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Pending before the court are the Plaintiffs’ Motions in Limine [Docket 206] and the

Defendants’ Omnibus Motion in Limine [Docket 207]. For the reasons stated b#lew,

Plaintiffs’ Motions in Limine [Docket 206] ar&6RANTED in part andDENIED in part, and

the Defendants’ Omnibus Motion in Limine [Docket 207{3RANTED in part andDENIED

in part.

|. Background

This case is one of over 40,000 assigtedne by the Judicial Panel on Multidistrict

Litigation. It arises out of injuries allegedly sustained frthra implantation of a pelvic mesh

product, Ethicon’s TVT, to treat stress urinary incontinen¢ehave resolved the parties’

motions for summary judgment, and the following claims remain for trial: strict liabdity f

defective design, negligent desigamd punitive damagesSde Mem. Op. & Order [Docket

194]). In the instant motions, the parties seek to limit or preclude arguments or evidence on

! References to Ethicon refer both to the defendant Ethicon, Inc. and teféimelaht Johnson & Johnson.
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various topicsThe plaintiffs have filed sevemotions in limine and Ethicon has filed twenty
two.
ll. The Plaintiffs’ Motions
- Motion in Limine No. 1: Motion to Exclude Statements Regarding the Number
of Randomized Controlled Trials That Allegedly Support the Safety of the TVT
and Similar Products

The plaintiffs move to preclude Ethicon from stating that a certain number of reaediom
controlled trialssupport the safety and efficacy of the T(PIs! Mot. in Limine (‘Pls.” Mot.”)
[Docket 206], at 2). Ethicon’s medical director, Piet Hinoul, “testified that as ofrNloee2012,
there were 104 randomizedratal trials supporting the safety and efficacy of TVT.” (Resp. in
Opp. to PlIs.” Motsin Limine (“Ethicon’s Resp.”) [Docket 220], at3®. The plaintiffs contend
that this statemenshould be excluded under Federal Rule of Evidence 801 as inadmissible
heasaybecause it is testimony regarding the conclusions of studesgsay is an out of court
statement offered to prove the truth of the matter asserted. Fed. R. Evid. B01ifeg. extent
that Dr. Hinoul testifies that Ethicon relied on these studmesstatement is not hears#yithout
knowing precisely hoviEthicon intends to use this statement, the plaintiffs’ motiddESIIED
without prejudice.

- Motion in Limine No. 2: Motion to Exclude TVT “Complication Rates”

The plaintiffs seek to preclude anygament or evidence regarding the TVT's
complication rates. According to the plaintiffs, it is impossible for Ethicon to cédcula
complications accuratelgecausehey are unreported andecause Ethicon does not know how
many TVT devices have beemplantal. (See Pls.” Mot. [Docket 206], at ®). Therefore, the
plaintiffs argue that complication rates should be excluded under Rule 403 becaukaviney

little probative value and they are highly prejudiclahgree in partl will not admit anecdotal



eviderce of complicatiorratesbecause that evidence has little probative value and it is highly
misleading However, evidence of complicatioates may be admitted where it is based on
reliable, scientific statistics, peegviewed literaire, or where it has been or may be test¢d.
this stage, | cannot determine which particular complication rate evidenmmrEteeks to
introduce. Accordingly, the plaintiffs’ motion on this issu®ENIED without prejudice.
- Motion in Limine No. 3: Motion to Exclude Claims that Certain Alternatives to
Surgical Mesh for SUI Treatment Are Not Taught, or Are Rarely Taught, in
Medical Schools
The plaintiffs move to bar Ethicon from asserting that the Burch procedure and other
surgical alternatives fohe treatment of stress urinary incontinence (“SUI”) are not taught, or are
rarely taught, at medical schools. The plaintiffs believe that these statearentsurely
speculative and are contradicted by the evidekti®icon has proffered withesses, Dr.dkor
Mitchell and Dr. Brian Feaginsto testify from their personal knowledge that the Burch
procedure is not taught, or is rarely taught, at medical sch@#e. Ethicon’'s Resp. [Docket
220], at 56). Whether there are safer alternatives to the TVT iflyigrobative, and the
prevalence of this procedure is relevant to whether it is a safer alternative 10/T. The
plaintiffs are free to crossxamine Ethicon’s witnesses about the prevalence of alternative
surgical proceduresnd how they came to thaonclusionsTherefore, the plaintiffs’ motion on

this issue iIDENIED.

- Motion in Limine No. 4: Motion to Exclude Statements by Physician Trade
Associations or Organizations

The plaintiffs move to exclude any argument evidence based on statements by
physician trade associations or organizations pursuant te RoBand 801For instance, the
American Urogynecologic SocietyAUGS”) recently stated that the TVT *“is the recognized

worldwide standaraf care for the surgical treaent of stress urinatijmcontinence” and “is safe



and effective as a surgical implant.” (AUGS Position Statement [DockelZ0@&t 12). First,
to the extent that these statements are relied upon by expert witnesses, Hugyissile under
the learned treatise exceptionRiile 803(18). Second, under Rule 703, experts are pernotted
rely onotherwiseinadmissible information provided that they “would reasonably rely on those
kinds of facts or data in forming an opinion on the subject.” Fed. R. Evid.Th@8, Ethicon’s
state of mind is relevant to the punitive damages claim, gjd butof-court statement that is
offered to show its effect on the hearer’s state of mind is not hearsay und&OR(dg” United
Sates v. Thompson, 279 F.3d 1043, 1047 (D.C. Cir. 200&rovided that Ethicon properly
introduces this evidence, tpé&intiffs’ motion on this issue IBENIED.

- Motion in Limine No. 5: Motion to Exclude Statements Aout Counsel

The plaintiffs assert that Ethicon may contend “that this lawsuit or the tranavagesh
litigation is attorneydriven; that Ms. Lewis saw a television commercial regarding transvaginal
mesh litigation before filing suit; or that Ms. Lewis’s attorney gave her the oathe surgeon
who ultimately performed a revision procedure on”h@®ls.” Mot. [Docket 206], all4). The
plaintiffs argue that these statements have no probative valwendfairlyprejudicial

As to the first statementthatthese lawsuits are “attornelyiven,”—Ethicon epresents
that it does not intend tmenton the existence of other transvaginal mesh lawsidsordingly,
the plaintiffs’ motion with respect to this statemenBRANTED.

As to the second statementhatMs. Lewiswas prompted by gelevision commerciaio
file suit—this statement is probative of her credibility regarding her injuries. Acaglidithe
plaintiffs’ motion with respect to this statemenDENIED.

As to the third statementthat Ms. Lewis’s attorney gave her the name of the surgeon

who performed her revision surgerfthicon argues that this statement is probative of Dr.



Zimmern’s bias, implying that Dr. Zimmern relied on the plaintiffs’ attorneys dterrals.But
Ethicon does not proffer any evidence that Dr. Zimmern acted outside aé¢bpted standard

of care.Thereforeany statements implying that Dr. Zimmern was biased are not probative of a
fact of consequencand serve only to unfairly prejudice the plaintiffs. Accordingly, the
plaintiffs’ motion on this issue IERANTED.

- Motion in Limi ne No. 6: Motion to Exclude References to TVT Being the “Gold
Standard” or the “Standard of Care”

The plaintiffs argue thaEthicon should be prohibited from presenting evidence or
argument that the TVT is the “gold standard” or “standard a&’dar the treatment of SUThe
plaintiffs believe that these statements should be excluded under Rule 403 leegpwseuld
confuse the jury, result in needless mimls, andwould unduly prejudice the plaintiffs. |
disagreeWhether the TVT is the “gold standard” or the “standard of care” is highly pvebitti
goes to the very essence of whether the TVT is unreasonably dangevdusther there exists a
safer alternative desigtf.the plaintiffs believe that terms like “gold standard” arg@iatise and
confusing,they may cross examine the witnessSimilarly, if the plaintiffs believeEthicon’s
experts have contradicted themselves on this issue, they are free to highligitotoadictions
on cross examination. Accordingly, this motiodimine is DENIED.

- Motion in Limine No. 7: Motion to Exclude Evidence of an Extramarital Affair

The plaintiffs have dismissed their loss of consortium claim, and move to exclude
evidence that Mr. Lewis had an extramarital affair approximately twelve yeargtmcon does
not oppose this motion. Accordingly, this motion in limin6&RANTED.

lll. Ethicon’s Motions

- Motion in Limine No. 1. Motion to Exclude Evidence Relevant Only to Failure to
Warn and Breach of Warranty



Ethicon seeks to preclude all evidence that is relevant only to the plaidigfaissed
claims—failure to warn and breach of warranty. Ethicon lists the following as repatisentf
this type of evidence: “patient brochures and physician mailers, marketing, pharketing
research, and marketing overviews, professional educataierials, sales training materials.”
(Defs.” Mem. in Supp. of Omnibus Mot. in Limine (“Defs.” Mem.”) [Docket 208], atEihicon
argues that | should exclude this evidence because it is irrelevant to thdfglai@maining
claims. The plaintiffs coeind warning evidence, such as TéT’s instructions for use (FU"),
is relevant to their strict liabilingdesgn defect claimspecifically,“whether ‘suitable warnings or
instructions’” made the product safer.” (PIResp.to Defs.” Mots. in Limine (“Pls.” Resp.”)
[Docket 221], at 3-4).

In essence, this motion seeks to reaffirm Federal Rule of Evidence 402, whitasdicta
that irrelevant evidence is inadmissible. Clearly, evidence only relevantet@l#intiffs’
dismissd claims is irrelevant and must be excluddaave already ruled that evidence related to
the TVT's IFU and patient education brochures is not relevant to the plaintifgjnddefect
claim. See Mem. Op. & Order [Docket 246], at 11). The parties do not need this court to rule on
or restatehe obviousAccordingly, this motion in limine I®ENIED without prejudice.

- Motion in Limine No. 2: Motion to Exclude Evidence or Argument Concerning
Unrelated Alleged “Bad Acts” and Investigations

Ethiconanticipdes that the plaintiffs will introduce evidence of unrelated bas acd
investigations, such as

(1) criminal guilty pleas and fines . . . relating to the drug Topamax; (2) state
attorney general actions . . . relating to the dlercounter drug Motrirand the
multiple attorney general actions relating to the drug Rispe(@al,consent
decrees with the U.S. Department of Justice or FDA, such as that regarding
various McNeil manufacturing plants; (4) settlements or fines with the U.S.
Department of Juste or Securities and Exchange Commission, such as any
settlement related to the drug Risperdal, the entity Omnicare, Incqovanseas



activities, including any reserves set aside for settlement payments;)aaaly (5
investigations or proceedings by apglitical bodies or enforcement agencies,
such as investigations related to the drug Doribax or the congressional
investigation into the over-the-counter McNeil drugs.
(Defs.” Mem. [Docket 208], at 5 n. 2)I will not admit this evidencébecause it is eharly
irrelevant. But somether ‘bad acts” evidence may be relevant to the punitive damagesariaim
the negligence claimAt this stage, without knowing the precise evidence at issue and how the
parties intend to use it, | cannot rule on dldenissibilty of all “bad acts” evidenceHowever, the
plaintiffs are cautioned to tread carefully when introducing this kind of evidé&woerdingly,

Ethicon’s motion on this issue BRENIED without prejudice.

- Motion in Limine No. 3: Motion to Exclude Evidence orArgument Regarding
Duty to Test and Duty to Train Physicians

Ethicon anticipates that the plaintifigill argue that Ethicon assumed and failed to
discharge two duties: (1) the duty to further test the TVT and (2) the duty to traitiphg.
(Defs.” Mem. [Docket 208], at 7)Ethicon argues thauch evidence and argument is irrelevant
and unduly prejudicial.

Although there isno failure to test claim, evidence that Ethicon failed to conduct
particular testsnay be relevant to the negligenclaim. Unde the negligence claim, tether
Ethicon breached a duty to manufacture a safe product depends upon whether Ethicom “failed t
do that which an ordinarily prudent [manufacturer] would have done in the exercise ofyordinar
care.” Dewayne Rogers Logging, Inc. v. Propac Indus., 299 S.W.3d 374, 385 (Tex. App. 2009)
(analyzingclaims for negligent design, manufacture, and marketihegordingly, the plaintiffs
may argue that Ethicon failed to act as an ordinarily prudent manufacture by failing t
sufficienly test the TVT.Ethicon’s motion with respect to argument or evidence of testing is

DENIED.



The analysis is different with respect to evidence or argument that Etheghigently
trained physiciansTexas cases recognize the duty of drug and medical device manufacturers to
warn physicians, not to provide training to the®se Centocor, Inc. v. Hamilton, 372 S.W.3d
140, 154 (Tex. 2012)Weth-Ayerst Labs. Co. v. Medrano, 28 S.W.3d 87, 91 (Tex. App. 200
Further, theres no claim for negligent trainingin this caseHowever, whether evidence or
argument relating tphysiciantraining is relevant for some other purpose depends on the context
and method by which it is introduced. Accordingly, Ethicon’s motion with respect to angume
and evidence of negligent trainingD&NIED without prejudice .

- Motion in Limine No. 4: Motion to Exclude Medical Device Reports (“MDRS”)

Ethicon seeks to preclude “all evidence relating to MDRs for TVT or any otbhdugir
because the reports are hearsay, irrelevant, and the introduction of the wepddgesult in
juror confusion, undue delay, and unfair prejudi¢®éfs.” Mem.[Docket 208], at 10)MDRs
are inadmissible to the extent that they are covered under 21 U.S.C. § 368id@ever,
there are MDRs that do not fall within the scope of § 360i and are therefore admiSesbl
Chism v. Ethicon Endo-Surgery, Inc., No. 4:08CV0034WRW, 2009 WL 3066679, at *1 (E.D.
Ark. Sept. 23, 2009) (finding that “no report deaby a device user facility” may be admissible,

but that “§ 360i does not prohibit the admissibility of manufacturer reports into evijleAsd”

2 This section states:

(3) No report made under paragrdfhby—
(A) a device user facility,
(B) an individual who is employed by or otherwise formally affiliated witthsa
facility, or
(C) a physician who is not required to make such a report, shall be admistgible i
evidence or otherwise used in any cagtion involving private parties unless the facility,
individual, or physician who made the report had knowledge of the falsity of the
information contained in the report.

21 U.S.C. § 360i(b)(3).



have written, “there are simply too many factors that might determine whether product
complaints . . . and MRs might be admissible'nh re C.R. Bard, Inc., MDL 2187, 2013 WL
3282926, at *6 (S.D. W. Va. June 27, 201Bjithout knowing the contents of the specific
MDRs at issue or how the parties intend to use them, | cannot make a ruling on their
admissibility a this time. Accordingly, Ethicon’s motion on this issueDENIED without
prejudice.

- Motion in Limine No. 5: Motion to Exclude Evidence of Other Lawsuits
Concerning Ethicon’s Other Products, Including Lawsuits Over TVT, and
Particularly Over Different Mesh Products Such as Prolift or TVT-Secur.

Ethicon seeks to bar evidence of other lawsuits concerning its mesh prothets.

plaintiffs contend that these lawsuits are evidence of Ethicon’s knowledge of the dekessioé

the TVT and similar productsWhen evidence of other accidents or occurrences is offered for
any purpose other than to show notice, the proponent of that evidence must show that the facts
and circumstances of the other accidents or occurrences are ‘closely sinilae’ facts and
circumstances at issueldhnson v. Ford Motor Co., 988 F.2d 573, 579 (5th Cir. 1993 also

Jackson v. Firestone Tire & Rubber Co., 788 F.2d 1070, 1082 (5th Cir. 1986Eyidence of

similar accidents occurring under substantially similar circumstances avidingsubstantially

similar components may be probative of defective design.”).

But even though evidence of similar accidents may be admissible, evidence ofdavsuit
generally considered inadmissible hearsgeg Johnson, 988 F.2dat 579 (“a brief summary of
claims, lawsuits, and complaints . . . amounts to nothing more than a spofadiegations by
others which constitute hearsayRoberts v. Harnischfeger Corp., 901 F.2d 42, 445 (5th Cir.
1989) (affidavit summarizing copies of notices of pending litigation against thendbeit

properly excluded as hearsapu Dhabi Commercial Bank v. Morgan Sanley & Co. Inc., No.



08 CIV. 7508 SAS, 2013 WL 1155420, at *7 (S.D.N.Y. Mar. 20, 2013) (excluding “[r]eferences
to other lawsuits including their factual allegations and evidence”)

Further, evidence of other lawsuits and the factadégations therein is inadmissible
under Rule 403. Although other lawsuitsy ultimately showthat the TVT is defective, the jury
must still find that the TVT caused Ms. Lewis’s injuri&sidence of other lawsuiis likely to
confuse and mislead thery from that task, and it isighly prejudicial to EthiconAccordingly,
Ethicon’s motion on this issue GRANTED.

- Motion in Limine No. 6: Motion to Bar Plaintiffs from Implying that Ethicon
Was Bound by Disclosure Standards that Did Not Exist

The plaintiffs seek to introduce “evidence of [Ethicon’s] financial support for articles on
which it, or its experts, rely” (Pls.” Resp. [Docket 221], at 13), and suggestions thatoftt
itself had an obligation to disclose to the FDA, in the 510(k) premarket notificatidnvfbr a
supposed conflict of interest in the research supporting it” (Defs.” Mem kED@0O8], at16).
Ethicon contends that this evidenceinelevant becauseno legal or journalistic standards
required the disclosure of the particudr financial conflicts of interestl disagree. Regardless
whether legal or ethical standards required the disclosure of thesedinaordiicts, the issue is
whetheran ordinarily prudent manufacturer would have reliedtlurse allegedly financially
corflicted studies or articles. That evidencerétevantto the negligence claimand punitive
damages claim

However, the plaintiffs may not suggest or assert that Ethicon’s 510(k) atppic were
somehow incomplete or inadequate. Doing so would unfairly prejudice Ethicon berause,
accordance wittmy prior rulings, Ethicon will not be able to respahdtit complied with the

FDA'’s 510(k) process. Accordingly, Ethicon’s motionGRANTED with respectto evidence,

10



arguments, or suggestions that its 510(k) applications were inadequateas atbderwise
DENIED.

- Motion in Limine No. 7: Motion to Bar Plaintiffs from Making Speculative
Allegations that Professor Ulmsten Was Paid for a Favorable &sult

Ethicon seeks to bar evidence that Professor Ulf Ivar Ulmsten, the inventor of The TV
received “milestone payments” during the development of the TVT. Ethicon atigaiethe
milestone payments merely enabled both Professor Ulmsten and Johnson & Jotsisoe in
the risks and rewards of developing and marketing the TS&E.Jefs.” Mem. [Docket 208], at
18). Ethicon accordingly seeks, under Rule 403, to “bar any testimony that the contsast me
Ulmsten was paid for a favorable result” when he providath on the TVT to Johnson &
Johnson.%eeid.).

The plaintiffs argue that “[tjhe Ulmsten study was one of only three studiesitted
with the TVT’s application for 510(k) clearance, and Rick Isenberg, Ethiconmsefomedical
director, described the Ulmsten studies as the ‘cornerstone’ of Ethiconketmgrprogram
regarding the safety and efficacy of the TVT.” (Pls.” Resp. [Docket 221], atTh&yefore,
evidenceaboutProfessor Ulmsten’8nancial interests probative of thenegligence angunitive
damages claim ant not unduly prejudicial. Accordingly, Ethicon’s motion on this issue is
DENIED.

- Motion in Limine No. 8: Motion to Bar Plaintiffs from Submitting Evidenc e of

the FDA's 483 Actions that Preceded the Hiring of Meng Chen as thdedical
Director for Postmarket Surveillance

Ethicon anticipates that the plaintiffs will introduce an FDA “Form 483" lettet tha

advised Ethicon that “there is no documentation to show that a determination of whether t

device failed to meet specifications wasnducted for MDR reportable complaints, including

death and serious injury events.” (FDA Letter [Docket-2Q)7at 118). Ethicon believes that

11



plaintiffs will use this letter to show that Ethicon did not have a physician ontstatindle
postmarket sweillance. Ethicon argues that this evidence is irrelevant because Ethicon
subsequently hired Dr. Meng Chen in 2006 to oversee postmarket surveillance, thgsee year
beforeMs. Lewis’s implantation] disagree. Whether Ethicon monitored the TVT's safety and
effectiveness while it was on the market, before Ms. Lewis receivedptant,may berelevant
to the negligence andgunitive damages claisn However, although the plaintiffs may offer
evidence that Ethicon failed to conduct postmarket surveillancenthgynot mention the FDA
or FDA enforcement actions in any way, as that would unfairly prejudice EthAccordingly,
Ethicon’s motion on this issue GRANTED.
- Motion in Limine No. 9: Motion to Preclude Plaintiffs from Questioning
Witnesses About Documets for Which No Foundation Has Been Laid With
That Witness
Ethicon claims that during discovery, the plaintiffs continually asked wigsessestions
about documents they had never seen and/or for which no foundation was laid. Because this line
of questioning was so pervasive, Ethicon seeks a preemptive ruling preventingrtti fotan
continuing this practice during trial.
As Ethicon acknowledgesndividual objections at trial ar@referred over blanket
exclusions of evidence before trial. | presutim&t Ethicon’s counsel is familiar with the Federal
Rules of Evidence. If Ethicon believes that the plaintiffs’ counsel is impropedsgtigning

witnesses about documenitsmay object at trial. Accordingly, this motion in limineDENIED

without preju dice.

12



- Motion in Limine No. 10: Motion to Preclude Plaintiffs from Referring to the
Designation of Documents as Confidential for Purposes of Discovery

During discovery, the parties entered into a protective amthéezh permitted the parties
to designate documents as confidential. Ethicon moves to preclude the plaintiffefeoing to
a document’s confidential status. Ethicon argues that whether it designated a docsiment a
confidential is irrelevant to the isssl in this case. In addition, Ethicon contends the probative
value of suggesting it had an illicit purpose for keeping documents confidential is dwed/éig
the danger of unfair prejudice acdnfusing the issues. | agree with Ethicon. Whether a party
designates a document as confidential during the litigation process is alysalrgkevant.
Accordingly, Ethicon’s motion in limine on this mattetGRANTED with respect to documents
that were designated as confidential during discovery.

- Motion in Limine No. 11: Motion to Preclude Plaintiffs from Referring to
Irrelevant and Off -Color Emails

Ethicon seeks to exclude emails that contain “rude jokes armblofif humor as well as
sexual innuendo and conten{Defs! Mem. [Docket 208], at 25)The parties &ch provide an
email chain they believe is representative of thesecwlifr” emails. Ethicon attaches an email
where Ethicon physiciangiscussedwhether Ethicon shoulgnaintain a Prolift registry or
provide the information to physicians a CDRom. See generally Defs.” Mot. Ex. J, Email
Chain Between Piet Hinoul and Aaron Kirkemo [Docket-2(7at 6769; Ex. K, Kirkemo Dep.
[Docket 207-2]; Ex. L., Hinoul Dep. [Docket 207-2ljy. the email chain, physician commented
thatif physicianswere not proviedd a CDRom, “then they [could] not use it as a pessary when
the mesh fails.(Ex. J, Email Chain Between Piet Hinoul and Aaron Kirkemo [DocketZ}0at

67).

13



The plaintiffs direct the court tan email chain discussingcamplaintEthicon received
whereina woman reported that the T\pfoduct had eroded inteervaginal wall prompting her
husband to state théex felt like screwing a wire brugli’ (Pls.” Resp.Ex. L, Email Chain
Between Terry Courtney and Martin Weisberg [Docket-22]. at 4). Dr. Weisberg, Ethicon’s
Director of Medical Affairs, responded that the situatiyg] ounds like a buttonhole. It can be
locally excised. I've never tried the wire brush thing so | won’t commelat. &€ 1).

Ethicon claims these emails are excludable as irrelevant, unfairly prejudcicidl
inadmissible hearsaylhe plaintiffs countethat these emails are relevant to their claim for
punitive damages. In addition, the plaintiféisntendthat the emails are not hearsay because they
will be offering these stements not for their truth, but to establish that the defendants acted with
a wanton and willful disregard to the consumers who could be foreseeably injurtbeiby
products.

Under New Jersey law, a plaintiff is entitled to punitive damages if sh@roae “by
clear and convincing evidence, that the harm suffered was the result of the déseactanor
omissions, and such acts or omissions were actuated by actual malice or atedrbyaa
wanton and willful disregard of persons who foreseeably mighharmed by those acts or
omissions.”N.J. Stat. Ann. § 2A:15.12(a). While the statements in these emails show that
Ethicon may have acted in bad taste, they do not tend to show that the defendants weste aware
an unnecessary risand acted with actllamalice or wanton wilful disregard of that risk
Accordingly, Ethicon’s motion in limine on this matter GRANTED with respect to these two

emails, but iDENIED without prejudice otherwise

14



- Motion in Limine No. 12: Motion to Prohibit the Parties from Using Deposition
Videos or Testimony in Opening Statements

Ethicon moves to preclude the playing or reading of recorded deposition testimony
during opening statements. | ruled on this issue in the C.R. Bard litigation: “thevide®tlips
during opeing statementss precluded as to all parties, but | will not preclude the parties from
summarizing or quoting deposition testimony in their opening statemdntsg’C.R. Bard, Inc.,

2013 WL 3282926, at *85.D.W. Va. June 27, 2013).ADOPT that ruling here. Accordingly,
Ethicon’s motion iISGRANTED with respect to the use of video clips during opening
statements, anDENIED otherwise.

- Motion in Limine No. 13: Motion to Exclude Heniford DVD Concerning Kugel
Composix Hernia Mesh

Ethicon seeks to exalie a video featuring Dr. Todd Heniford entitled “The Benefits of
Lightweight Meshes in Ventral Hernia RepaiAtcording to Ethicon, “[t]his video features the
Kugel Composix hernia mesh, manufactured by C.R. Bard, Inc.” (Defs.” Mem. [D20RBgtat
28). Dr. Heniford “discusses certain attributes of ‘heavyweight’ herreshmas, along with the
historical use of polypropylene mesh in hernia repair and the development of-lvgigét
meshes for use in the abdomeial”

A review of the video reveals thah addition to discussing mesh in a hernia application,
Dr. Heniford alsadiscusseshe generabenefits of using lightweight versus heavyweight mesh.
(Exhibit FF [Docket 34],at 2:235:07, 6:166:26, 6:437:12, 7:408:27). During this geneia
discussion, Dr. Heniford notélsat lightweightpolypropylene mesh, which has a larger pore size
than heavyweight mesh, “allows for better tissue ingrowth” and “improvedifzazation of the
mesh.” (d. 6:43-7:12). Wiile the plaintiffsmight use these statemerttsimpeach Dr. Heniford’s

currentviewsregarding Ethicon’s produdEthicon states in its memorandum “titat Heniford

15



was withdrawn as a testifying expert in this matter on December 11,”2M&fs.” Mem.
[Docket 208], at 29 n. 10Accordingly, Ethicon’s motion on this issue GRANTED. If Dr.
Heniford does testify at trial, | will revisit this issue at that time.

- Motion in Limine No. 14: Motion to Exclude Evidence of Recall of the ProteGen
Sling

Ethicon argues that the plaintiffs should not be permitted to introduce evidence or
argument of the Boston Scientific recall of their ProteGen dewibh served as a substially
equivalent device for the TVT in its 510(k) application. In their response, the fiastéitethat
they do not intend to present thigdence in their casm-chief but will presentit “[i]f Ethicon
were to inject evidence relating to its Pradesuture or hernia mesh material.” (PResp.
[Docket 221], at 27).

As | have previously found[t] he 510(k) process is not a safety statute or administrative
regulation.” (Mem. Order & Op. (Mot. in Limine No. 1, Summ. J. Mot. on 510(K) I¥fDecket
196], at 9). The 510(k) process is about equivalenoe safety While 510(k) approval may
mean the ProteGen was “substdhtigimilar’ to the TVT, it didnot mean the productsere
identical. A new device may be “substantially equivalent” even though its technology is very
different from the predicate devicge 21 U.S.C. 8§ 360c(1)(A).

Therefore arecall of the ProteGen does not necessarily speak to the safety or efiieacy t
technology used in thEVT. As Ethicon points outs, it is possibBoston Scientific recallethe
ProteGen due to key differences between the ProteGem\&hdTherefore, Ethicon concludes
that the recall of ProteGen is irrelevant in this caskimately, admitting evidence of the
ProteGen recall would necessitate discussing why the ProteGen and TVTulasearisially
similar’ under the 510(k) premarketing process. A discussion of the 510(k) process, whether in

the context of the clearance of a new device or the recall of a predicate productspresen
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dangerof unfair prejudice and confusing the jumccordingly, Ethicon’s motion in limine on
this matter iSSRANTED.

- Motion in Limine No. 15: Motion to Exclude Plaintiffs from Offering Certain

MSDS Shees, Including Any Suggestion That Polypropylene Causes or May
Cause Cancer

Ethicon requests that the court exclude all MSDSs from the trial @odts to three
particular material safety data sheets (“MSD3) that it contends should be excluded: (1) the
Chevron Phillips MSDS for Marlex polypropylene mesh manufactured By. Bard, Inc., (2)
the Sunoco MSDS for C4001 polypropylene homopolymer, and (3) the Braskem MSDS. Each
MSDS here applies to products other than the TVT or injuries other than the injuriesWis. L
has suffered. The Chevron Phillips MSDS was produced big. ®ard, Inc.’s polypropylene
supplier, not Ethicon’s supplier. The plaintiffs do not dispute that this language was andédhcl
on the MS[% produced by Ethicon’s supplier. The Sunoco MSDS and Braskem MSDS relate to
carcinogenicity or whether polypropylene causes cancer. Ms. Lewis does not have cancer or
allege any injuries related to an increased risk of cancer.

MSDSs from other companies’ materials supphersuch as the Chevron Phillips
MSDS—are irrelevant to this casédditionally, the risks discussed the Sunoco and Braskem
MSDSs are irrelevant to the plaintiffs’ causes of actias they relate to injuries that Msewis
did not suffer Therefore, this evidence should be excluded under Rule 403. However, Ethicon
alsoasks thiscourt to declare that all MSBShould be excluded from this litigation. While the
three MSDS currently before the court should not bet mdrthis litigation, it is possible that
MSDSs from Ethicon’s suppliers could be relevant. Ethicon’s motion is ther&RANTED as

to the Chevron Phillips, Sunoco, and Braskem MSDSs and any MSDS not from an Ethicon

supplier, buDENIED to the extent thaEthicon requesta ruling as to all MSDS
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- Motion in Limine No. 16: Motion to Exclude Evidence of Payments to
Consulting Physicians Who Are Not Witnesses In This Case

Ethicon argues that the plaintiffs should not be permitted to introduce evidence of
payments to third party consultants because it is irrelevant and highly prajuBiticon does
not go into detail regarding these payments or who these made to, and describes the

recipientsas “key opinion leaders’ who worked as consultants for Ethicon.” fDélem
[Docket 208], at 386). The plaintiffs argue that they anticipate Ethicon will introduce medica
literature and statements made by physician tradgecagions or organizations, artat
evidence of payments to the authors of those studies is relevant to show bias.

| agree with the plaintiffs. They have demonstrated that several authors ofs studie
favorable to Ethicon were paid by Ethicon for their work. In one instance, the pladatiftsnd
that Dr. Ulmsten and Ethicon agreed that Dr. Ulmsten would receive $400,000 from Ethicon for
every study of the TVT that did not report a significant number of complicatiSes.P(s.’
Resp. [Docket 221], at 3Bls.” Resp. Ex. JDocket 22110]). Evidence of Ethicon’s payments
to authors of favorable studies is relevant to the authors’ potential bias. TheEtfocen’s

motionto exclude this evidende DENIED.

- Motion in Limine No. 17: Motion to Exclude Evidence of Successor SUI Mesh
Products or Products Designed to Treat Pelvic Organ Prolapse

Ethiconseeks to bathe plaintiffs from introducingvidence osuccessor products to the
TVT because they were developed after the TVT or were designed to treat a diffacktidico
The plaintiffs contendthat evidence relating to these devices is relevant bedhegeare
substantially similar to the TVT andre linked to the same complications. The plaintiffs’
primary argument is that the devices are all made of the same material, pdsmpeoayd the

IFUs contain the same warningBhe bulk of the plaintiffs’ argumentserelated to théFUs in
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the various products; however, the full scope of how the plaintiffs wish to use ttienewiis
unclear from the parties’ briefing.appears that Ethicon’s motion has merit, as evidence relating
to other devices is outside of the scope of the plaintiffs’ design defect tlamever, his issue

is better suited to be handled at trial, as evidence is presented. Therefaen’ &tlnotion to
exclude evidence related to successor produ@g&MIED without prejud ice.

- Motion in Limine No. 18: Motion to Exclude Evidence of the PA Consulting
Group Report, “Investigating Mesh Erosion in Pelvic Floor Repair”

Ethicon argues that the PA Consulting Gragport “Investigating Mesh Erosion in
Pelvic Floor Repair” shoulte excluded as irrelevant. It argues that the report was created to aid
in producing a new mesbroductfor the treatment of pelvic organ prolapse, not stress urinary
incontinence. It also argues that the erosion rates used in the report arentreémase they
are not related specifically to the TVT. The plaintiffs resptrat the report is relevahecause
it “pertains to polypropylene mesh, generally, and its propensity to erd®ls.” Resp. [Docket
221], at 34).

Ethicon’s arguments are misleadi While Ethicon argues that the report was written
only to addressssuesrelated topelvic organ prolapse, the report itself states that Ethicon asked
PA Consulting Group “to conduct a broad analysis of the problem of mesh erosion[.]” (PIs.’
Resp. Ex. GG [Docket 2235], at 4). The report does not state anywhere that it was examining
erosion only as it relates to pelvic organ prolapse; rather, it discusses w&eh generally, in
line with the broad analysis requested by Ethicon. Although the overall purpose of the repor
may have been to aid Ethicon in developing a{gexteration device for pelvic organ prolapse,
its discussion of general mesh erosion is relevant to the plaintiffs’ cliiaiso contains erosion
rates of mesh, which have probatixedue. Therefore, Ethicon’s motion to exclude the report is

DENIED.
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- Motion in Limine No. 19: Motion to Exclude Evidence of Any Alleged
Complications Associated with the Device Other Than Those Alleged by Ms.
Lewis, Such as Cancer, Death, and Urinary Reterdn
Ethicon seeks to preclude the plaintiffs from presenting “evidence or angjtina the
TVT can cause adverse reactions or events other than those alleged hgwits.because
evidence of potential adverse reactions other than those alleged here is irtel¢hardaseral
would serve only to confuse and inflame the jury.” (Defs.” Mem. [Do2ké&}, at40). In Texas,
a plaintiff in a design defect case must prove, among other things, that the defeittewas
“producing cause” of the plaintiff's injurysee Timpte Indus., Inc. v. Gish, 286 S.W.3d 306, 311
(Tex. 2009).Therefore, evidence that the TVT causes injuries not experienced by Ms. isewi

not probative of the design defect claim. Ethicon’s motion on this is$BIRANTED .

- Motion in Limine No. 20: Motion to Exclude Evidence of Medical Expenses
Other than Those Paid by Plaintiffs

Ethicon argues that the plaintiffs should be barred from introducing evidence ofimedic
bills other than those paid by the plaintiffs. To the extent that Ethicon seeks totpifexe
plaintiffs from introducing evidence of the full list price of medical services,erathan the
adjusted charges actually billed to Ms. Lewis, the plaintiffs do not oppose this matien. T
plaintiffs only oppose the motion to the extent that it seeks toeptethe plaintiffs from
presenting evidence of the adjusted chalMssLewis was actually billedThe extent to which
Ethicon seeks to exclude evidence of medical expenses is unclear from its motion

Texas Civil Practices and Remedies Code Section 41.pd®bsdes that fecovery of
medical or health care expenses incurred is limited to the amount actually psdrogd by or
on behalf of the claimaritThe Supreme Court of Texas has stated that this provision “limits
recovery, and consequently the evide at trial, to expenses that the provider has a legal right to

be paid.”Haygood v. De Escabedo, 356 S.W.3d 390, 391 (Tex. 2011). “[&pally paid and
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incurred’ means expenses that have been or will be paid, and excludes the difference between
such amunt and charges the service provider bills but has no right to bé fghidt 397. Thus,
“section 41.0105 limits a claimastrecovery of medical expenses to those which have been or
must be paid by or for the claimantd. at 398. The plaintiffs thefere must present evidence of

the adjusted price of medical expenses negotiated by insurance congraviedicare, not the

full list price of the proceduresee id.; Prabhakar v. Fritzgerald, No. 0510-00126€V, 2012

Tex. App. LEXIS 7154, at *38Tex. App. Aug. 24, 2012). Ethicon’s motion is therefore
GRANTED to the extent that it seeks to bar admission of evidence related to expenses not
incurred by the plaintiffs anBENIED to the extent that it seeks to bar admission of evidence
related to theosts billed to the plaintiffs.

- Motion in Limine No. 21. Motion to Exclude Any Reference to the Recent
Chemical Spill or Water Contamination in West Virginia, Or Any Other
Improper Appeal to the Jurors’ Personal Interests

Ethicon asks that | prohibit ¢hparties from referencing the recent West Virginia

chemical spill that fouled this region’s watsupply.The plaintiffs do not oppose this motion.

Therefore, Ethicon’s motion in limine on this iSSUGRANTED.

- Motion in Limine No. 22: Motion to Exclude as Hearsay the Plaintiffs’
Testimony that Dr. Zimmern Called the Mesh a “Ticking Time Bomb”

Ethicon seeks to exclude a statement made by Dr. Zimmern, the physib@mn w
performed Ms. Lewis’s mesh removal surgery. In their depositions, Mr. and Mr& testified
that Dr. Zimmern referred to the mesh as a “ticking time bomb.” The defendantstfzagytias
is classic hearsay under Federal Rule of Evidence 801 because it iscdrcaut statement
offeredfor thetruth of the matter assertedhat the mes is dangerous. The plainsffcontend
that the statement falls under tpeesent sense impression exception to hearsay under Rule

803(1).

21



Rule 803(1) provides that “[agtatement describing or explaining an event or condition,
made while or immediatelyfter the declarant perceived it an exception to the hearsay rule
The attached excerpts of Mr. and Ms. Lewis’s depositions do not make it cletrewbe.
Zimmern was speaking about Ms. Lewis’'s mesh specifically, or all mesérajly. If Dr.
Zimmernwas speaking specifically about the mesh he had just removed from Ms. Lewis, the
statementmay beadmissible as a present sense impression. However, if Dr. Zimmern was
speaking generally about all mesh, the statement is hearsay. Becausertheloes notnake
clear what Dr. Zimmern was referring to, Ethicon’s motioDENIED without prejudice .

IV. Conclusion

For the reasons discussed above, the Plaintiffs’ Motions in Limine [Docket 206] are
GRANTED in part and DENIED in part, and the Defendants’ Omnibus Motion in Limine
[Docket 207] iSGRANTED in part andDENIED in part.

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

ENTER:February 5, 2014
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JOSEPH R GOODWIN |
UNITED STATES DISTRICT JUDGE
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