Eghnayem v. Boston Scientific Corporation PTO &...THE CONSOLIDATED CASES ARE TO BE DOCKETED HEREIN. Doc. 246

IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF WEST VIRGINIA

CHARLESTON DIVISION
AMAL EGHNAYEM, et al.,

Plaintiffs,
V. CIVIL ACTION NO. 2:13-cv-07965
BOSTON SCIENTIFIC CORPORATION,

Defendant.

MEMORANDUM OPINION AND ORDER
(Motions in Limine)

Pending before the court are &#on Scientific Corporatigs (“BSC”) Initial Motionsin
Limine [Docket 197], BSC’s Motiorin Limine to Exclude Evidence of Dyspareunia [Docket
214], Plaintiffs’ Omnibus Motionsn Limine [Docket 199], and Plaintiff Amal Eghnayem’s
Motion in Limine # 3 [Docket 221]. For the reasons set forth belB&C’s Initial Motionsin
Limine [Docket 197] ar&SRANTED in part andDENIED in part, BSC’s Motionin Limineto
Exclude Evidence of Dyspareunia [Docket 214]DENIED without prejudice, Plaintiffs’
Omnibus Motionsn Limine [Docket 199] ardENIED, and Plaintiff Amal Eghnayem’s Motion
in Limine# 3 [Docket 221] i$SRANTED in part andDENIED in part .

l. Background

This consolidated case resides in ones®en MDLs assigned to me by the Judicial
Panel on Multidistrict Litigation concerning the usetrainsvaginal surgical mesh to treat pelvic
organ prolapse (“POP”) and steeurinary incontinence (“SUI”). In the seven MDLs, there are
over 60,000 cases currently pemgli over 13,000 of which are ithe Boston Scientific
Corporation MDL, MDL 2326. In this particulacase, the four plairits were surgically

implanted with the Pinnacle Pelvic Floor ggér Kit (“the Pinnacle”), a mesh product
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manufactured by BSC to treat POBeéPretrial Order # 91 [Docket 10], at 1- 2\l of the
plaintiffs received their surgeries in Floridée plaintiffs claim that as a result of implantation
of the Pinnacle, they havexperienced “erosion, mesh cadtion, infection, fistula,
inflammation, scar tissue, organ perforation, dyspaia (pain during sexual intercourse), blood
loss, neuropathic and other acute and chroeiwe damage and pain, pudendal nerve damage,
pelvic floor damage, and chronic pelvic painld.(at 3 (quoting the master complaint)). The
plaintiffs allege negligence, design defestanufacturing defect, failure to warn, breach of
express warranty, breach of implie@rranty, and punitive damage$d.(at 1-2). The instant
Motions in Limine involve the parties’ efforts to exale or limit certain evidence, arguments,
and testimony at trial.

Il. BSC’s Motions

1. Motion to Preclude Any Evidence or Argument Regarding Fraud on the
FDA or Alleged Misbranding

BSC seeks to preclude evidence that BSCHhiaatd information from the FDA, misled
the [FDA], or misbranded thedlevice as FDA-cleared.” (BSCMlem. in Supp. of Its Initial
Mots. in Limine (“Def.’s Mem. Supp.”) [Docket 197], a4). BSC argues that such evidence
would only be relevant to a “fraud-oha&-FDA” claim, which is preempted und@uckman Co.

v. Plaintiffs’ Legal Comm 531 U.S. 341 (2001). Baseoh the court’s rulings on the
inadmissibility of FDA evidence in similar casdbge plaintiffs “[a]gree that any evidence or

argument regarding fraud on the FDA or all@gaisbranding should be excluded from this

11 originally consolidated the cases of fipkintiffs implanted with the PinnacleS¢ePretrial Order # 91 [Docket
10] (naming Eghnayem, Dotres, Nun&jbois-Jean, and Betancourt as constéd plaintiffs)). Four plaintiffs
now remain in this actionSgeOrder [Docket 35] (removing Dubois-Jean from consolidated pool)).
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case.” (Pls.” Omnibus Resp. to BSC'’s Initial Mats.Limine (“Pls.” Omnibus Resp.”) [Docket
212], at 1). Because the plaintiffs do not oppose this matibmine, it is thusGRANTED.

2. Motion to Preclude Evidence Concering Material Safety Data Sheets
(“MSDS")

BSC seeks to preclude any evidence camingrthe Phillips Sumika MSDS, specifically
the Marlex Polypropylene MSDS containing a dit®al Application Cation (“the Caution”).
(Def.’s Mem. Supp. [Docket 197], &). BSC argues that the MSESirrelevant,misleading to
the jury, unfairly prejudicialand would result in an undaelay and waste of timed().

| find BSC’s arguments wholly unconvincing. First, BSC contetidg the plaintiffs
should be precluded from offering any evidendatesl to the MSDS becae such evidence is
irrelevant to the plaintiffs’ claims and will mislead the juril.. BSC bases this contention on
the deposition testimony of Frla Zakrzewski, corporate repemdative for Chevron Phillips
Chemical Company See idat 6-8).

Evidence or argument as to the methodsvhych BSC acquired polypropylene resin is
relevant to both the plaintiffs’ substantive claims and claims for punitive dantgedn re C.

R. Bard, Inc. MDL No. 2187, 2013 WL 3282926, at *3 (S.W/. Va. June 27, 2013) (denying
Bard’s motionin limine seeking to preclude evidencencerning the same MSDSkeg also
Mem. Op. & Order [Docket 232] (denying BSGtwotion for partial summary judgment on the
plaintiffs’ punitive damages claims)). The MSDS served as a notification to BSC of the
manufacturer’'s concerns aboue thafety of its product for peament implantation in the human
body. Furthermore, the Caution in the MSDS idipent to BSC’s knowledge of potential safety
concerns in its final product.

BSC attempts to bolster its argument by iredyon a deposition that is both vague and
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unclear. BSC contends that Mr. Zakrzewski uneqeally states that the Caution was not added
based on any scientific concernidowever, BSC’s particulareading of Mr. Zakrzewski's
testimony is not an accurate reflection of hisnggms. Mr. Zakrzewski clearly indicates he has
no knowledge of who wrote the MSDS or why it was writte@egZakrzewski Dep. [Docket
197-3], at 45 (“A: | would say that legal had some input into the MSDIS,dan’t know that for
certain because | didn't writié Q: Do you know who wrote the MSDS? A: | do not.”)). BSC
improperly conflates Mr. Zakrzewsk lack of knowledgeregarding scienti€ testing with a
conclusive determination. | have made it cléa this MDL that | find the MSDS to be
sufficiently relevant, and BS€arguments do not change mynd. Accordingly, BSC’s motion

in limine on this issue I®ENIED without prejudice .

3. Motion to Preclude Evidence ConcerningPolyethylene Material Safety Data
Sheets

BSC seeks to preclude “testimony and evideooecerning the Material Safety Data
Sheet for Marlex and MarFlex Polyethylenes. .. as it does not apply to the Phillips Sumika
Marlex Polypropylene contained Boston Scientific’'s Pinnacldevice.” (Def.’s Mem. Supp.
[Docket 197], at 9). BSC explains that BSCpdoyees and consultantssponded to questions
concerning the polyethelene MSDS thinking tivegre responding to gstions concerning the
polypropylene MSDS. The plaintiffs attempt tagghlight the fact thathe polyethylene MSDS
was written in 2001, three yedvsfore the polypropylene MSD@Is.” Omnibus Resp. [Docket
212], at 4). However, BSC clearlyasts that polyethylens not a materialised in BSC’s mesh.
(Def.’s Mem. Supp. [Docket 197], &40). Evidence related to mat#s not present in the device
at issue is clearly outside the scope of thenfés’ claims and irreleant. Accordingly, BSC'’s

motionin limine on this issue ISRANTED.



4. Motion to Preclude Evidence of BSC'®?rocurement of Polypropylene Resin

BSC seeks to preclude “any evidence concerning BSC’s procurement of polypropylene
resin, including, but not limite to, purchases of Philsp Sumika Marlex HGX-030-01
polypropylene resin from a Chinese distributoduly 2011.” (Def.’s Mem. Supp. [Docket 197],
at 11). BSC argues that BSC’s puoement of polypropylene resinirselevant to the plaintiffs’
product defect claims, particularly any evidemegarding polypropylene resin not used in the
manufacture of the pldiffs’ Pinnacle devices.ld.). | FIND that evidence as to the methods by
which BSC acquired polypropylene ness potentially relevant a® the plaintiffs’ substantive
claims, as well as their claims for punitive damages. However, an evidentiary ruling on this issue
depends on the particular conteri the evidence and argumeand the context in which the
party seeks to introduce it. | simply cannot makesubstantive ruling ahis time without
additional information. Therefor@, blanket exclusion of su@vidence, argument, or testimony
would be premature. Accordingly, BSC’s motiomlimine on this issue IiDENIED without
prejudice.

5. Motion to Preclude Evidence Regarding ProteGen Device

BSC seeks to preclude “any evidencetestimony concerning the Boston Scientific
ProteGen sling [ ], including but not limited tBoston Scientific’'s redhof that product.”
(Def.’s Mem. Supp. [Docket 197], 48). BSC argues that evidencencerning the ProteGen is
irrelevant, misleading to the jury, unfairly pudjcial, and a cause of undue delay and wasted
time because the ProteGen and the Pienad “not substantially similar.1d.). BSC notes that
the two products are made from different materiabe a different suigal technigue, involve a

different regulatory history, and are ugedreat two different medical condition$d.|.



In Lewis v. Ethiconl| excluded evidence regardingethecall of the ProteGen sling
because it would require extensive discussiothefFDA 510(k) clearance process, given that
Ethicon used the ProteGen agegulatory predicate devicBeeNo. 2:12-cv-4301, 2014 WL
505234, at *16 (S.D. W. Va. Feb. 5, 2014) (“A dissios of the 510(k) process, whether in the
context of the clearance of a nevice or the recall of a prediegproduct, presents the danger
of unfair prejudice andanfusing the jury.”). Here, BSC did nose the ProteGeas a regulatory
predicate device, a fact that BSC itself points doeeDef.’s Mem. Supp. [Docket 197], at 14).
The ProteGen was a product that BSC develpm®ld, and subsequently recalled. (Pls.’
Omnibus Resp. [Docket 212], at 7). An evidentiaryng on this issue depds on the particular
content of the evidence and argemty and the context in whigche party seeks to introduce it.
The context in which the plaintiffs seek to intuog evidence of the ProteGen is clearly different
than that in thd_ewis trial. However, | simply cannot make a substantive ruling at this time
without additional information. Therefore, a bk&t exclusion of such evidence, argument, or
testimony would be premature. Accordingly, BSC’s moiiotimine on this issue i®ENIED
without prejudice.?

6. Motion to Preclude Evidence of Argument Concerning BSC’s Intent,
Motives, or Ethics

BSC seeks to exclude evidence or testign of its intent, moties, and ethics. BSC
argues that this evidence or testimony “(A)riglevant to the Plaintiffs’ claims; and (B) would
cause confusion, unfair prejudice, and undue ava$ttime; and (C) ideyond the scope of
Plaintiffs’ experts’ knowledge.” SeeDef.’s Mem. Supp. [Dockel97], at 16). | need more

information about the particular piece of eamte or argument being challenged in this motion,

2 This finding is limited by my exclusion of any idence related to the FDA 510(k) clearance process and
enforcement.
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and | lack the context needed to properly rafethe matter at this time. Accordingly, BSC’s
motionin limine on this issue I®ENIED without prejudice.
7. Motion to Preclude Any Evidence or Agument Concerning BSC’s Decision
to Stop Selling Pinnacle or Suggestm that the Pinnacle Was Recalled or
Withdrawn
BSC seeks to preclude any “evidence or arguinon its discontinuation of certain pelvic
mesh products, including tHe@innacle.” (Def.’s Mem. SupgDocket 197], at 19). BSC argues
that such evidence is irrelevant and has the potential to mislead the jury because it was a business
decision, not a recallSgee id. The plaintiffs statehat they “will not suggest at trial that the
Pinnacle product was recalled withdrawn.” (Pls.” OmnibusResp. [Docket 212], at 11).
Nevertheless, BSC’s decision $top selling the Pinnacle has thetential to be construed as a
subsequent remedial measusader Federal Rule of Evidend@7, “[w]lhen measures are taken
that would have made an earligjury or harm less likely to occur, evidence of the subsequent
measures is not admissible to prove: negligenaiable conduct; a defein a product or its
design; or a need for a warning iastruction.” Accordngly, BSC’s motionin limine on this

issue iISGRANTED.

8. Motion to Preclude Any Evidence or Argument Concerning Foreign
Regulatory Actions

BSC seeks to exclude any evidence or argem@mcerning foreign gulatory actions on
BSC’s pelvic mesh products. BSC argues that sadbence is irrelevant because all of the
plaintiffs’ BSC products weremplanted in the United Stateand such evidence would be
unduly prejudicial, confusing to ¢hjury, and a waste of timeS¢eDef.’'s Mem. Supp. [Docket

197], at 22).



| have previously denied withoudrejudice a defendant’'s motion limine concerning
evidence of foreigmegulatory actionsSee Huskey, et al. fthicon, Inc., et aJ.No. 2:12-cv-
05201, 2014 WL 3861778, at *2 (S.W. Va. Aug. 6, 2014)Bard, 2013 WL 3282926, at *2.
Along with several other motions limine, | found that granting a motiom limine on this
subject was premature:

| simply cannot make a substantivding at this time without knowing the

particular piece of evidence that the pldfatseek to introduce or argument that

the plaintiffs seek to make, and thentext in which the plaintiffs seek to

introduce such evidence or make such amumin short, a blanket exclusion of

such evidence, argument or testimas premature at this time[.]

Id. at *2. At trial, this evidence may be inadmidei because differenbantries have different
regulatory systems and schemes. This case anisésr the laws of thénited States, and,
therefore, evidence concerning other countniegulatory policies may confuse and mislead the
jury. See Deviner v. Electrolux Motor, AB, et,&44 F.2d 769, 771 n.2, 773 (11th Cir. 1988)
(finding that district court did natbuse discretion when granting motionlimine to exclude
“Swedish law and statistics” under the rationale that “Swedish Standards amdenant in a
U.S. product liability case involving a saw sold in the U.S.”).

BSC provides a few examples of evidenceteglao foreign regulatory actions that the
plaintiffs could possibly introduce #&ial. However, the plaintiffstate that their evidence is not
“of any ‘foreign regulatory actig” and “raises no question regarding the applicability or
interpretation of foreign law.” (Pls.” Omnibus §® [Docket 212], at 13). The plaintiffs assert
that their evidence instead “discusses seriougheamplications assoced with these products

and as such, is relevant to and admissibigtoposes of establishing BSC’s knowledge, notice

and scienter, as well as the state of the dd.).(



As inBard, | lack the specificity and context neededoroperly rule on this matter at this
time. See In re Rezulin Prods. Liab. Liti®09 F. Supp. 2d 531, 551-52@3N.Y. 2004) (“The
Court finds no legal basis upon which now to rule . . . that testimony regarding foreign regulatory
actions is irrelevant as a mattef law in a United States @ducts liability case governed by
American law . . . . Any ruling as to the releeg of otherwise admidsie evidence concerning
foreign regulatory actions therefore would peemature.”). Therefore, BSC’s motion with
respect to this matter BENIED without prejudice .

9. Motion to Preclude Any Evidence or Argument Concerning BSC’s Post-
Implant Product Innovations Including LITE Mesh and Colored Mesh

BSC seeks to preclude evidence of “subsetjukanges or new product lines developed
in Boston Scientific’s continuing study of itsqalucts, after Plaintiffs’ implant date” because
such evidence is (1) inadmisshlinder Federal Rule of Evidence 407 as a subsequent remedial
measure; (2) irrelevant to the plaintiffs’goluct liability claims; and (3) confusing, unfairly
prejudicial, and an undue consumption of tir(ieef.’s Mem. Supp. [Docket 197], at 25). BSC
notes that “[tlhe exclusion okubsequent remedial meassiris designed to encourage
manufacturers to ‘make improvements for greater safetigl."(€itation omitted)). Additionally,
BSC argues that any subsequentpit innovation is not tevant to the plaitiffs’ defect claims
because such innovations would not have mad#eaatce with respect to the plaintiffs’ alleged
injuries. (d. at 26).

Although it appears that BSC’s motion has mexst,evidence relatin@g other devices is
outside the scope of the plaintifidesign defect claim, this issuelistter suited to be handled at
trial, as evidence is presented. Furthermore,eemid of subsequent remaldmeasures that is
inadmissible to prove “negligence; culpable condaatefect in a product or its design; or a need
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for warning or instruction,” may be admitted “for another purpose, such as impeachment or—if
disputed—proving ownership, control, or the feasibility of precautionary measures.” Fed. R.
Evid. 407. In other words, the admissibility othuevidence or argumedépends on the context

and method by which the plaintiffs seekintroduce it. Accorohgly, BSC’s motionin limine on

this issue IDENIED without prejudice.

10.Motion to Preclude Any Evidence or Agument that BSC Owed or Breached
a Duty to Warn the Individual Plaintiffs Directly

BSC seeks to preclude evidence regardingc’BSluty to directlywarn the plaintiffs
about the risks associatedth the Pinnacle because light of Florida’s learned intermediary
doctrine, such evidence is irreént. | agree. In Florida, maradturers of presiption drugs and
ethical drugs that can be administered only umlderdirection of a physian must “provide an
adequate warning only to the phyait, or ‘learned intermediary.E.R. Squibb & Sons, Inc. v.
Farnes 697 So. 2d 825, 827 (Fla. 199%ge also Beale v. Biomet, Ind92 F. Supp. 2d 1360,
1368 (S.D. Fla. 2007) (“I agree withur sister Florida dirict courts, and ith the great weight
of authority to conclude that under Florida law, the learned intermediary doctrine applies to
prescription medical devices as well as prggion drugs.”). Accordingly, BSC only owed a
duty to warn the plaintiffs’ physicians of thenRacle’s potential risks tpatients. Any evidence
or argument that BSC owed or breached a dutyaon the plaintiffs directly is therefore
irrelevant. The plaintiffs have agreed notpresent evidence on this matt&e¢Pls.” Omnibus
Resp.) [Docket 212], at 18).

The plaintiffs nevertheless asiis court to deny BSC’s motioim limine on this issue
because “evidence of BSC’s warnings through the intermediary to Plaintiffs is directly relevant
to whether Plaintiffs’ implantinghysicians ‘would have changettieir decisions to implant the
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Pinnacle device.”l(l. at 17). BSC’s motiom limine on the duty to warn the plaintiffs directly
does not affect the admissibility of this evidentkeerefore, | do not find the plaintiffs’ concerns
persuasive. Under Federal Rule of Eande 402, BSC’s motion on this poinGRANTED. See
Fed. R. Evid. 402 (“Irrelevamvidence is not admissible.”).

11.Motion to Preclude Any Evidence or Agument that BSC Owed or Breached
a Duty to Train Plaintiffs’ Surgeons

BSC moves to preclude evidence on BSC’'s/dattrain the treatig physicians because
such evidence is irrelevant: th@aintiffs have not assertedaims against their implanting
physicians, and Florida does netognize a duty to train a physician. | have previously denied a
similar motion in the face of these reasonsLéwis | ruled that even though Texas does not
recognize a duty to provide training to physigaevidence or argument related to physician
training might possibly be relevant for sombestpurpose, depending on the context and method
by which it is introducedSee Lewis2014 WL 505234, at *5. | see no reason to deviate from this
ruling here. Therefore, BSC’s motion to preduevidence and argument on the duty to train
physicians iDENIED without prejudice.

12.Motion to Preclude Any Evidence orArgument Concerning Marketing and
Promotional Materials Not Seen by the Individual Plaintiffs or Their
Surgeons

BSC seeks to preclude “marketing materittjt some of the Plaintiffs or their
prescribing physicians did not read or see” oa lfasis that the matels are irrelevant and
unfairly prejudicial. (Def.'s Mem. Supp. [Dockd97], at 33). | have fected this argument
before, finding that “[tlhese materiatsay be relevant to the plaiffs’ other claims,” including
negligence and punitive damagd®ard, 2013 WL 3282926, at *6 (emphasis added). This
finding applies here, where the plaintiffs hagl@aimed negligent design and have asked for
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punitive damages. | can address any further disputes about relevancy at trial, when the content
and proffered use of the matesak apparent. Thus, BSC’s motion limine on this issue is
DENIED without prejudice .
13.Motion to Preclude Product Complaints Adverse Event Reports, & Medical
Device Reports Concerning [Products Qter Than the Pinnacle Pelvic Floor
Repair Kit]. 3

BSC seeks to preclude evidence of productmaints, adverse event reports (“AERS”),
or Medical Device Reports (“MDRsfpor products other than tifeinnacle Pelvic Floor Repair
Kit. BSC argues that such evidence is (1) inadibie hearsay; (2) irrelevant to causation or
notice; and (3) inadmissibly prejudicial underl®403. | have previously refused to exclude
such evidence in the motions stage of MDL litigation on the basis that

there are simply too many factors thaight determine whether the product

complaints, AERs, and MDRs might Bdmissible. Without knowing the specific

contents of any complaints, AERs or BB that the plaintiffs may seek to
introduce, or how the plaintiffs might seek to use or introduce these complaints
and reports, | cannot make a substantiving at this time. ... [A] blanket
exclusion of this evidence would be premature.

Bard, 2013 WL 3282926, at *6. This ralj equally applies here.

First, | cannot determine whether these materials constitute inadmissible hearsay until |
observe how the plaintiffs use them at trial.Bard, | found that the materials fell within the
hearsay exceptions provided in Federal Rate&vidence 803(6) and 803(8) and that “to the
extent an expert might rely upon AERS ieaching certain opinions,” experts can rely on

otherwise inadmissible evidence to reach their opinihsat *5 (citingMahaney ex rel. Estate

of Kyle v. Novartis Pharms. Cor@35 F. Supp. 2d 299, 312 (W.D. Ky. 2011)). These same

3 BSC'’s Motionin Limineentitles this motion “Motion to Preclude Product Complaints, Adverse Event Reports, and
Medical Device Reports Concerning Patients Other Than Plaintiffs,” but the substance of the motion concerns
reports on “products other than the Pinnacle Pelvic Floor Repair Kit.” (Def.’s Memp. fupcket 197] at 35). |

review the motion based on its substance, rather than its title.
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hearsay exceptions might come iplay at trial in this case.

Second, contrary to BSC’s position, “courtv@deld that [AERs and MDRs] may show
notice and provide support for catiea,” so long as thevidence of injuriesare “substantially
similar to those in the case at bad’ Finally, if it appears that éhplaintiffs’ introduction of
AERs and MDRs will create unfaprejudice, BSC should object #iat time, informed by the
content of the proffered materials and theateat in which they are introduced. For these
reasons, DENY without prejudice BSC’s motionin limine on this matter.

14.Motion to Preclude Any Evidence or Agument that Pelvic Mesh Can Cause
Complications Not Experienced by the Individual Plaintiffs

BSC moves to preclude any evidence okthital complications purportedly caused by
Boston Scientific’s devices, but nexperienced by Plaintiffs themsges,” such as evidence that
polypropylene mesh causes “gross hematuria,mmfiatory myofibrolastic tumors, and cancer.”
(Def.’s Mem. Supp. [Docket 197], at 38). Becausme of the plaintiffs has alleged these
injuries, BSC argues that such evidenceredevant and urirly prejudicial.

| agree that evidence of complications tinat plaintiff experiened is irrelevant and
lacking in probative value. For the claims tmatjuire evidence of injury (strict liability for
failure to warn, strict liability for design defe@nd negligence), only the injuries experienced by
the complainant are relevant. Strict liability for failure to warn, for instance, requires the plaintiff
to show that the inadequate warning “madepitugluct unreasonably dangerous” and that it “was
a legal cause of the loss, injury, or damagghe] person for whose jury claim is made.In re
Standard Jury Instructions in Civ€ases, Report No. 09-10 (Prods. Lia®) So. 3d 785, 799
(Fla. 2012) (providing preliminary approval). Striietbility for defective design also focuses on
the plaintiff's injuries.See id.(providing that strict liabilityconcerns whether the product’s

13



defect “was a legal cause of the loss, injuryd@mage to [the] personrfavhose injury claim is
made”). With respect to negligence, the congégraso for injuries caused to the claimddt.at
800. Accordingly, evidence that the Pinnacle caugases not experiencebly the plaintiffs has
little value. Moreover, elaborating on injuriesatithe plaintiffs did not incur risks “needless
presentation of cumulative evidenc&éd. R. Evid. 403. Therefore, BSC’s motionlimine on
this issue iISSRANTED.

15.Motion to Preclude Any Evidence or Argument Concerning Lawsuits
Against Other Manufacturers of Pelvic Mesh Products

On the basis that the evidence is irrelevanfairly prejudicial, and misleading to the
jury, BSC moves to preclude any evidence “ebmplaints or lawsuits against other
manufacturers of pelvic mesh to argue tiaiston Scientific’'s products were defective,
inadequately labeled, or unreaabty dangerous.” (Def.’s MenSupp. [Docket 197], at 40).
Pointing to my previous ruling iBard, the plaintiffs counter that sjputes about admissibility of
this evidence should be reserved trial if “BSC opens the doawon this issue.” (Pls.” Omnibus
Resp. [Docket 212], at 27).

The use of motiong limine that lack speicity and are withoutcontext have led the
court in the past to defer judgment on sal/evidentiary issues, including this orgee Bard
2013 WL 3282926, at *AHaving gained greater familiarity, however, the court was confident in
substantively ruling on the admissibility of otHawsuits against the same defendarntawis

[E]vidence of lawsuits is generally catsred inadmissible hearsay. . . . Further,

evidence of other lawsuitnd the factual allegationiserein is inadmissible under

Rule 403. Although other lawsuits may ultitely show that the [product] is

defective, the jury must iit find that the [product]caused [the plaintiff's]

injuries. Evidence of other lawsuits isdily to confuse and mislead the jury from
that task, and it is highly prailicial to [the defendant].
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2014 WL 505234, at *6. | find this rationale, as applied to exclude lawsuits agairsintige
defendant, to be exceedingly appropriate here, evtiex plaintiffs seek tmtroduce evidence of
lawsuits againsbther manufacturers. Even assuming evicerabout lawsuits brought against
other manufacturers has some relevance to themrease, the relevance is dwarfed by the risk
of unfair prejudice posed bygeiring BSC to attest for law#a in which it was not involved.
Accordingly, pursuant to Federal Rule of Evidence 403RANT BSC’s motionin limine on

this issue.

16.Motion to Preclude Any Evidence or Argument Concerning Other Mesh
Lawsuits, Investigations, ClaimsVerdicts, and Trials Against BSC

BSC moves to preclude any evidence gyuament concerning “othdawsuits, claims,
investigations, regulatory actignsr settlements involving Bast Scientific’'s mesh products—
whether or not related to the Pinnacle PeRicor Repair Kit.” (Defs Mem. Supp. [Docket
197], at 42). BSC argues that this evidence shbelgrecluded because it is irrelevant under
Federal Rule of Evidence 401, “unfairly prejoidi and confusing”under Federal Rule of
Evidence 403, and inadmissible hears#y) (

| granted a motiom limine in Lewisto exclude evidence of other mesh lawsuits against
the defendantSee Lewis2014 WL 505234, at *5-6. | noted thavidence of lawsuits is
generally considered inadmissible hearsay[,]” and ultimately excluded the evidence on Rule 403
grounds. | explained:

[E]vidence of other lawsuitand the factual allegations therein is inadmissible

under Rule 403. Although other lawsuits may ultimately show that the [product]

is defective, the jury must still find &b the [product] caused [the plaintiff's]

injuries. Evidence of other lawsuits isdily to confuse and mislead the jury from

that task, and it is highly prejudicial fthe defendant]. Accordingly, Ethicon’s
motion on this issue BGRANTED.
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Id. | apply this reasoning to the evidence challenged by BSC in the instant nmotionne.
Therefore, IGRANT BSC’s motion on this matter.

17.Motion to Preclude Any Evidence orArgument Concerning Unrelated FDA
Corporate Warnings and 483 Letters, AllPertaining to Cardiac Devices

BSC seeks to preclude evidence of a 2@06porate warning and FDA 483 letters
because such evidence concerns devices unratatgelvic mesh. (Dek Mem. Supp. [Docket
197], at 44). BSC argues that “[t]his evidence stidod excluded because it is (A) irrelevant, (B)
improper character evidence, and (C) unfairly prejudicidd.).(Based on the court’s rulings on
the inadmissibility of FDA evidence in similar castee plaintiffs have stated that they “will not
introduce evidence or arguments regardingCBScorrespondence with FDA, including 483
corporate warning letters.” (Pls.” Omnibus Resp. [Docket 212], at 30). Because the plaintiffs do
not oppose this motioim limine, it is thusGRANTED..

18.Motion to Preclude Any Evidence or Argument Concerning the Parties’
Litigation Conduct

BSC moves to preclude evidence or argunoemicerning the parties’ litigation conduct,
such as:

A) Evidence of mediation @ettlement negotiations;

B) Boston Scientific’s designation @&ny documents as confidential or any

suggestion that Boston Scientific’s actiomere improper or an attempt to keep

certain documents secret; and

C) Evidence of Boston Saiéfic’s litigation conduct and of Court rulings such
as motionsn limine or objections during discovery.

(Def.’s Mem. Supp. [Docket 197], df7). BSC argues that evidenocEmediation or settlement
negotiations should be excluded because “suchereglis not admissibl® prove liability or
invalidity of the claim or amount” uter Federal Rule of Evidence 40Rl.). BSC contends that
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evidence concerning the designation of confidkrdocuments, BSC’s litigation conduct, and
court rulings should be excluded under Federal Rules of Evidence 401, 402, and 403.

| have previously fed on similar motiongn limine in other casesSee Bard2013 WL
3282926, at *8 (challenging the sartieee types of evidence)pwis 2014 WL 505234, at *9
(ruling on motionin limine to preclude plaintiffs from refang to the designation of documents
as confidential for purposes of discovery).

As for evidence of mediation or settlememtgotiations, BSC is correct that “such
evidence is not admissible ‘eithir prove or disprove the valigior amount of a disputed claim
or to impeach by a prior inconsistent stagéetnor a contradiction.’” Fed. R. Evid. 408(a).
However, under Rule 408(b), this evidence may be admitted for other purp®ees.2013 WL
3282926, at *8.

As for evidence concerning BSC'’s litigation conduct and court rulings, | think it highly
unlikely that such matters will be permitted, hiuis impossible to determine the relevancy of
any argument or evidence concerning these issues at this stage. AccordFiglip that a
blanket exclusion of such evidence and argnt would be premate at this time[.]”Id.
Therefore, IDENY without prejudice BSC’s motionin limine with respect to evidence of
mediation or settlement negot@tis and evidence concerning®S litigation conduct and court
rulings.

As for evidence concerning the designatioraiffidential documents, “[w]hether a party
designates a document as confidanturing the litigation process is absolutely irrelevant.”
Lewis 2014 WL 505234, at *7. The jury will be instradtat trial to disggard the confidential

marking on documents. Thereforé&3RANT BSC’s motionin limine with respect to this issue.
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Thus, IGRANT IN PART andDENY IN PART BSC'’s motionin limine on this matter.

19.Motion to Preclude Any Evidence or Argument Concerning BSC’s Finances
or Employment Decisions

BSC seeks to preclude any evidence oguarent concerning BSC’s finances or
employment decisions because “such evidence is irrelevant to this lawsuit and carries the risk of
jury confusion and unfair prejuck.” (Def.’s Mem. Supp. [Dockel97], at 50). BSC argues that
the plaintiffs are attempting tfpaint] [BSC] as a bad actor impperly motivated by profit” and
“induce the jury to render a vact simply because Boston Scidiat is a large company with
significant resources[.]’Id. at 50-51). | note that | denid’ISC’s motion for partial summary
judgment on the issue of punitive damages and foladFlorida substantive law applies to the
plaintiffs’ punitive damages claimsSéeMem. Op. & Order [Docket 232]).

Under Florida law, a jury should considee thinancial resources of the defendant” and
“whether the wrongful conduct wamotivated solely by unreasable financial gain,” among
other things, when determining an amount of punitive daméges.Standard Jury Instructions
In Civil Cases-Report No. 09-01 (Reorganiaa of the CivilJury Instructions) 35 So. 3d 666,
793, 798 (Fla. 2010) (alterations omitted) (amimg and authorizing for publication the
reorganization of the standard civil jurystructions, including instructions on punitive
damages). Therefore, to the extent that ceftaancial information paints BSC as a bad actor
improperly motivated by profit, it may be regbnt to the question of the amount of punitive
damages. Accordingly, BSC’s motiamlimine on this issue i®ENIED without prejudice.

20.Motion to Preclude Any Evidence orArgument Concerning Any Plaintiff's

Implanting Physician’s Decision to Dscontinue Using the Pinnacle to Treat
POP
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BSC moves to preclude ewdce that Dr. Salom (implang physician for Ms. Dotres
and Ms. Nunez) and Dr. Gomé#fadrazo (implanting physiciafor Ms. Betancourt) recently
decided to discontinue use of the Pinnacld ather polypropylene nsé products in their
medical practice for treatment of POP. BS@htends that such ewdce would “improperly
suggest” that the doctors’ decisions “implydafect in the Pinnacle.” (Def.’s Mem. Supp.
[Docket 197], at 52). The plaintiffs respond that the motion should be denied because this
evidence provides a rebuttal to any testimonplyimg that the doctors “have no concerns
whatsoever with the Pinnacle.” (PI&mnibus Resp. [Docket 212], at 34).

Given the various ways in which the partiesildouse this information at trial, | cannot
make a pre-trial substantive ruling on this matsoreover, not all othe physicians’ testimony
on this issue casts BSC in a negative light, aad result, | cannot @tain theprejudicial
nature of this evidence withokhowing the specific testimony that the plaintiffs seek to offer.
(See, e.g.Salom Dep. [Docket 197-16], at 18:12-21 émdmg that his experience with the
Pinnacle sling was “favorablednd that he “enjoy[ed] the delivery system”); Gomez-Madrazo
Dep. [Docket 197-11], at 85:18-21 (confirming thathad a “good” clinicaéxperience with the
Pinnacle)). For these reasond)ENY without prejudice BSC’s motionin limine concerning
the physicians’ reasons for disttinuing use of the Pinnacle.

21.Motion in Limine to Exclude Evidence of Dyspareunia

BSC seeks to preclude “all evidence andtitgony relating to Plaintiff Margarita
Dotres’[s] alleged claim of dyspareunia.” (BSC's Mab. Limine to Exclude Evidence of
Dyspareunia [Docket 214], at BSC argues that such evidence is (1) irrelevant to Ms. Dotres’s

active claims; (2) unfairly prejudicial to BSC; and (3) confusing for the jualy). While | agree
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with BSC'’s contention that evidence related sndssed claims is irrelevant, a blanket exclusion
of dyspareunia would be prematatethis time. First, the three other plaintiffs continue to pursue
their dyspareunia claims; therefore, the issuedyépareunia will be referenced repeatedly
throughout trial. Second, even if | attempt telede evidence of dyspareunia solely relating to
Ms. Dotres, the mere mention of dyspareuniatiié potentially relevanand necessary to Ms.
Dotres’s claims for pelvic pain genélya as well as her physician’s testimonegPl.’s Resp.
in Opp. to BSC’s Motin Limineto Exclude Evidence of Dyspan@a [Docket 223], at 2-3). This
is clearly a matter that can bandled by the court at trial. ffecessary, BSC is free to make
clear that Ms. Dotres is not pursuing a cldon dyspareunia. The parties are represented by
experienced and able trial counsel, and Ittthat counsel know and intend to abide by the
Federal Rules of Evidence and their agreement. Accordingly, BSC’s motionine on this
issue IDENIED without prejudice.
II. The Plaintiffs’ Motions
1. Plaintiffs’ Omnibus Motion in Limine
a. Motion in Limine No. 1 — The Use of “Standard of Care” Language

The plaintiffs seek to preclude “standaofl care’ language in tation to any and all
treating physicians’ decisions to implant Plaintiffgh a Pinnacle Pelvic Floor Repair kit (“PFR
Kit") for treatment of their pelvic @an prolapse.” (Pls.” Omnibus Mota.Limine[Docket 199],
at 2). The plaintiffs argue th#tte use of the term “standacd care’ . . . should be limited to
what a reasonablenanufacturerwould have done when plag a medical device onto the
marketplace,” given that the gihtiffs have not brought angegligence claims against the

treating physicians.Iqd. at 2, 4 (emphasis added)). | disagree. Whether the Pinnacle is the
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“standard of care” is highly probative: it goes to the very essence of whether the Pinnacle is
unreasonably dangerous or whetheré¢hexists a safer alternative design. If the plaintiffs believe
that the term “standard of care”asnfusing or that BSC’s expsrhave contradicted themselves,
they are free to address those problemgrial through cross-examation. Accordingly, the
plaintiffs’ motionin limine on this issue IDENIED.

b. Motion in Limine No. 2 — AUGS/SUFU & IUGA

The plaintiffs move to preclude evidencdatmng to position statements made by the
American Urogynecologic Society (“AUGS”) and the Society of Urodynamics, Female Pelvic
Medicine and Urogenital Recdnsction (“SUFU”) and by thdnternational Urogynecological
Association (“IUGA”) concerningmid-urethral slings in # treatment of stress urinary
incontinence (“SUI"). Tl plaintiffs argue that these statensesre irrelevant under Federal Rule
of Evidence 401 and 402 because this case iegoROP repair kits. They also argue that the
statements lack a scientificda and are, thus, not admissibleder Federal Rule of Evidence
702 andDaubert v. Merrell Dow Pharms, Inc509 U.S. 579 (1993).

First, | do not agree with the plaintiffs thatfe statements are entirely irrelevant to this
case. The position statements challenged in thisomoelate to more than merely mid-urethral
slings in the treatment of SUIS€e, e.g. AUGS & SUFU Position Stament [Docket 199-1], at
2 (stating “[p]olypropylene materigd safe and effective as a surgical implant.”); IUGA Position
Statement [Docket 199-2], at lit{ng to “scientific publicationgwhich] studied all types of
patients, including those with co-madiiies such as prolapse.”).

| have previously denied motioria limine as to this issueSee Huskey2014 WL

3861778, at *2].ewis 2014 WL 505234, at *2. | explained:
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First, to the extent that the Positi@&tatement is relied upon by an expert

witness, it may be admissible under tharhed treatise excépn to the hearsay

rule. SeeFed. R. Evid. 803(18). Second, undule 703, experts are permitted

to rely on otherwise inadmissible fanmation provided that they “would

reasonably rely on those kinds of facisdata in forming an opinion on the

subject.” Fed. R. Evid. 703. Third, Ethicenstate of mind is relevant to the

punitive damages claim, and “[a]n out-of-court statement that is offered to show

its effect on the hearersate of mind is ndtearsay under Rule 801(cWhited

States v. Thompspr279 F.3d 1043, 1047 (D.C. 1Ci2002). Provided that

Ethicon properly introduces this evidence, the plaintiffs’ motion on this issue is

DENIED.

Huskey 2014 WL 3861778, at *Zee Lewis2014 WL 505234, at *2Accordingly, in this case,
the plaintiffs’ motion withrespect to this issue BENIED.
2. Plaintiff Amal Eghnayem’s Motion in Limine # 3

The plaintiff, Amal Eghnayem, seeks tceeplude testimony or evidence concerning (1)
social media websites; (2) bankruptcy; (3) uneslatnedical conditions and procedures; and (4)
prior unrelated injuries because they are irrelevant “to the issues to be determined by the jury.”
(Pl’s Mot. in Limine # 3 [Docket 221], 1-3). BSC does niotend to offer evidence on Ms.
Eghnayem’s 2001 bankruptcy. (BSC’s Resp. to PI[.’s] NtotLimine # 3 [Docket 228], at 1).
Because BSC does not oppose the plaintiff's maiohmine with regard to bankruptcy, it is
thusGRANTED. | review the remaining objections in turn.

Next, the plaintiff seeks to excludel avidence relating to her Facebook account.
However, an evidentiary ruling on this issue depends on the particular content of the evidence
and argument, and the context in which the pseigks to introduce it. | simply cannot make a
substantive ruling at this timeitivout additional information. Thefore, a blankeexclusion of

such evidence, argument, or tesiny would be premature. Acabngly, the plaintiff’s motion

in limine with regard to social media websiteDENIED without prejudice .
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Lastly, the plaintiff seeks to exclude “arand all evidence of Plaintiff's unrelated
medical conditions, including medical procedures,wadl as “prior unrelated injuries.” (Pl.’s
Mot. in Limine# 3 [Docket 221], at 2-3). In addition to this motion being overly bro&tiND
that evidence relating to medicanditions, procedures, and priojunes is potentially relevant
to the plaintiff's claims. Therefore, a blanket exclusion of such evidence, argument, or testimony
would be premature. Accargly, the plaintiffs motionin limine with regard to medical
conditions, procedures, and prior injurie®ENIED without prejudice .

V. Conclusion

For the reasons stated above, BSC’s Initial MotiamsLimine [Docket 197] are
GRANTED in part andDENIED in part, BSC’s Motionin Limine to Exclude Evidence of
Dyspareunia [Docket 214] iBENIED without prejudice, Plaintiffs’ Omnibus Motionsin
Limine [Docket 199] areDENIED, and Plaintiff Amal Eghnayem’s Motiom Limine # 3
[Docket 221] iSGRANTED in part andDENIED in part.

The courtDIRECTS the Clerk to send a copy of thisder to counsel of record and any
unrepresented party.

ENTER: Octobef8,2014

' ‘/’ / / \
VPN, — 7 <JZ//ZMA \

TOSEPH K GOODWIN
UNITED STATES DISTRICT JUDGE
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