs’ proposed expert to “rely on these labels as suypport
[a] finding of causation.”ld. That the Jadelle label describeaccurately—the fact of “rare”
reports of IIH by Jadelle users simply does not address, let alone refleét finding on, the
issue of causation.

In any event, eveif the Jadelle label could be read to refletEF®A determination of

Jadelle’s or LNG's capacity to caiH—and it clearly cannet“[i]t is widely recognized that,
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when evaluating pharmaceutical drugs, the FDA often uses a differentrdtéimtaa court does
to evaluate evidence of causation in a products liability action. Entrusteche/itbsponsibility
of protecting the public from dangerous drugs, the FDA . . . may choose to err on the side of
caution and take regulatory action such as revising a product label . . . upon a lessgy show
harm to the public than the preponderantéie-evidence or moréke[ly] -thannot standard
used to assess tort liabilityJh re Neurontin Mktg., Sales Practices, & Prods. Liab. LjtGl2
F. Supp. 2d 116, 136 (D. Mass. 2008jernal quotation marks and citations omittesdle also,
e.g, Glasteter v. Novartis Pharma Corp252 F.3d 986, 991 (“The FDA will removeuds from
the marketplace upon a lesser showing of harm . . .. The methodology employed by a
government agency results from the preventative perspective that theeagetopt in ordeto
reduce public exposure to harmful substances.” (internal quotations marks gmigedhis
reason, the Jadelle warning alone, evenhhad reported an FDA finding as to that product’s
capacity to cause IIH, would Benreliable proof of medicatausation . . . because the FDA
employs a reduced standard (visiatort liability) for gaugingcausation.” Glastetter 252 F.3d
at 991.
7. Overall Assessmenbf Plaintiffs’ Evidence of General Causation

For the reasons above, the items on whichptes rely—following exclusion of their
expert withessesto establish Mirena’s causation of IIH do not do so. None comes remotely
close. The Court has separately considered whether this result is differg@dedog these
pieces in combination. It is not. Viewing plaintiffs’ proffered evidence seggrand together,
plaintiffs have notome forward wittsufficientreliable, non-speculative evidence from which a
reasonable factfinder could determine, by a preponderance of the evidencerghatdised

plaintiffs’ injuries.
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D. The Court’'s November 19, 2018 Order Did Not Alter the Summary
Judgment Standard.

Plaintiffs next argue that entry simmary judgment is improper because the Garued
in directing plaintiffs, in advance &ayer’s filing of its summary judgment motion, informally
to identify the purported admissions by Bayer on which plairdiftscipated relying. That
argument also fails.

OnOctober 24, 2018, after issuing Raubertopinion, the Court directed the pasito
meet and confer as to next steps in this litigation. Dkt. 321. On November 9, 2018, the parties
filed a joint letter setting forth their views. Plaintitiskedthe Court tacertify its Daubertruling
for an interlocutory appéavhereaBayer argied that the case should procésd defense
motion forsummary judgmentn the issue of general causation, as had the Miterfaration
litigation after Judge Seibel excluded plaintiffs’ expert witnesses on that fknt322. The
Court agreed with Bayer’'s proposed couaseghe most efficient, and directind parties to
jointly propose a briefing schedule. Dkt. 323.

On November 16, 2018, the parties submitted a proposed schedd®tedtthat they
disagreed as tpage lengths. Based on plaiis’ representation that thagtended to oppose
summary judgment by relying guurportedadmissions of general causati@ayer sought an
enlargement of its reply brief to address those admissions. Dkt. 324. Bayer nbiedtha
Perforation MDL, tle plaintiffshad agreed teet out thalleged corporatadmissions of
causation in a letter tthe Court, wheregglaintiffs in this caséaddeclined to do so. This,
Bayer argued, made it hard for Bayer’'s opening brief in support of summarygatigm
anticipate plaintiffs’ concrete bases for asserting that Bayer had adgettedal causation, and
justified an expanded reply to accommodate purported admissions that plaintifftioppos

brief had revealedld. at 2-3.
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To facilitate informed and efficient briefingfhe Court, on November 19, 20I8rected
plaintiffs’ counsel to submit a letter previewing the admissions on whihbritintended to rely
in opposing Bayer’s motion for summary judgment. Dkt. 325. The Court emphasized, however,
that while it expected plaintiffs to make a gefaith effort to disclosehespecific evidence on
which theyexpected to relyn claiming corporate admissiargaintiffs’ letterto this effect'will
not limit the range of materiats which plaintiffs may rely in their briefing.id. Plaintiffs’
counsethereafter filed sucletter,while protesting that the Court’s order “turns the summary
judgment standard on its head.” Dkt. 326.

Plaintiffs are wrong.The Court’s approach @ittempting informally to identify early the
evidence on which a motion for summary judgment would most likely tasmedeled orthe
MirenaPerforation MDL This approach did nan any respect relieve Bayer of its burdaes
movant, to demonstrathe absence of a question of material fact. It served merely to assure
orderly briefing, by enabling the Court to receiveBayers opening briefa fuller andmore
informed discussion dheevidence on which plaintiffs expected to rely in opposing summary
judgment. The Court’s @er did not limit the universe of materials on which plaintiffs were
thereafter permitted to rely in opposing Bayer’s motion. Plaintifésro authority that this
sensible casemanagement device infringed any legal right ofrthei

E. The Seventh Amendmentand Summary Judgment

In a final argumenplaintiffs argue thagranting Bayesummary judgmentould be
unconstitutional. Such an order, plaintiffs claim, would violate the Seventh Amendgterib
a jury trial in cases in which the value in controversy excé2@s Although plaintiffs appear to
suggest that summary judgment is inherently unconstitutiseeRl. Mem. at 44, thegtate that

they are not sedakg a global uling that “summary judgment is unconstitutional in all cases,”
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at 45. Rather plaintiffs argue, this case is distinct becaBsger’s motion was made after the
close of discovery as to general causation, but before plaintiff-specific digcdge

This argument isasily dispatched.lt is long established that “summary judgment does
not violate the Seventh Amendmen®Parklane Hosiery Co., Inc. v. Shoi39 U.S. 322, 336
(1979) (citingFidelity & Deposit Co. v. United States87 U.S. 315, 319-21 (1902)yhis
result is not changed by the Court’s decision to stage discovery, consistent withddoecguof
the JPML, so as to front-load discovery on the potentially dispositive issue of genseatlaa
The alternative-in which summary judgment motions practicetbis global issue would have
been deferred until fact and expert discovery as to the facts and circumstancestatteaach
of theapproximately920plaintiffs in this MDL—would have consumed enormous resources of
the parties, without adding to the pool of evidence adduced here gatéveayissue of general
causation. Plaintiffs have not identified any authority to the effect thgihgtdiscovery to
permit efficient summary judgment motions practice on a potentially dispositivadhdassue
abridges a party’s Seventh Amendment rights.

Nor, to the extent plaintiffs imply that the Court haade a factual determination that
LNG could not have caused plaintiffs’ IIH, has the Court done so. Rather, then€labir its
Daubertruling, as a legal matter, that plaintiffs’ expentsve faied to offer reliable, admissible
testimony of general causatiaonsistent witibbaubert And the Court now holds, also as a
legal matter, that the remaining evidence also fails to supply a basis on whigtcadjld
reliably find the required element of general causatiarthe absence of a genuine dispute of
material fact as to causaticsummary judgment is appropriatéee McClamrock v. Eli Lilly &

Co, 504 F. App’x 3, 4 (2d Cir. 2012) (“[The] Seventh Amendment right to a jury trial . . . is not
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violated by an award of summary judgment where, as here, there are no disputed issues of
material fact.”).
CONCLUSION
For the reasons stated above, Bayer’s motion for summary judgment is granted. The
Clerk of Court is respectfully directed to terminate the pending motion (No. 17 MD 2767, Dkt.

328), and to enter judgment in and close all remaining member cases in this MDL.

SO ORDERED.

Pl A Engthrers

PAUL A. ENGELMAXYER 7
United States District Judge
Dated: June 11, 2019
New York, New York
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