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

CHARLESTON DIVISION

ROSEANNE SANCHEZ, et al.,

Plaintiffs,
V. CIVIL ACTION NO. 2:12-cv-05762
BOSTON SCIENTIFIC CORPORATION,

Defendant.

MEMORANDUM OPINION AND ORDER
(DaubertMotions)

The following motions are pending before ttourt: (1) Defendant’s Motion to Exclude
Plaintiffs’ Experts’ Opinion tht Polypropylene Mid-Usthral Slings Are Defective [Docket 92];
(2) Defendant’s Motion to Exclude the Testingoof Michael Thomas Margolis, M.D. [Docket
58]; (3) Defendant’s Motion to Exclude the Ojpins and Testimony of Richard W. Trepeta,
M.D. [Docket 86]; (4) Defendant’s Motion to Exele the Opinions and Testimony of Jimmy W.
Mays, Ph.D. and Samuel P. Gido, Ph.D. [Dac®®]; (5) Defendant’sMotion to Exclude the
Testimony of Dr. Mark Slack [Docket 115]; (Befendant’s Motion to Exclude the Testimony
of Dr. Peggy Pence [Docket 117]; (7) Defentim Motion to Excludethe Opinions and
Testimony of Thomas H. Barker, Ph.D. [Dockdi]; and (8) Plaintiffs’Motion to Exclude or
Limit Testimony of Christindgrauer, Ph.D. [Docket 113].

For the reasons explained below, the déémt's motion with respect to Plaintiffs’
Experts’ Opinion that Polypropylene Mid-Urethral Slings Are Defective [Docket 92] is

DENIED. The defendant’s motions with respect @o. Barker [Docket 71] and Dr. Slack
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[Docket 115] arecsRANTED. The defendant’s motion with resg to Dr. Margolis [Docket 58]
is GRANTED IN PART and DENIED IN PART and RESERVED IN PART. The
defendant’s motions with resgeo Dr. Trepeta [Docket 86], Br Mays and Gido [Docket 98],
and Dr. Pence [Docket 117] aBRANTED IN PART andDENIED IN PART . The plaintiffs’
motion with respect to Dr. Brauer [Docket 113[3RANTED.
l. Background

This case resides in one of seven MDdssigned to me by the Judicial Panel on
Multidistrict Litigation concerning the use of tramgyunal surgical mesh to treat pelvic organ
prolapse and stress urinary incontinenite.the seven MDLs, there are over 60,000 cases
currently pending, over 13,000 of which are ie fBoston Scientific Corporation MDL, MDL
2326. In this particular case, plaintiff RosearB@nchez was surgically implanted with two
products manufactured by defendant Boston Scier@idrporation (“BSC”)the Pinnacle Pelvic
Floor Repair Kit (the “Pinnael’) to treat pelvic organ ptapse and the Advantage Fit
Transvaginal Mid-Urethral Sling System (thed¥antage”) to treat stress urinary incontinence.
(SeePls.” Mem. in Supp. of Pls.” Mot. foPartial Summ. J. [Docket 63], at 1) he plaintiffs
allege that as a result of implantation thle Pinnacle, Ms. Sanchez experienced several
complications, including vagihadischarge, painful intercose, bleeding, pelvic pain, and
cramping. See id. Their complaint alleges the following causes of action: negligence; strict
liability for design defect; stricliability for manufacturing defectstrict liability for failure to

warn; breach of express warranty; breachngblied warranty; loss of consortium; fraudulent

! Plaintiffs’ counsel have stated that they are not pogsainy claims in connectionith the Advantage product.
(SeePls.” Opposition to BSC's Mot. to Exclude Pls.” Experts’ Op. that Polypropylene Mid-Urethral Slings are
Defective [Docket 112], at 6 n.13).



concealment; and punitive damage&edCompl. [Docket 1] The parties have retained experts
to render opinions regarding the elements of these causes of action, and the instant motions
involve the parties’ efforts to exclude or linthe experts’ opinions and testimony pursuant to
Daubert v. Merrell Dow Pharm., Inc509 U.S. 579 (1993).
Il. Legal Standard

Under Federal Rule of Evidence 702, expedtimony is admissible if the expert is
“qualified . . . by knowledge, skill, experience, tmaig, or education,” and his testimony is (1)
helpful to the trier of fact in understanding thédewce or determining a faict issue; (2) “based
upon sufficient facts or data”; arf@) “the product of reliable prciples and methods” that (4)
have been reliably applied “to the facts of ttase.” Fed. R. Evid. 702. The U.S. Supreme Court
established a two-part test to govern the adrility of expert testimony under Rule 702—the
evidence is admitted if it “rests onraliable foundation and is relevanDaubert 509 U.S. at
597. The proponent of expert testimony does nethae burden to “@ve” anything to the
court. Md. Cas. Co. v. Therm-O-Disk, Ind.37 F.3d 780, 783 (4th Cir. 1998). He or she must,
however, “come forward with evidence from whithe court can determine that the proffered
testimony is properly admissibldd.

The district court is the gatekeepdt.is an important role: “[E]xpert witnesses have the
potential to be both powerful and quite misleai]” the court must “ensure that any and all
scientific testimony . . . is natnly relevant, but reliable Cooper v. Smith & Nephew, In@59

F.3d 194, 199 (4th €i2001) (citingWestberry v. Gislaved Gummi AB78 F.3d 257, 261 (4th

2The claims for manufacturing defect in strict liabilityech of express and impliedarranties, and fraudulent
concealment have been dismisseésegMem. Op. and Order (Mots. For Summ. J. on Substantive Claims and
Punitive Damages) [Docket 134], at 25).

3 With more than 60,000 cases related to surgical mestupts currently pending before me, this gatekeeper role
takes on extraordinary significance. Each of my evidepntdeterminations carries substantial weight with the
remaining surgical mesh cases. Regardless, while | am cognizant of the subsequent implications of my rulings in
these cases, | am limited to the record immedidiefore me and the arguments of counsel.
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Cir. 1999) andDaubert 509 U.S. at 588, 595). In carrying out this role, | “need not determine
that the proffered expert testimony is irrefutable or certainly correct’—"[a]s with all other
admissible evidence, expert testimony is subjectesting by ‘vigorous cross-examination,
presentation of contrary evidence, ancebarinstruction on the burden of prooflUnited States

v. Moreland 437 F.3d 424, 431 (44ir. 2006) (quotingdaubert 509 U.S. at 596%ee also Md.
Cas. Co, 137 F.3d at 783 (noting that “[a]Daubert demands is that the trial judge make a
‘preliminary assessment’ of whether the proffered testimony is both reliable . . . and helpful”).

Daubert mentions specific factors to guide the court in making the overall reliability
determinations that apply to expert evidentieese factors include (1) whether the particular
scientific theory “can be (and $ideen) tested”; (2) whether theeory “has been subjected to
peer review and publication”; (3he “known or potential rate adrror”; (4) the “existence and
maintenance of standards coliing the technique’s operationgnd (5) whether the technique
has achieved “general accapta” in the relevant scigfit or expert communityUnited States
v. Crisp 324 F.3d 261, 266 (4th Cir. 2003) (quotibgubert 509 U.S. at 593-94).

Despite these factors, “[tlhe inquiry to be undertaken ydiltrict court is ‘a flexible
one’ focusing on the ‘principles and rhetlology’ employed by the expert, not on the
conclusions reachedWestberry 178 F.3d at 261 (quotinDaubert 509 U.S. at 594-95%ee
also Kumho Tire Co. v. Carmichadd26 U.S. 137, 150 (1999) (“Wagree with the Solicitor
General that ‘[tlhe factors identified iDaubert may or may not be pertinent in assessing
reliability, depending on the nature of the issue,dRkpert’s particular expertise, and the subject
of his testimony.”) (citation omitted)see also Crisp324 F.3d at 266 (noting “that testing of
reliability should be flexible and th&@auberts five factors neither neessarily nor exclusively

apply to every expert”).



With respect to relevancipaubertfurther explains:

Expert testimony which does not relate to &sye in the case ot relevant and,
ergo, non-helpful. The consideration haeb aptly describeldy Judge Becker as
one of fit. Fit is not always obvious, asdientific validity for one purpose is not
necessarily scientific vality for other, unrelatedourposes. . . . Rule 702’s
helpfulness standard requires a valid stifie connection tdhe pertinent inquiry
as a precondition to admissibility.

Daubert 509 U.S. at 591-92 (internal citatis and quotation marks omitted).

Finally, in several of the instaribaubert motions, a specific scientific methodology
comes into play, dealing with ferential diagnoses or etiolagg. “Differential diagnosis, or
differential etiology, is a standarstcientific techniqueof identifying the cause of a medical
problem by eliminating the likely causes until the most probable one is isoléfedtberry 178

F.3d at 262. The Fourth €uit has stated that:

A reliable differential dignosis typically, tbugh not invariably, is performed
after “physical examinationghe taking of medical higties, and the review of
clinical tests, including laboratory dis,” and generally is accomplished by
determining the possible causes for the patient's symptoms and then eliminating
each of these potential causes until &g one that cannot be ruled out or
determining which of those that cante excluded ithe most likely.

Id. A reliable differential dignosis passes scrutiny und2asubert An unreliable differential

diagnosis is another matter:

A differential diagnosis that fails tokea serious account of other potential causes
may be so lacking that it cannot providereliable basis for an opinion on
causation. However, “[a] medical expertausation conclusion should not be
excluded because he or she has failed to rule out every possible alternative cause
of a plaintiff's illness.” The alternative causes suggested by a defendant “affect
the weight that the jury should give the expert's testimony and not the
admissibility of that testimony,” unless the expert can offer “no explanation for
why she has concluded [an alternatoaise offered by thepposing party] was

not the sole cause.”

Id. at 265-66 (internal citations omitted).



Ultimately, the district court has broad diston in determining whether to admit or
exclude expert testimonynd the “the trial judge nat have considerabledway in deciding in a
particular case how to go about determining Wweetparticular expert testimony is reliable.”
Cooper 259 F.3d at 200 (quotingumho Tire526 U.S. at 152).

1. BSC’s DaubertMotions

In this case, BSC seeks to limit or exclute opinion testimony of Dr. Thomas Barker,
Dr. Michael Margolis, Dr. Richar W. Trepeta, Drs. Jimmy Ma and Samuel Gido, Dr. Mark
Slack, and Dr. Peggy Pence. BSC also seeksetclude the plaintiffsexperts from opining on
the alleged defects of polypropytemid-urethral slings. Beforereview these motions, | begin
by addressing three of BSC’s arguments that apply to many@éitsertobjections.

First, as | have maintained throughout these MDLs, | will not permit the parties to use
experts to usurp the jury’s fact-finding function by allowing an expert to testify as to a party’s
state of mind or on whetha party acted reasonabliee, e.gHuskey v. Ethicon, Inc2:12-cv-
05201, 2014 WL 3362264, at *3 (S.D. W. Va. July 8, 2014is, et al. v. Ethicon, Inc2:12-
cv-4301, 2014 WL 186872, at *6, *485.D. W. Va. Jan. 15, 2014) re C. R. Bard, In¢.948 F.
Supp. 2d 589, 611, 629 (S.D. W. Va. 2013). Althoughempert may testify about his or her
review of internal corporate documents soligy the purpose of explaining the basis for his or
her opinions—assuming the opinions are otherwise admissible—a party’s knowledge, state of
mind, or other matters related to corporate cohdmc ethics are not appropriate subjects of
expert testimony because opinions on ¢hasitters will not assist the jury.

Second, “opinion testimony that states a legfahdard or draws legal conclusion by
applying law to the facts is generally inadmissiblgriited States v. Mclved70 F.3d 550, 562

(4th Cir. 2006). | have diligently applied this rateprevious expert testimony, and | continue to



adhere to it in this case. | willot parse the expert reportsdadepositions of each expert in
relation to these same objectionistrust that able counsel ithis matter will tailor expert
testimony at trial accordingly.

Last, with respect to the arguments thataierexperts’ testimony itigation driven, |
note that an expert’s formulatiarf his or her opinion for the pposes of litigation does not, by
itself, justify that expert's exclusiorfsee Daubert v. Merrell Dow Pharm., In¢Daubert IT'),

43 F.3d 1311, 1317 (9th Cir. 1995) (“That an expestifies for money does not necessarily cast
doubt on the reliability of his testimony, aswfeexperts appear in court merely as an
eleemosynary gesture.”). This concern, however, does have a role in adpaubgrt See
Hoffman v. Monsanto CoNo. 2:05-CV-00418, 2007 WL 2984692,*8t(S.D. W. Va. Oct. 11,
2007) (considering in th®aubert analysis “[w]hether experts are proposing to testify about
matters growing naturally and directly out otearch they have conducted independent of the
litigation, or whether they have developed thepinions expressly fopurposes of testifying”
(quoting Fed. R. Evid. 702 advisory committee’s notk) sum, | will not exclude an expert on
the sole basis that the opinion arose during litigatso long as it is othaise reliable. But | will
consider the independence of an expert’s testynas evidence that his “research comports with
the dictates of good scienceDJaubert 1, 43 F.3d at 1317. Having addsed these universal
objections, | now turn to BSCBaubertmotions.

A. Motion to Exclude Plaintiffs’ Experts’ Opinion that Polypropylene Mid-Urethral
Slings are Defective

BSC moves to preclude the plaintiffexperts from opining that polypropylene mid-
urethral slings are defective. BSC argues kisaibuld grant its motion because these opinions (1)
are not generally accepted by the scientific commul®) have not beengted or subjected to

peer review, and (3) run contraiy the published medicéiterature establling the safety and



efficacy of these products. In particular, BS@hitends that the FDA Advisory Committee, the
American Urogynecologic Society (“AUS”), alde American Urological Association (“AUA”)
have concluded that these produants safe and effective. BSC fluetr asserts thahe plaintiffs’
experts cannot point to a singbeer-reviewed clinical study denstrating that polypropylene
slings are unsafe or less effeetithan alternative procedures.

Rule 702, by its plain terms, contemplaesubertchallenges directed at the opinions of
specificexperts, not the opinions afcollection of experts. Whilthese experts may have come
to similar conclusions, it is not the conclusionattthe court must assess, but the reliability of
the methods and procedures underpinning those concluflanbert 509 U.S. at 595 (“The
focus, of course, must be solely on principgesl methodology, not on the conclusions that they
generate.”). Two experts may come to aniEr conclusion, but one or both experts’
methodology in reaching that conclusion may weeliable. Rule 702 dects the court to
determine whetheasin expertis qualified, whether his or her opons are the product of reliable
methodology, and whether the opinions will be helpful to the BegFed. R. Evid. 702. | can
only conduct the require®aubert analysis on an individualizetlasis. Accordingly, BSC'’s
Motion to Exclude Plaintiffs’ Experts’ Opinio That Polypropylene Midwethral Slings Are
Defective [Docket 92] iIDENIED.

B. Motion to Exclude the Opinions and Tatimony of Thomas H. Barker, Ph.D.

Dr. Thomas Barker is a professor of biomedical engineering at the Georgia Institute of
Technology. $ee Barker Report [Docket 71-1], at 1). Dr. Barker conducted a series of
mechanical tests on the Pinnacle productfandd that BSC meshes deform under strelse (

id. at 5). Based on these test fesuhe opines that the deformation of the mesh “foreseeably”

leads to harmful in vivo effects, includj scarring, erosiomnd tissue damageSde idat 5). Dr.



Barker also opines that the polypropylene maskd in the Pinnacle device degrades after
implantation in the human body due to a mectamismatch with the surrounding tissuse¢

id., at 4). Finally, Dr. Barker comments on BS@&sign process and maintains that BSC failed
to adequately test the Pinnadievice prior to marketing itSge idat 4, 10-15).

BSC moves to exclude Dr. Barker entirely.@8ontends that Dr. Barker is unqualified
to offer opinions regarding the properties ofypobpylene and BSC'’s produdesign or testing.
BSC also argues that Dr. Barker's opinions based on his mechanical testing and his opinions
regarding the mechanical mismatch betweenrtiesh and the human body are unreliable and
irrelevant. BSC further contends that his opiniars litigation driven andnreliable as a result.
Finally, BSC argues that Dr. Barker's opiniomgarding BSC’s product design or testing are
impermissible expert testimony becauseytpertain to BSC’s state of mind.

1. Qualifications

Dr. Barker holds a Ph.D. in doinedical engineering and isreently on the faculty of a
joint department within the Georgia Instituté Technology and Emory University School of
Medicine. He states in his experpoet that his research focuses on

the effects of mechanical forces ansistie/material mechanical properties (e.g.

stiffness) on the host response. | amniedi and have extensivexpertise in the

evaluation of biomaterial mechanicaloperties, biomaterial/implant design, the

foreign body host response, and human éisswnder repair arfibrosis, including

analyses of cell/molecular biological outcomes.

(Id. at 2). He conducted postdoral research focusing on Xgloring the mechanisms of
biomaterial associated fibrogis.g. the foreign body response)ld.j. Additionally, Dr. Barker

has authored several book chapters and pe@awed articles on biomaterials and biomedical

engineering. $eed.).



| do not doubt Dr. Barker's qualifications ithe field of biomedical engineering.
However, | need not address them because | find Dr. Barker’s opinions to be unreliable. Even if
an expert is highly qualified, aanalysis of the reliabilityof that expert's methodology is
required.SeeDaubert 509 U.S. at 597 (explaining that thederal Rules of Evidence “do assign
to the trial judge the task of ensuring trat expert's testimony both rests on a reliable
foundation and is relevant to thessk at hand”). Qualificatiorslone do not guarantee reliability
SeeHoffman v. Monsanto CoNo. 2:05-cv-00418, 2007 WL 2984692, at *3-5 (S.D. W. Va.
Oct. 11, 2007) (Goodwin, J.) (excluding opinionsadfvery qualified” expd because the basis
for the testimony was unreliablé)l]n order to qualify as ‘scientic knowledge,” an inference or
assertion must be derived by the scientific methBéubert 509 U.S. at 590.

2. Admissibility of Opinions Basedon Dr. Barker's Mechanical Testing

BSC challenges the reliability of Dr. Bamks opinions drawn from his mechanical
testing of the Pinnacle produatcgthe Obtryx Transobturatori&d, another BSC mesh product.
Dr. Barker tested one piece of Obtiyesh and two pieces of Pinnacle meSteeBarker Report
[Docket 71-1], at 22). He tested the mesh pidmgsutting strips of the mesh from pristine
products and attaching them to clam@ed id.at 22—24). The clamps then stretched the mesh,
applying various amounts of pressui®e¢ idat 24). Dr. Barker thedocumented the pore sizes
of the mesh at each ggective strain load.Sgee id. Based on his test results, Dr. Barker
concludes that “the material within BSC Paate and Obtryx surgical implants clearly deforms
under physiologically relevant forcexhibited during nomal activity.” (d. at 34). He explains
that deformation leads to smaller effectpere sizes and, thus, rems tissue ingrowthld.).

Moreover, Dr. Barker opines that deformatiand reduced pore sizes have the “foreseeable

10



biomedical effect of increasetissue reaction, scar formatti, infection, and erosion of the
material into or though surrounding tissuesId().

BSC argues that Dr. Barker's opinions lhsen this testing should be excluded as
unreliable because his method was flawed. Iniqdar, BSC makes four arguments as to why
Dr. Barker’s testing was methodologically flagk (1) his methodology did not follow published
protocols; (2) he failed to usesufficient sample size; (3)shimethodology failed to meet peer-
reviewed standards; and (4) his tests did ndiaae an in vivo environent. As | will explain
below, these four factors render Dr. Barkesnions based on$itesting unreliable.

a. Dr. Barker's Methodology Did Not Follow Published Protocols

First, BSC argues that Dr. Barker’s opini@rs unreliable because he failed to follow the
published testing protocols Myrs. Shephercand Moalli. GeeShepherd, JP et alniaxial
Biomechanical Properties of Seven DifferergWally Implanted Meshes For Pelvic Organ
Prolapse 23 Int'l Urogynecology Journal 613, 613012) [Docket 71-2]; Moalli et alTensile
Properties of Five Commonlysed Mid-Urethral Slings Relative to the TVI9 Intl
Urogynecology Journal 655, 655 (2008) [Docket 71-@pntrary to the publiged protocols, Dr.
Barker did not conduct his testing a saline bath, which was gsigned to help replicate the
physiological environment of the human bod$e¢Barker Dep. [Docket 71-4], at 197:20—-
199:11).

Dr. Barker’'s failure to conduct his testing @ saline bath is the fatal flaw in his
methodology, particularly where DBarker altered the protosolof peer-reviewed studies
without a scientific basis for doing so. His pnmkasoning was that Gepa Tech denied him
permission to submerge its equipmentsaline, a “potentiallycorrosive” solution. Ifl. at

197:20-198:21). The difference in tresults obtained by Dr. Barkend by Drs. Shepherd and

11



Moalli further demonstrate the unreliability oShnethod. Dr. Barker’s tests revealed two to four
times more relative elongation of the mélsan Drs. Shepherd and Moalli’'s tes8eéShepherd,
suprag at 617; Moallisupra at 662; Barker RepofDocket 71-1], at 21).

Moreover, the use of a saline bath seembdaa particularly pertinent feature to the
design of these mechanical tests. Drs. Shepaed Moalli recognize #t, ideally, tests should
be done in vivo to learn about the mesh&havior when inside of the human bod$e¢
Shepherd,suprg at 619 (stating that “[flurther resear will need to coelate how those
differences in biomechanical performanceha lab affect clinical outcomes”); MoalBupra at
663 (noting that “the next logical step to th@rent study is the implementation of rigorous in
vivo studies to determine how the textile and iterngroperties of polypropylene slings relate to
tissue behavior, efficacy, patient morbidity, and patsatisfaction”)). Dr. Barker seeks to opine
about the effects of the mesh inside of tiuman body, yet Dr. Barke study did not even
attempt to replicate a physiological environmeithwhe use of a saline bath. As a result, Dr.
Barker's method is unreliable.

b. Dr. Barker Failed to Use a Sufficient Sample Size

Next, BSC argues that Dr. Bar's methodology was flawed because he failed to use a
sufficient sample size. He tested one piec®bfryx mesh and two pieces of Pinnacle mesh.
(SeeBarker Report [Docket 71-1], at 22). Dr. Barkamits that having a sample size of one is
“insufficient to perform statitcal analysis.” (Dr. Barker Dep. [Docket 71-4], at 233:17-234:5).
As a result, it is difficult to predict whether his results were merely chance occurrences. Dr.
Barker explains that he wanted additionaltenals and he would have conducted additional
testing if they had been provided:

Q: In fact, a lot of the results that Dr. Moalli has published that are
different than your results, don’t yourtk you need to & another piece

12



of Obtryx mesh to confirm or nobaofirm the results that you got based
on your N equals 1?

A: 1 would have liked tchave been provided with materials, additional

materials to do additional testing.
(Id. at 233:2-12) (objections omitted). Dr. Barker similarly testified about his sample size of two
for the Pinnacle:

Q: Now, with regard to the Piacle device, you had N equals 2, right?

A: That's correct.

Q: Okay. Did you do anything to deteine the statistical confidence

levels with regard to the testinigat you performed on the two pieces of

Pinnacle mesh?

A: You cannot likewise perform atatistical teston an N of 2. A
minimum is a minimum of 3.

(Id. at 236:11-20). Dr. Barkert®sting of merely one or wsamples lacks reliability.
c. Dr. Barker's Methodology Failed to Meet Peer Reviewed Standards
Next, BSC argues that Dr. Barker's methodoléajied to meet peer reviewed standards.
Dr. Barker admits to thig his deposition testimony:
Q: Would you agree with me thabyr testing that you performed on the
Obtryx with an N of 1 wouldn’t meedtandards to be published in a peer-
reviewed journal?
A: | would.
Q: And would you agree with me ahyour testing that you did on
Pinnacle with an N of 2 wouldn’'t metite standards to be published in a
peer reviewed journal?
A: 1 would agree.

(Id. at 301:20-302:5). Although peer review gnudblication is only one factor in tH2aubert

analysis and is not dispositive, Dr. Barkeatdmission sheds light ongtilaws in his method.
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d. Dr. Barker's Methodology Did Not Replicate an In Vivo Environment

BSC contends that Dr. Barker's methodologysvilawed because itdlinot replicate an
in vivo environment. As | explaigeabove, Dr. Barker’s failure to @& saline bath tbelp create
a physiological environment contributes to theeliability of his opinions. Here, BSC further
argues that Dr. Barker’s tests failed to replicageftitces in the female pelvic floor. Dr. Barker’s
testing was uniaxial, while the forces in the female pelvic floorthechuman body generally
are multi-directional.Ifl. at 187:20-188:16).

The mere fact that Dr. Barker's studyas uniaxial does notlone render his
methodology unreliable. Drs. Shepherd and aMs studies werealso not precisely
demonstrative of the forces in the female mefloor, and the authsrrecognize this limitation.
(SeeShepherdsuprg at 619 (stating that “[ilis important to note thdhis testing was done ex
vivo and in a singlelimension”); Moallj suprg at 662 (noting that, “[iJthis paper, we maintain
that before studying the impaof slings on tissue behavior imivo and clinical outcome,
physicians should have a good working knowledgiettextile and biomechanical properties of
different slings ex vivo”).

However, because Dr. Barker's method dat account for the multi-directional forces
inside of the female pelvis, his opinions abow &ffect of the mesh once implanted in vivo are
unreliable and do not survid@aubert scrutiny. Even Drs. Shepheeshd Moalli note that their
studies do not conclusively reveal tinesh’s behavior in the human bodge€Shepherdsupra
at 619 (stating that “this experimental setujpva¢ us to draw only preliminary conclusions
about the various meshes”); MoaBuipra at 663 (noting that “the bavior of these slings in
vivo and after incorporation intbost tissue may be inferred, batnot directly apparent from

these studies”)).
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Therefore, Dr. Barker’s opinions based os tmechanical testinge@unreliable and, thus,
EXCLUDED.

3. Admissibility of Opinions Regarding the Mechanical Mismatch Between the
Mesh and the Human Body

Next, BSC argues that Dr. Bar’'s opinions on the mechanical mismatch between the
vaginal tissue and BSC mesre unreliable. Through his mestfical testing, Dr. Barker
calculated an “elastic moduli” dhe Pinnacle and compared itadreported elastic modulus” of
vaginal tissue. (Barker RepojDocket 71-1], at 17-18). From this comparison, Dr. Barker
concludes that the mesh would be stiffer thia@ vaginal tissue ondenplanted in the human
body. (d.). He opines that this mechanical mismatalould be destructive to the tissue likely
leading to inflammton and pain.” [d. at 18).

Dr. Barker is educated and expeded in the field of biocompatibility. SeeBarker CV
[Docket 89-4], at 1). He even says that, lbasa the elastic modulus he used, “it would be
expected by anyone skilled inetlart of biomechanical enginéeg that the relative movement
between the Pinnacle . . . and their interactisguiés would be destructive to the tissue likely
leading to inflammation and paf (Barker Report [Docket 71-ht 18). However, he based his
elastic modulus calculations tife Pinnacle mesh on his methamptally flawed and unreliable
testing. He also has not done “any cellular expents to determine mismatch effects” or any
specific testing to determine whether the maten&imatch is significartbetween vaginal tissue
and BSC mesh. (Barker Dep. [Docket 71-4],189:16-182:24). Furthermore, as explained
above, Dr. Barker’s testing does not replicateftrces and environment of the human body and,

therefore, his opinions regarding theghis effects in wio are unreliable.
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Focusing on these “principles and methodolodyconclude that DrBarker’s opinions
on the mechanical mismatch between the BSGhe® and vaginal tisswee unreliable and,
thus,EXCLUDED . Daubert 509 U.S. at 595.
4. BSC’s Argument that Dr. Barker’s Opinions Are Litigation Driven
BSC also argues that “Dr. Barker's opinions are unreliable because they are litigation
driven and they fail to meet the standardsameild apply in his professional work outside of
litigation.” (BSC’s Mot. to Exclude the Op& Testimony of Thomas H. Barker, Ph.D. [Docket
71], at 2). As | explained aboyetherwise reliable expert temony will be admitted even if
litigation driven. Because | find Dr. Barker'spinions to be otherwise unreliable and
inadmissible, | need not address this argument.
5. Relevancy of Dr. Barker's OpinionsBased on His Testing of the Obtryx
The product at issue in this case is thenBcle. However, Dr. Barker tested both
Pinnacle and Obtryx products. Because | find his opmio be unreliable, | need not address the
relevancy of Dr. Barker's opinions based on his testing of the Obtryx d&aeeDaubert509
U.S. at 594-95 (noting requirement that expestimony be both reliable and relevant).
6. Admissibility of Opinions Regarding BSC’s Product Testing or Design
Finally, BSC argues that Dr. Barker’s opinioabout BSC’s produdesting or design
should be excluded because they relate to BStat® of mind or corpate intent. As | noted
above, expert testimony about a defendant @myjg state of mind is impermissible.
Dr. Barker contends that “BS@esigned the Pinnacle . . . toeet the specification of
substantial similarity to products pre-exigtiron the market, rather than engage in the
engineering and design processlefelopment of a safe and effective medical product (even for

one similar to a pre-existing product in the rked)” and that this “is inconsistent with
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appropriate medical device desigrninciples.” (Barker ReporfDocket 71-1], at 4, 15). These
opinions relate to the state mind of BSC and are, thusXCLUDED.

Therefore, BSC’s Motion to Exclude the i@pns and Testimony of Thomas H. Barker,
Ph.D., isGRANTED.

C. Motion to Exclude the Testimonyof Michael Thomas Margolis, M.D.

Dr. Margolis is a pelvic floor surgeoma urogynecologist with experience performing
surgeries to treat SUI, POP, and patientshplications from prior gynecologic surgerieSe¢é
Margolis Report [Docket 58-1], dt-4). He removes an averagetwo sling or mesh systems
each week.Jee id.at 3). Dr. Margolis bases his omns on his personal experience and his
review of scientific literature, g@sitions, and BSC corporate documerfiegid.at 5). He also
examined Ms. Sanchez and issued a case-specific reépeet.Ratient Specific Findings: Mrs.
Rosanne Sanch&z Margolis Report [Dockes8-1]). The plaintiffs &er Dr. Margolis “as both a
generic and case specific expsotppine regarding the followingl) Stress urinary incontinence
(“SUI") and pelvic organ pralpse (“POP”) surgery can bgerformed without synthetic,
polypropylene mesh; (2) complicationssulting from transvaginaimplantation of the Boston
Scientific SUI and POP mesh; (3) complicatiomsulting from implantation of the Boston
Scientific Pinnacle into the bodyf Rosanne Sanchez[;] (4) past and future damages suffered by
Ms. Sanchez due to complication from the Pin@atgvice[;] and (5) the reasonableness of the
treatment Ms. Sanchez requires.” (Pls.” RespM&m. of Law in Opp’n to Mot. to Exclude
Michael Thomas Margolis, ND.. (“Pls.” Resp. re: Margolis”) [Docket 73], at 1-2).

In particular, Dr. Margolis opines that “{gjthetic mesh devices macause severe, life
altering complications luding chronic pelvigain, dyspareunia, nerve injuries, and erosion”

and that surgical procedures not using meshaamilable to treat POP and SUI with “success
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rates equal and superior to dyetic mesh repairs.” (MargolReport [Docket 58-1], at 5). He
further contends that BSC shduhot have designed isings for implantation in the vagina
because the vagina is a “surgically contaminfigdd” and contains infection-inducing bacteria.
(Id.). Also, Dr. Margolis opines that the ma&moval process requires several operatiddg. (

BSC moves to exclude certain testimonylof Margolis. Although Dr. Margolis has
experience performing surgeries, serving on university faculties, writing peer-reviewed
publications, and testifying aan FDA hearing “on the serioussue of complications of
transvaginal synthetic mesh placement[,]” B&@Ques that his method wanreliable and that
his opinions based on this method are irrelevadt.at 1-4;seeln re C. R. Bard, In¢.948 F.
Supp. 2d 589, 612 (S.D. W. Va. 2013) (“Just beeaais expert may bg&ualified . . . by
knowledge, skill, experience, training or educatidoes not necessarily mean that the opinion
that the expert offers is ‘theroduct of reliable prinples and methods’ or @ the expert ‘has
reliably applied the principles and methods ® fibicts of the case.” iftng Fed. R. Evid. 702))).

According to BSC, Dr. Margolis’s method wainreliable because he did not consider
studies that were contrary to lupinions and because he failedprovide any scientific basis for
his other opinions and bases them on personal experiencepsndlixit alone. Also, BSC
contends that Dr. Margolis’s opinions regagiMs. Sanchez should be excluded because none
of his opinions rely on a study involving the B&thnacle, the product at issue in this case.
Finally, BSC argues that “Dr. Margolis purportsdfier a number of opions that either (1)
constitute legal opinions, (2) fall outside the scope of his expeotig8) consist of speculation
regarding Boston Scientific’'s kndedge, intent and/or state ofind.” (BSC’s Mot. To Exclude
the Testimony of Michael Thomas klis, M.D. [Docket 58], at 2).

1. BSC Argues That Dr. Margolis Failel to Consider Contrary Scientific
Studies in Forming His Opinions
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Dr. Margolis opines as to the safety anficaty of polypropylene mid-urethral slings
and the complication rates in women wiplolypropylene mesh. BSC contends that these
opinions are unreliable because Dr. Margdldnot consider contrary literature.

An expert’'s opinion may be unreliable if Hails to account for contrary scientific
literature and instead “seldeely [chooses] his support frorthe scientific landscapelh re
Rezulin Products Liab. Litig.369 F. Supp. 2d 398, 425 (S.D.N.Y. 2005) (quotations omitted).
“[1]f the relevant scientific literature contairevidence tending to refutbe expert’s theory and
the expert does not acknowledgeaccount for that evidence, tegpert’s opinion is unreliable.”
Id.; see also Abarca v. Franklin Cnty. Water Qis®61 F. Supp. 2d 1007, 1066 n.60 (E.D. Cal.
2011) (“A scientist might well picklata from many different sources serve as circumstantial
evidence for a particular hypothesis, but a reliable expert would not ignore contrary data,
misstate the findings of others, make sweepingstants without support, and cite papers that
do not provide the support asserted.” (quotations omitt&ity)pert v. Eli Lilly & Co, CIV 06-
0874 JCH/LFG, 2009 WL 2208570, at *14 n.19 (D.N.M. July 21, 2@, 647 F.3d 1247
(10th Cir. 2011) (“[Aln expert who chooses to completéfynore significant contrary
epidemiological evidence in favor of focusindedp on non-epidemiologidatudies that support
her conclusion engages in a methodgl that courts find unreliable.”).

a. Admissibility of Opinion that Polypopylene Mid-Urethral Slings Are Not
Safe and Effective fothe Treatment of SUI

First, BSC contends that Dr. Margolis’s oin that polypropylenslings are not safe
and effective for the treatment of SUI is unreleabecause Dr. Margolis ignored peer-reviewed
literature indicating otherwise.

BSC’s argument focuses on Dr. Matis’s testimony regarding thdilsson seventeen-
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year follow-up study, which supports the conclusion that polypropylene slings are safe and
effective. GeeMargolis Dep. [Docket 132-2jat 193:5-20). Dr. Mawis rejected theNilsson

study without explaining a scientific basis for mgiso. Instead, he merely indicated that he had
“serious guestions about the biag tphotential for bias and also thehe data in this article” but
would not elaborate further:

Q: You believe that this particular study is — is not reliable; is that
your opinion?

A: | question the reliability.
And you won't tell me why?

| question it, and that’s all | can say.

Q: So what you're telling the judge | am dismissing this paper and
not considering it reliable, biim not going to tell you why?

A: Sure. | don’t have to tell youlw | don’'t consider something to be
authoritative. | mean, | don’t congdthat to be a valid study. |
have concerns about it. | haveight to hold thabpinion. And | do
hold that opinion.
Q: All right. Are there and —
| don't consider it autbritative and | considdt potentially flawed
and potentially biased. That's nopinion. Right or wrong, that's
my opinion.
(Id. at 196:1-3, 16-20; 199:10-22).
In response, the plaintiffs cartd that Dr. Margolis could n@xplain his rejection of the
Nilssonstudy because he is “bound by ttonfidentiality oder entered by this Court in Ethicon”
and because of the “work product privilege relai®dis role in the Ethicon litigation” (Pls.’

Resp. re: Margolis [Docket 73], at$2eMargolis Dep. [Docket 132-24t 204:7-205:24).

Even if this is so, | am @ble to accept the Irability of Dr. Margolis’s methodology at
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his word. If Dr. Margolis cannaxplain the basis of his opinioham simply unable to conclude
that his opinion is reliable. Accordingly, Dr. kglis’s opinion that polypropylene slings are
unsafe and not effective ftne treatment of SUI iIEXCLUDED .

As | noted above, the product at issue in theeda the Pinnacle, which is used to treat
POP. In contrast, polypropylene mid-urethral slitrgat SUI. Because | exclude Dr. Margolis’s
opinion on the basis of reliability, | need naidaess the relevancy of his opinion concerning
only polypropylene slings ithis Pinnacle POP case.

b. Admissibility of Opinion Regarding the Complication Rates of Pain in
Women with Polypropylene Mesh and Slings

BSC argues that Dr. Margolis failed tonsider studies reporting lower complication
rates of pain in women with polypropylene meaihd slings than he opines. Dr. Margolis
contends that it is “[v]ery samon” for polypropylene mesh andngls to “resul in pain.” (d. at
237:24-238:6). He contends that “[m]ore than 5@@et” of women with a SUI or POP device
experience pain, even though he admits thaexert report only distsses studies that found
“40 percent vulvar pain rates.1d( at 237:24-238:14). Also, Dr. Ngolis gives no scientific
basis for disagreeing wisitudies that find lower tas of pain in women:

Q: Would you agree that theage studies that show that the rates of pain with
polypropylene slings are e low single digits?

| — there are studies.
And do you discount those studies?
| disagree with those studies.

And why?

> O 2 O =

Because that's not what | have seead, studied, observed, and that's not
biologically plausible.
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(Id. at 239:2-13). Without furtheexplanation for his disagreemt with these studies, Dr.
Margolis’s method is unreliable. Therefore,. Margolis’s opinions rgarding the complication
rates of pain in women witholypropylene mesh and slings &¥CLUDED .

c. Admissibility of Opinions Regarding General Complication Rates in Women
with Polypropylene Mesh

BSC argues that Dr. Margolis’s general opirs, that complications in women with
polypropylene mesh products are high, should lmudrd as unreliable. BSC points to several
phrases that Dr. Margolis stgtin his report and depositidnat indicate his opinion on high
complication rates.JeeBSC’s Mem. of Law in Supp. ofdtMot. to Exclude the Testimony of
Michael Thomas Margolis, M.D. (“BSC’s Mem.:rielargolis”) [Docket 59] at 8 (quoting “*high
complication rates;’ ‘plethora of complications;’ ‘tidal wave of complications;’ ‘extremely high
rates,” ‘[infection] is common in mesh patien}s"BSC contends that DMargolis disregards
literature revealing single digit complicationtea without sufficient gdanation. Dr. Margolis
discounts these studies by allegthgt the complications are undgrogted, that the studies are
inaccurate, and that the data is possibly fabricated:

Q: All of the studies of slings thatdicate that the complication rates are in
the low single digits, you wodldisagree with those as well?

A: | do. I think theyre under reported.

Q: ... Explain to me how the complizms in the studieare under reported?

| don't believe those numbers arecarate. There are more complications
than are reported in those studies, for whatever reason.

Q: You don’t know why?

I don’t know why, and I'm not going to accuse anyone of fraud or blah,
blah, blah. Not going to do that.
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Q: You just believe that those studies that show low single-digit complication
rates are just wronghd you don’t know why?

A: They’reinaccuratel believe they’re incorrect.
Q: Would you offer — do you have the sabwdief with regard to studies of

polypropylene devices used to treat pelorgan prolapse that have low
single-digit complication rates?

A | do.
Q: Do you think those are also inaccurate?
| do.
Q: Are you offering an opinion that there is fabricated data regarding

polypropylene mesh?

A: It is quite possible. You've had aexs to my opinions for a long time. It
shouldn’t surprise you.

(Margolis Dep. [Docket 132-2], at 240:5-841:12-242:7, 243:9-13). These conclusory
statements without further expktion are insufficient to survidi@aubertscrutiny.

In making its argument, BSC particularly feas on the unreliabilitpf Dr. Margolis’s
claims as to the dyspareunia rates in patiantéergoing POP mesh serg. In his report, Dr.
Margolis cited a 2012 study that found a dyspar@ complication rate of 6.2% to 24.4%eg
Margolis Report [Docket 58-1], at 16—17). Howe\agrhis deposition, Dr. Margolis testified that
he believed the dyspareunia rate was closer to 25éeMargolis Dep. [Docket 132-2], 255:24—
256:2, 256:23-257:1, 258:7-259:9). Dr. Malis explains that, when forming his opinion about
the complication rates of a medigabcedure, he “give[s] the bditeof the doubt to the patient.”
(Id. at 259:7-9). In other words, he “assume[g Worst-case scenario” and errs on the side of

opining as to a higher oaplication rate to better protect a patiemd. @t 259:11-259:23). Dr.
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Margolis eventually admits that he has beealuating the literaturand forming his opinions
for this case according to that principle as welled id.at 259:20-260:14). “[G]iv[ing] the
benefit of the doubt to the patient” is not a safenbasis for determining the complication rates
associated with a mesh devic#l. (at 259:8-9). As a result, Dr. Margolis’s methodology and
opinions relating to the general complicatiates in women with polypropylene mesh are
unreliable and, thu€XCLUDED .

2. BSC Argues That Dr. Margolis Failedto Provide Any Scientific Basis For
His Other Opinions

BSC also argues that Dr. Margolis failed gmvide any scientific basis for his other
opinions. BSC contends that he based tlgs@ons on his personal experience alone.

a. Admissibility of Opinion Concerning te Lack of Sound Scientific Evidence
Supporting the Clinical Benefits oPolypropylene Mesh in SUI or POP

In his report, Dr. Margolis apes that “[tlhere is a lackf sound scientific evidence
supporting clinical benefits asrelates to POP and/or Sigblypropylene mesh” and that “[a]t
the time the Boston Scientificainsvaginal mesh products wen&roduced, thergvas no credible
scientific evidence thasupported utilization of transvaginally placed polypropylene mesh.”
(Margolis Report [Docket 58-1], at 7, 17). BS@uaes that Dr. Margolis has no basis for this
opinion because he contradictadnself during his deposition. DiMargolis testified at his
deposition that there were stadisupporting the use of polgpylene and such studies were
available when BSC released ftansvaginal mesh productSeeMargolis Dep. [Docket 132-2],
at 227:14-22, 274:1-6, 275:14-19). Inp@sse, the plaintiffs disage with BSC’s allegation
and state that his testimony wasnsistent. According to the ghtiffs, Dr. Margolis never
opined that there wa® data, just n@redibledata.

Inconsistent statementsf a withess may be addressed on cross-examinaBee.
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Daubert 509 U.S. at 596 (“Vigorous cross-examioati presentation of contrary evidence, and
careful instruction on the burden pffoof are the traditional and appropriate means of attacking
shaky but admissible evidence.llr re Paoli R.R. Yard PCB Litig35 F.3d 717, 749 (3d Cir.
1994) (“[E]valuating the reliability of scientd methodologies and data does not generally
involve assessing thteuthfulnessof the expert witnesses . . .”). However, here, Dr. Margolis’s
inconsistencies seem to directhhed light on theunreliability of his method. Even if Dr.
Margolis is stating that there is a lack @kdible evidence, as the plaintiffs argue, it is still
unclear why Dr. Margolis believes these studask credibility. As a result, Dr. Margolis’'s
opinions are rendered untrustwgrtand unreliable. Therefore, EXCLUDE Dr. Margolis’'s
opinions on a lack of scientific evidence.

b. Admissibility of Opinion that the Burch Procedure is More Effective than
Polypropylene Mesh Slings

Dr. Margolis opines that “[t]here are a host of traditional surgical procedures available for
the treatment of prolapse and incontinence Haate success rates equal and superior to mesh
repairs[.]” (Margolis Report [Docket 58-1], at. 8SC challenges Dr. Mgolis’s opinion as to
the Burch procedure. In his rapoDr. Margolis noted that “[fere is ample evidence in the
literature that the Burch procedure is an erteloperative procederfor stress incontinence
treatment.” (Margolis Report [Docket 58-1], at 8SC seeks to exclude Dr. Margolis’s opinion
that the Burch procedure is more effective tpatypropylene mesh slings because Dr. Margolis
failed to identify any “head-todad studies” supporting thismclusion. (Margolis Dep. [Docket
132-1], at 137:6-15).

Even so, Dr. Margolis cited in his repaseveral scientific, peer-reviewed sources
showing that the Burch prodere has high success rateeéMargolis Report [Docket 58-1], at

9 n.6 (citing J.W. RossPost Hysterectomy Total aginal Vault Prolapse Repaired
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Laparoscopically. Presented at 2nd World Sympasiuon Laparoscopic Hysterectomy,
American Association of Gynecologic Lapacopists, New Orleans, LA (Apr. 7-9, 1995)
(reporting 93% success rate for laparoscopic Barah 90% for open Burch in the treatment of
SUI); Romano S. Bustan et aBurch Laparoscopic Procedurr Repairing Proven Stress
Incontinence--Report of 32 Caséd$arefuah 139 (9-10), 350-2, 402000) (reporting 97% cure
rate); E.G. Jacome et dlaparoscopic Burch Urethropexy in a Private Clinical PractideAm.
Assoc. Gynecol. Laparosc. 6(1): 39-44 (1999pdreng cure rate of 94% for laparoscopic
Burch); R.D. Moore et all.aparoscopic Burch Colposuspeosifor Recurrent Stress Urinary
IncontinenceJourdan of the Am. Assoc. of Ggeo. Laparasc. 8, n0.8:389-92 (2001) (reporting
90% objective cure rate in patits having repeat Burch prakge laparoscopically); Todd R.
Jenkins and C.Y. Liu,.aparoscopic Burch Colposuspensi@gnCurrent Opinion in Obstetrics &
Gynec. 314, 314-18 (2007) (literatusiew noting a finding of ae rates between 76% to 95%
for laparoscopic Burch procedures)). In additidbn, Margolis testified that the Burch procedure
success rates reported in th@éadare higher thathe rates for the polypropylene slingeg
Margolis Dep. [Docket 132-1], at 136:12-16).

Dr. Margolis’s failure to identify a comparisetudy raises concern tsthe reliability of
his opinions. However, unlike sonad his other opinions, Dr. Mgplis’s conclusions are based
on several peer-reviewed studies that shogh tsuccess rates for the Burch procedure. His
opinion is sufficiently reliable fobaubert

However,Daubert requires expert testimony to be both reliable and reletznibert
509 U.S. at 597 (“[T]he Rules of Evidence—esially Rule 702—do assigto the trial judge
the task of ensuring that an expert’s testimony bests on a reliable foundation and is relevant

to the task at hand”). At issue in this casehis Pinnacle device toemt POP. Therefore, Dr.
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Margolis’s opinion thathe Burch procedure is more eff@e than polypropylene mid-urethral
slings in the treatment of SUI is irrelevantMis. Sanchez’s claims. As result, Dr. Margolis’s
opinion as to this matter EXCLUDED.

c. Admissibility of Opinion that the Xenform Slings are More Effective than
Polypropylene Slings

Dr. Margolis uses Xenform slings, wh are slings made of pig skirseeMargolis Dep.
[132-1], at 97:15-24), or “fetabovine graft.” (Margolis Repor[Docket 58-1], at 4). Dr.
Margolis testified that his complication rate for the Xenform sling was less than 4% and that
Xenform slings were a safe anffieetive option for treating SUI.SeeMargolis Dep. [132-1], at
120:14-21, 133:8-12). BSC argues tbat Margolis’ opinion should be excluded because he
did not provide a sufficient explanation of tbemparison of the complication rates of Xenform
versus polypropylene and because Dr. Margaotisld not point tca study involving Xenform
slings. In response, the plaiifgi argue that Dr. Margolis’sxperience of having “personally
performed over a 1000 urethraling implantation proceduressing autgraft, allograft or
xenograft” and “extensive explation of synthetic polypropylene vaginal mesh systems”
renders his opinion reliable. (Pls.’ §e re: Margolis [[@cket 73], at 14, 15).

Although Dr. Margolis has xperience in this area, fimethod of comparing the
complication rates of Xenform and polypropylenimgs is problematic. In his deposition, Dr.
Margolis explained that the 4%omplication rate for Xenfon slings is, in fact, “the
complication rate that | understand all surgetrase when they takany patient into an
operating room, whether it's vaginal surgery, abhdwl surgery, bladder sgery, brain surgery,
or toe surgery.” (Margolis Dep., [Docket 13p at 122:18-24). His reasoning as to why
Xenform has a lower complication rate thadypoopylene slings is simply because Xenform

uses no polypropylene mesh and, tthes no mesh-related complicationSeé¢ id.at 123:22—
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124:11). This logic is not sciéfic. Dr. Margolis’s conclusion that Xenform does not have
mesh-related complications becautss not made from mesh could be reached by a jury without
expert testimony.

Moreover, Dr. Margolis canndtite a single study involving use of Xenform slings to
treat SUI. When asked if he could point towedgt Dr. Margolis responded “I am not prepared to
present any studies to you today. | ddaibw any off the top of my head.ld{ at 133:14-19).
When asked if he had seen any studies, Dr. Miarggstified “I'm surel have. | don’t have any
names for you today.”ld. at 133:20-24). Without a scientific basis, Dr. Margolis’s method is
unreliable. As a resty his opinion iSEXCLUDED .

Because Dr. Margolis’s method is unrelighleeed not address whether his opinion on
the effectiveness of Xenform and polypropylene slingke treatment of SUI is relevant to Ms.
Sanchez’s claims concerning the Pinegmloduct for the treatment of POP.

d. Admissibility of Opinion That the Inéction Rate of Polypropylene Mesh Is
Up to 100%

Dr. Margolis opines in his repthat “[s]everal studies hawhown significant bacterial
colonization and infection opolypropylene mesh.” (Margoli®eport [Docket 58-1], at 16).
When asked about mesh infection rates during lpssigon, Dr. Margolis testified that they are
“anywhere from 10 to a hundred percent” andrlastified that theyange from 0% to 100%
(Margolis Dep. [Docket 132-2], at 177:14, 293:1-8) (B®ints out that Dr. Margolis has twice
given a slide presentation to doxg which cites to a study findirigfection rates of 0% to 8%.
(See id.at 290:16—-295:10). As a result, BSC contetiidd Dr. Margolis’sclaim that infection
rates can be up to 100% is unreliable.

Dr. Margolis’s inconsistent presentatiatoes not automaticallyender his method

unreliable. In his report, Dr. Mgolis does cite tacientific studies t@upport his opinion.See
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Margolis Report [Docket 58-1], at 16) (describing tWellebregt study finding 83.6% of
implants contained bacteria during surgical implantation Bibn@langerstudy finding 100% of
mesh explants removed in the study due to complications contain bacte8aatiendBadlani
study finding infection in mesh patients).

However, as BSC points out, the study vhi@r. Margolis cites to support his 100%
figure is not directly applicable. ThBoulangerstudy did not find that 100% of the mesh
systems explanted for the study were infectbd;study found that 100% of the mesh systems
were contaminated with bacteri&&eeMargolis Report [Docket 58-1pgt 16; Boulanger et al.,
Bacteriological Analysis of Meshes RemovadGomplications After Surgical Management of
Urinary Incontinence or Pelvic Organ ProlapsEd Int’l Urogynecol J. 827, 827 (2008) [Docket
58-5]). The authors of thBoulangerstudy are not certaithat bacteria contamination leads to
infection. See Boulanger,supra at 827, 830) (stating that thexact role” of bacterial
contamination “is not yet clear” and “must be @xpd by other experinéal studies”)). They
even write that “[ijnfection is a rare compligat of retropubic mid-urethral slings (0.7% of
cases)” and that their “findings concur wigreviously publisheddata” on this subject.
(Boulangersupra at 830).

The Boulangerstudy does not support the opinion tharéhis a 100% imfction rate in
women who undergo mesh imptation surgery. Therefore, Dr. Margolis’s methodology of
basing his opinion on this study is unreliable. As a result, Dr. Margolis’s opinion as to infection
rates iISEXCLUDED .

e. Admissibility of Opinion That the Complication Rate of Urethral
Obstruction is Greater than Ten Peent with Polypropylene Mid-Urethral
Slings
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BSC argues that Dr. Margolis’s opiniorbaut the complication rate of urethral
obstruction is unreliable. Dr. Mgolis opines that polypropylenmid-urethral slings cause
urethral obstruction in more that0% of patients but could not poito scientific studies in

support of his opinion:

Q: . . . [A]re you offering an opinioas to how frequently shrinkage of a
polypropylene midurethral sling chokesf the vagina as a result of
shrinkage?

A: Yes.

Q: Howoften?

A: Greater than ten percent.

Q: And is there a study thgbu're relying upon for that?

A: I’'m looking. And I’'m not finding it rght now. So | don’t have a study for

you at this time.
(Margolis Dep. [Docket 132-2], at 262:6—16). Thaiptiffs do not respond to this argument.
Without a scientific basis, Dr. Margolis’s opin is unreliable. Thefore, Dr. Margolis’s
opinion that the complication rate of uredl obstruction is greater than 10%&XCLUDED .

Due to this reliability determination, | ne@wt address the relevancy of Dr. Margolis’'s
opinions concerning the urethral obstructiomgdication rate for polypropylene mid-urethral
slings in the treatment of SUI. As | mentiahove, this case concerns the Pinnacle product for
the treatment of POP.

f. Admissibility of Opinion on the Percegage or Number of BSC Products Dr.
Margolis Has Removed

Dr. Margolis testified that he has rewed approximately 300 polypropylene mesh and
sling products “throughout éhlast 15 or so yearsind gives his “best gas” that 10% to 15% of

those were Boston Scientific. (Margolis Dgpocket 132-1], at 723-76:1). Dr. Margolis
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explained that “[tjhe exact humbers edich [product] | don’'t keep track of.Id( at 74:11-19).
When asked how he arrived at that 10%1&% figure for Boston Sentific products, Dr.
Margolis testified that these percentagee just to his “best recollection”:
Q: Have you tried to do a system — did you go back and try to do some kind
of systematic count, or are you just doing that from recollection in terms
of the percentage of Boston Scientific products?
A: Bestrecollection.
(Id. at 76:13-18). Dr. Margolis teBed that he cannot identify éhmesh brand by sight after
explantation, and he “tr[ies] to get the opemtrecords from the implant” with the product
manufacturing information but does not know hoften he receives these records for his
patients. [d. at 76:2-9, 77:14-78:2).
As a result, BSC argues that Dr. Margolisjginion as to the number or percentage of
BSC products he has removed is unreliable. plaetiffs do not specifically respond to this
argument.
Without a reliable basis, Dr. Maolis’s opinions may be erroneouSee Lewis, et al. v.
Ethicon, Inc, 2:12-cv-4301, 2014 WL 186872, at *8 (S.IV. Va. Jan. 15, 2014) (excluding
expert’s “analyses of the mesh implants” becahsg were not “controlled for error or bias”).

Therefore, his opinions aEEXCLUDED .

3. BSC Argues that Dr. Margdis Did Not Reliably Apply His
Methodology to Ms. Sanchez’'s Case

BSC argues that “Dr. Margolis’[g}ase-specific opinions regardiggnchez . . should
also be excluded because he has not reliably applied his methodology to the facts of the case.”
(BSC’s Mem. re: Margolis [Docket 59], at 2ge id.at 16-17). | do not have sufficient

information to rule on this matter at this time. TherefoRESERVE my ruling until trial.
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4. BSC Argues that Dr. Margolis Offers Opinions Outside of His Area of
Expertise

BSC argues that Dr. Margolis’s opinions ceming the followingdpics fall outside the
scope of his qualifications: “biomaterials, adeigyaore size, adequate weight of polypropylene,
polypropylene degradation, biocompatibility @olypropylene, medicadevice design and
development, and marketing.1d( at 17). In their response, ethplaintiffs concede that Dr.
Margolis will not be offeringhese opinions at trialSgePls.” Resp. re: Margolis [Docket 73], at
19-20). Accordingly, this aggt of BSC’s motion i®ENIED as moot

5. BSC Argues that Dr. Margolis Offersimpermissible Expert Opinions As To
BSC'’s State of Mind

BSC argues that Dr. Margolis seeks tifeo testimony as to BSC’s state of mind,
knowledge, and intent during product development. example, BSC notes that, in his expert
report, Dr. Margolis states thaBoston Scientific is aware addverse event reports related to
both erosion and pain.” (Margolis Report, [Bet 58-1], at 14). As | explain above, expert
testimony about a defendant company’s state of mind is impermissihlewls | excluded state
of mind testimony of Dr. Margolibecause “he is not qualified . to opine on Ethicon’s state of
mind or knowledge.Lewis 2014 WL 186872, at *15.

In their response, the plaintiffs concedeatttdr. Margolis will not be offering these
opinions at trial. (See PIs.” Resp. re: Marg@®cket 73], at 19-20). Therefore, this aspect of
BSC’s motion iDENIED as moot

Therefore, BSC’s Motion to Exclude theskienony of Michael Thomas Margolis, M.D.,
is GRANTED IN PART andDENIED IN PART andRESERVED IN PART.

D. Motion to Exclude the Opinions andTestimony of Richard W. Trepeta, M.D.
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In this case, the plaintiffs offer Dr. Trepdtatestify as an expewitness on the general
pathology of vaginal mesh implantatiope€ generallylrepeta General Report [Docket 86-1])
and on the specific pathology of Plaintiff Roseanne Sancéez generallyTrepeta Specific
Report [Docket 86-2]). Among other things, Drepeta is a board-certified pathologist and a
Fellow with the College of American Pathologistnd the Internation&8ociety for the Study of
Vulvovaginal Disease. As part of his fellowmshhe “establishes criteria and terminology for the
diagnosis of vulvar and vaginal diseases.” peta General Report [Docket 86-1], at 2). Dr.
Trepeta also examines vulvar—vaginal patgglsamples through his private practiGe€ id).

BSC moves to exclude Dr. Trepeta as apeexwitness, raising two primary objections:
(1) Dr. Trepeta is not qualified opine on the properties of gplopylene mesh or the clinical
responses to mesh implants; and (2) Dr. Tegpatpinions are unreliad| irrelevant, and not
helpful to the jury. $ee generallBSC’'s Mem. in Supp. of its Mot. to Exclude Richard W.
Trepeta [Docket 87] (“BSC’s Mem. re: Trep8i. | review these objections in turn.

1. Dr. Trepeta’s Qualifications

To testify as an expert, a witness must be “qualified . . . by knowledge, skill, experience,
training or education.” Fed. FBEvid. 702. Although Dr. Trepetaas an impressive background in
medicine, BSC argues that his ai@l training does not quaithim under Rule 702 to render
the opinions he sets forih his expert reports.

a. Properties of Polypropylene Mesh

First, BSC objects to Dr. Trepeta’s pjmin testimony on the properties of polypropylene
mesh. In his general report, Dr. Trepeta opines about mesh degradation, mesh contraction, and
mesh migration. He states th§tllegradation occurs as eithéragmentation of the mesh or

oxidation [of the mesh] release[s] chemical pmments from the mesh into surrounding tissues,”
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and “[m]esh contraction and shrinkage cause rttesh to be significantly decreased in its
physical size.” (Trepeta GeneRgéport [Docket 86-1], at 5). BS&sserts that Dr. Trepeta is not
qualified to put forth these opinions becauseifhienot a material scientist, biochemist, or
biomedical engineerSgeTrepeta Dep. [Docket 86-3], at @2-90:2). Furthermore, he has no
training in polymer science dsiomedical engineering and hast performed mechanical or
chemical testing of mesh productSeg idat 90:16-22).

In making this argument, however, BSC dphays Dr. Trepeta knowledge, training,
and experience as a clinical pathologist. In general, a clinical pathologist “will be knowledgeable
in the areas of chemistry, hematology,crabiology, . . . serology, immunology, and other
special laboratory studies.” 33 Am. Jiirials 8 17 (1986)see alsoColl. of Am. Pathologists,
CAP Fact Sheethttp://www.cap.org (last visited Se@2, 2014) (“[Clinical pathologists] are
involved in a broad range of diptines, including surgical pablogy, cytopathology, . . clinical
chemistry, microbiology, immunop#logy, and hematology.”). DrTrepeta’s thirty years’
experience as a clinical patbgist therefore demonstratssifficient knowledge to provide
expert testimony about the chemistry and surgiaesthology of materials like transvaginal mesh.
Moreover, Dr. Trepeta has knowledgieand experience with pelvimesh explants in particular,
having examined fifty explant sahes over the padive years. $eeTrepeta General Report
[Docket 86-1], at 2). According to Dr. Trefa, by examining the mesh explants under a
microscope, he has witnessed the polypropylene’s chemical chaBgesrdpeta Dep. [Docket
110-4], at 217:14-19). Given Dr. dpeta’s knowledge and expmmce as an amomical and
clinical pathologist, IFIND that he is qualified to testify about mesh degradation, mesh

shrinkage, and mesh maiion, and | thereforBENY BSC’s motion in this respect.
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b. The Human Clinical Response to Polypropylene Mesh

Second, BSC objects to Dr. Trepeta’s testimonythe human clinical response to mesh
implants. Dr. Trepeta opines that the “huntardy’s pathologidaresponse to implantation of
polypropylene mesh as well as the inherent playgcoperties of the mesh cause permanent
injuries resulting in distortion of the pelvic architecture, sexual dysfunction, persistent pain,
scarring, and alteration dowel and bladder function.” (Tpeta General Report [Docket 86-1],
at 6). BSC contends that Dr. Trepeta is notlijad to present this opion because Dr. Trepeta
does not treat patients for these conditions laasl limited familiarity with the symptoms of
stress urinary incontinencené pelvic organ prolapseSéeTrepeta Dep. [Docket 86-3], at
101:19-21). In short, BSC argudbat Dr. Trepeta is not aynecologist, obstetrician,
urogynecologist, or a surgeon, and as a resultT 2peta’s opinions abothe clinical response
to mesh should be excluded.

Again, Dr. Trepeta’s extensive experienged knowledge in the field of pathology
qualify him to submit these opinions. Partpafthology involves reaching a diagnosis through
“clinical and pathabgic correlation.” $ee id.at 11:10-14). Dr. Trepeta frequently engages in
this process by providing clinicalonsultations to physicianghich require him to examine
clinical information (through specimens, repous,physician findings) rad reach a pathologic
diagnosis about a patienBde id.. Dr. Trepeta applied this patlogic process in reaching his
conclusions about the human clinical resportsepolypropylene vaginal mesh. He examined
fifty pathology samples from mesh removals amines that he observedjuries “consistent
with the pathological process tsue response and/or injudye to polypropylene.” (Trepeta
General Report [Docket 86-1], ). He also compared medicakliature to these observations

and concluded that his patholcgl findings “are well desdoed in the published literature.”
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(Id.). Dr. Trepeta’s understandingdaapplication of the pathologjrocess qualify him to opine
on the causal relationship between tranBwgmesh implantation and tissue respdhse.
Therefore, DENY BSC’s motion on this point.
2. The Reliability and Relevance of Dr. Trepeta’s Opinions

As stated previously, an expie opinion is admissible if itrests on a reliable foundation
and is relevant.Daubert v. Merrell Dow Pharm509 U.S. 579, 597 (1993). BSC raises several
objections to the reliability anatlevancy of Dr. Trepeta’s opon testimony, and | address each
of these objections below.

a. Inconsistency of Opinion

Dr. Trepeta’s general report describes ththgagy of vaginal mesh implantation as a
disease that is categorized into three pryrstates: acute, sub-acute, and chroSee({repeta
General Report [Docket 86-1], at 4). Each stas identifying characteristics and symptoms.
(See id.at 4-5). BSC argues that Dr.epeta’s general report seemsdscribe these states as
pathological reactions “specific to [surgicalpghantation of the] Pinnaelproducts,” whereas his
deposition testimony implies thétis categorical assessment can be applied to many different
types of surgery.SeeBSC’s Mem. re: Trepeta [Docket 87], at 9). Thus, in BSC’s view, Dr.
Trepeta’s testimony in his general reportingonsistent with his deposition testimony and
therefore unhelpful to the jury. The plaintiftieny the existence of a contradiction in Dr.

Trepeta’s proffered opinion.

41 reached the same conclusions when consideridgubertchallenges to Dr. Klosterhalfen In re C. R. Bard
948 F. Supp. 2d 589, 621 (S.D. W. Va. 2013) (“Bard argues that Dr. Klosterhalfen is nfi¢djtaliopine on
causation, and that the basis for his opinions is unreliable. Dr. Klosterhalfen’s very job as a pathologest ljimalifi
to opine on this issue [of causation].”), and Dr. Zheniguskey v. Ethicon, Inc2:12-cv-05201, 2014 WL 3362264,
at *34 (S.D. W. Va. July 8, 2014) (ruling that Dr. Zheagpathologist, is qualified “to tell the jury the clinical
reasons why patients suchMss. Huskey require excision of [their mesh devices]”).
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I will not evaluate the uniformity of DiTrepeta’s report antlis deposition testimony
because the existence of an inconsistent exg@nion does not mandate the exclusion of the
expert undeDaubert See, e.g.McReynolds v. Sodexho Marriott Servs., 1389 F. Supp. 2d
30, 40 (D.D.C. 2004) (explaining that contradins between the expert’'s depositions and
declarations “go to credibility, rather th&auberts standard of admissibility”)Accordingly,
BSC’s motion iDENIED in this regard.

b. Reliability of Dr. Trepeta’s Methodology in Formulating His Opinions

BSC next contends that Drrepeta’s method of using palbgy reports to formulate his
opinions is unreliable. Dr. Tre@eused various resources to reachexpert opinion. First, Dr.
Trepeta has studied over fifty meskplant samples in his priwapractice. Dr. Trepeta received
these samples from physicians about omgaonth over the past five yearSegéTrepeta Dep.
[Docket 86-3], at 62:10-21). He examined thesmmples under a microscope, identified any
abnormalities, and concluded that the sampteesented injuries “consistent with the
pathological process of tissue response and/or inflirgy to polypropylene.” See Trepeta
General Report [Docket 86-1], a). Second, Dr. Trepeta studitee medical literature on mesh
implantation and determined that his patigptal findings correspond with the published
research on mesh erosion angh@sure in the vaginal wallSge id.at 2—3). Third, Dr. Trepeta
reviewed twenty-four pathology reports that heceived from the plaintiffs’ counsel and
ascertained that “the pathologypogts of excised BostoBcientific Products . . . are consistent”
with the acute, sub-acute, and choocategories of the disease procesk.at 4).

BSC'’s strongest objection to Dr. Trepetaiethodology focuses on this third source of
information. BSC argues that the twenty-fouthmdogy reports were unreliable because: they

were “hand-selected Wylaintiffs’ counsel”; Dr.Trepeta only relied oseventeen of the twenty-
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four reports; and Dr. Trepeta diobt review the medical records afy of the probed patients.
(BSC’'s Mem. re: Trepeta [Docket 87], at 10-1The plaintiffs respond that these pathology
reports only supplemented Dr. Trepeta’s opinion @ghat the main thrust of Dr. Trepeta’'s
opinion comes from his review of fifty mesh expgkover the past fivegars and from his study
of medical literature. Moreovethe plaintiffs argue that BSs chosen expert, Dr. Badylak,
agreed that review of pathologgports of vaginal tissue takemin polypropylene explants is an
accepted method for reaching a pathologic camnafuon tissue response to polypropyleisag
Pls.” Resp. in Opp. to Def.’s Mot. txclude Dr. Trepeta [Docket 110], at 13).

The fact that each side’s pathologist accéiis practice suggests that it is accepted by
the general community of pathologis&e Daubert509 U.S. at 594 (“Widespread acceptance
can be an important factor in ruling particuwidence admissible . . ..”). But Dr. Trepeta’s
review of the pathology reportsilshas a fatal deficiency in that lacked standards to govern
the process of selecting the samplepathology reports to be evaluat&®ke id.(listing as a
factor in evaluating an expert’'s opinion the “égiece and maintenance of standards controlling
the technique’s operation”). The plaintiffs dot mxplain how or why they chose these twenty-
four reports for Dr. Trepeta’s review, andthout such an explanation, | have no way of
assessing the potential rate e@for or the presence of biaSee id.(stating that the “court
ordinarily should consider the potential rateeafor”). | confronted a similar situation Leewis,
et al. v Ethicon, Incand excluded the expert opinion omtaselected explant samples because
“[tlhere are no assurances that [plaintiffguasel] did not opportunistically choose samples
while ignoring others that miglitave weakened or disproved [thepert’s] theories.” No. 2:12-
cv-4301, 2014 WL 186872, at *8 (S.D. W. Va. Jan 2GB14). Here, | similarly have no way to

ensure that the plaintiffs’ couelsdid not provide Dr. Trepetaith only those pathology reports
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that tended to strengthen, rather than refDte, Trepeta’s opinions. Amrdingly, Dr. Trepeta’s
opinions derived from his review tfe twenty-four pathology reports &XCLUDED .
c. Litigation Driven Opinions

Third, BSC argues Dr. Trepeta'opinions are unreliableebause they are litigation-
driven. Specifically, BSC asserts that Dr. Trepeteégurgitation of literatte outside of his area
of expertise” was for the sole purpose of ustending mesh complications and “driven only by
preparation to testify in these matters.” (BS®lem. re: Trepeta [Docket 87], at 13). Here, Dr.
Trepeta has largely bakéiis opinions on his professionakperience with mesh pathology
samples examined during his practice. (Tregeegport [Docket 86-1], at 2). In addition, he
testified that he has “looked at mesh remofrech the bodies of female vaginal walls under the
microscope” and has seen degradation. (Trepef [Docket 110-4], at4-19). These activities
occurred outside of ik litigation. Thus, IFIND that Dr. Trepeta’s opinions are not litigation-
driven andDENY BSC’s motion on this point.

d. Dr. Trepeta’s Specific Causation Opinion

Dr. Trepeta also offers a specific causatipmion concerning Ms. Sanchez. Dr. Trepeta
opines that Ms. Sanchez’s

symptoms of pain, discharge, infegt] dyspareunia, mesh exposure, resulting

diagnoses, and medical treatment for magiand pelvic floor complications are

all directly attributable tdhe implantation of polypropghe surgical mesh in the

Pinnacle Pelvic Floor repair surgical mesh used on January 15, 2010.... My

personal experience as a pathologist, with special training and focus on the

pathology of the vagina, as well asy knowledge andraining, has shown

complications directly as [the] effeof tissue response to polypropylene implant

such as [that] received by Ms. Sanchez.
(Trepeta Specific Report [Docket 86-2], at 4). Helsithat the complications associated with the

human body’s pathologic response to the imalaon of polypropylene nsh were present in

Ms. Sanchez’'s medical recordSeg id. BSC argues that Dr. Trepeta’s specific causation
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opinion is unreliable because: (1) his generalsation opinion is unreliable; (2) he did not
personally examine Ms. Sanchez, her patholegprts, or pathology specimens related to Ms.
Sanchez; and (3) he failed to contdaceliable differential diagnosis.

Apart from Dr. Trepeta’s review of the twigrfour pathology reports, | concluded that
Dr. Trepeta’s general causation opinion was bédiaTherefore, BSC’s first argument fails.
BSC’s second argument also is not determinabgeause Dr. Trepeta testified that he often
gives pathologic opinions without examininmatient specimens opathology reports. See
Trepeta Dep. [Docket 110-4], at 37:11-38:9). So long as an expert “employs in the courtroom
the same level of intellectual rigor that charaets the practice of an expert in the relevant
field,” he does not necessarily have to perfaeriphysical examination of the patient to offer an
expert opinion.Cooper v. Smith & Nephew, In@59 F.3d 194, 203 (4th Cir. 2001) (quoting
Kumho Tire Co. v. Carmichaeb26 U.S. 137, 152 (1999)). Here, Dr. Trepeta reached his
diagnosis of Ms. Sanchez by using the same¢hodology that he would apply when doing his
job as a clinical pathologist. That is, he reweeMclinical findings provided to him by clinicians
and then provided diagnostic advice. (TrepBtep. [Docket 110-4], at 38:5-9). Thus, Dr.
Trepeta’s failure to examine Ms. Sanclezjathology reports or specimens does not
automatically render his specifiausation opinion unreliable.

Although BSC'’s first two arguments are unpe@sue, its criticism of Dr. Trepeta’s
differential diagnosis carries gsiificant weight. Differential dignosis requires h testifying
expert to “determin[e] the possible causes fer platient's symptoms and then eliminat[e] each
of these potential causes untlaching one that cannot be wileut or determining which of
those that cannot be excluded is the most likalyestberry v. Gislaved Gummi AB78 F.3d

257, 262 (4th Cir. 1999). BSC mé&ams that Dr. Trepeta failetb eliminate other possible

40



causes of Ms. Sanchez’s complications, as requimed reliable differential diagnosis. Indeed,
in parts of his deposition testimony, Dr. Trepetaestdhat he did not consider alternative causes
for many of Ms. Sanchez’s symptoms:

Q: Did you consider UTIls as being the cause for the infections in Ms.

Sanchez?

A: No, because the infection | belieske’s experiencing is a result of the --
or producing the discharge. Anddbn’'t generally associate a vaginal
discharge with a UTI.

Q: The dyspareunia that she wageariencing, did you consider any other
alternative causes for that post mesh implantation?

A:  No, ma’am.
Q: As to the scar formation thatou say that she had had post mesh

implantation, did you rule out other causes for the scar formation that you
said she had?

A:  No. | believe everything pointed to the mesh insertion because the
ulcerations that she’s experiencing alerelated to mesh exposure. | was
not able to identify in the report that she had an ulceration that was not
associated with mesh exposure.

(SeeTrepeta Dep. [Docket 86-3], at 253:4-23). Convgisiie plaintiffs @e to Dr. Trepeta’s
testimony that he ruled oatternative causes for Ms. I8&ez’s current symptoms:

Q: You agree that Ms. Sanchez was having pain from multiple ailments prior
to her vaginal mesh implant.

A: Yes, ma'am.

Q. Were you able to rule out these conditions as an alternative cause of her
pain postimplantation?

A: In part, yes, ma’am. And if wego back to the history . . . she’s
experiencing symptoms which directhppear to correlate with the mesh
and not something that was related to her other symptoms prior to the
mesh insertion.
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(Trepeta Dep. [Docket 110-4], at 261:18-262:11).

This vague, conclusory answdrowever, is insufficient foDauberts reliability prong.
Differential diagnosis must takesérious accountf other potential causes” to be regarded as a
reliable basis for a specific causation opiniGoopet 259 F.3d at 202 (emphasis added). Here,
Dr. Trepeta did not consider alternative cau$er some of Ms. Sanchez’'s most pervasive
symptoms, including dyspareunia and scarring, la@dsimply inferred whout any scientific
basis or reasoning that her symptoms “appeaotelate with the mesh.” A “wholly conclusory
finding” that lacks “any valid scientific method” cannot maintain a differential diagniolsiat
200. Accordingly, | GRANT BSC’s motion on this matter andXCLUDE Dr. Trepeta’s
opinions on specific causation.

In conclusion, Dr. Trepeta’'s general causatopinions are admitted, apart from his
opinions based on the pathologic reports seldayetthe plaintiffs’ counsel for his review, which
are excluded. Dr. Trepeta’s specific causatigmnion testimony about Ms. Sanchez is also
excluded. Accordingly, BSC’s Motion to Excludiee Opinions and Testimony of Dr. Trepeta
[Docket 86] isSGRANTED IN PART andDENIED IN PART .

E. Motion to Exclude the Opinions and Testimony of Jimmy W. Mays, Ph.D. and
Samuel P. Gido, Ph.D.

BSC seeks to exclude the opinions of Dmly W. Mays and Dr. Samuel P. Gido. Dr.
Mays is a Distinguished Professor of Chemistryhat University of Tennessee, and Dr. Gido is
an Associate Professor of Polymfecience and Engineering at the University of Massachusetts
Ambherst. (Mays & Gido Expert Report [Docket 98-ai 2, 4). Both have worked extensively in
the area of polymer materiaBrs. Mays and Gido issued a joint expert report examining and
assessing the polypropylene maemesh BSC used in both the Pinnacle and Obtryx products.

(Id. at 5). In their report, DrdMays and Gido conclude that (aplypropylene is susceptible to
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oxidation and degrades by an cdide mechanism in the body;)(@nalysis of explanted BSC
Pinnacle and Obtryx meshes shaslesar sign of oxidative degratilan; and (3) the Pinnacle and
Obtryx are thus defective and not suitable to serve as permanent imptihtShe report states

that Drs. Mays and Gido relied upon theiaiming and experience, grided materials, and

underlying data from the tesg in forming their opinions.ld.). However, as discussed below,
the deposition testimony proves otherwise.

BSC argues that Drs. Mays and Gido’s testamd the clinical conclusions drawn from
that testing must be excludeddause their testing is unrelialaled their opinions are irrelevant.
(BSC’s Mem. of Law in Supp. of its Mot. to Exclude the Ops. & Testimony of Jimmy W. Mays,
Ph.D. & Samuel P. Gido, Ph.D (“BSC’'s Meme: Mays & Gido”) [Docket 100], at 2).
Additionally, BSC argues that Drs. Mays andd®&s opinions are unreliable because they are
litigation driven, as well as a poor fitahwould not be helpful to the juryld(). Finally, the
defendant argues that some of the opinidfered by Drs. Mays anido should be excluded
because they opine about BSC’s state ofthaind make inadmiss@legal conclusionsid)).

1. Chemical & Microscopic Testing
a. Background

As BSC takes particular isswith Drs. Mays and Gido’'testing of the Pinnacle and
Obtryx explants, | will briefly discuss their tesgi procedures and resul@rs. Mays and Gido
received exemplars of Piaole and Obtryx products on September 24, 2013. (Mays & Gido
Expert Report [Docket 98-1ht 24). These exemplars were used as a contdolat( 18). The
plaintiffs’ counsel, Ms. Jennifer Btk, arranged for Drs. Mays afuddo to alsaeceive Pinnacle
and Obtryx mesh explants frome8tgate, a repository for explanted transvaginal mesh. (Aff. of

Jennifer Black [Docket 117-7], 816, 12). Ms. Black identifiethe available BSC Obtryx and
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Pinnacle explants by cross-referencing the firm’s client list with the patient list retained by
Steelgate.Il. 11 9—11). Ms. Black determined that there waetetal of fourteen such explants at
Steelgate. Id. T 8). After identifying thes explants, Ms. Black requesd that the explants be
sent to Dr. Gido with thepgpropriate chain of custodyd( 1 12).

On October 1, 2013, Dr. Gido received floairteen explants. (Mays & Gido Report
[Docket 98-1], at 24). The explantgere sealed in plastic camers and came with chain of
custody documentationld(). Only eleven of the fourteerxgants contained mesh suitable for
testing. (d.). Dr. Gido proceeded to conduct three micogsc analyses of the eleven explants:
(1) Scanning Electron Microscopy (“SEM”) tok® pictures of the mesh fibers at high
magnification and compare those images to thagas published in the literature; (2) Energy
Dispersive Spectroscopy (“‘EDSty determine if there was oxygemthe mesh fibers; and (3)
Transmission Electron Microscog§TEM”) to identify amorphousregions in the mesh fibers
that are more susceptible to oxidatidd. ét 18).

Utilizing Steelgate’s chain of custody, Dr.deisent the samples to Dr. Mays on October
22, 2013. id.). Only four of the samples serty Dr. Gido had sufficient amounts of
polypropylene mesh adequate for testing by Mays. Dr. Mays conducted three chemical
analyses of the four samples: (1) Fouriean&form Infrared Spectroscopy (“FTIR”), a testing
instrument that uses infrared to identifyealical groups containingxygen; (2) Gel Permeation
Chromotography (“GPC”), a test that separatedecules by size and quantifies the molecular
weight of the polymer, which allowed Dr. Maysdstimate the reduction in molecular weight of
the polypropylene explants; and (3) Thermogravimeinalysis (“TGA”) to determine if there
were other additives or inorganic materialsha mesh. (Mays Dep. [Docket 99-1], at 49-50).

Drs. Mays and Gido included the followingnsmnary of results in their expert report:
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Cracking Oxidation In Oxidation In Muw/Mn
LENGTH OF TIME| IMPLANT TIME Observed by | Fibers Observed | Fibers Observed | Mz from | Mw from| from
SAMPLE IMPLANTED | CLASSIFICATION| MODEL SEM by EDS by FTIR GPC GPC GPC
ObtryxControl . | o = F Nene b 0 Peoeg ol omes 1Y me | 1030000] 37000 ) 425
Pinnacle Control 1 — None 1] trace amounts no 1,151,000 | 388,000 597
Pinnacle Control 2| = - | Nene | 0 Liimetd o nettested . | ST S
XP-1 1YR, 4 MOS, Short Obtryx Halo 2 yes not tested
¥p-2 | avresmos)| short | Pinnade] 0 Lyes | nottested i B i
XP-3 1YR, 7 MOS. Short pinnacle 0 yes yes 648,000 | 291,000 3.44
XP-5 2YRS, 2.5 MOS.| Intermediate Pinnacle 1 yes not tested
OXP6 | 2YRS, 11 MOS.| Intermediate | Pinnaclej 0 cyes oo beoomettested oo %
XP-7 3 YRS, 3 MO5.| Intermediate Pinnacle 4 yes yes 847,000 | 344,000 3,95
XP-g | 4YRS,AMO] leng | Pinnace] @ 5  nottested | yes . | 735,000 | 326,000 | 353
XP-9 4 YRS, 4 MOS. Long Pinnacle 4 yes not tested
KP-10- | AYRS,SMOS.  leng | Pinnacde §: Cyes : yes = |'742,000 | 314,000 | 3.91.
XP-11 4 YRS, 9 MOS. Long Obtryx Halo 5 yes not tested

(Id. at 19). However, Dr. Mays didot include the protocol or ressiof the TGA or the TEM in
the expert report. Instead, for the TGA, he pamtlthat information to BSC in the form of his
handwritten notes, which wetaken from his lab notebooKd( at 49-50).
b. Reliability

With respect to the reliality of Drs. Mays and Gido’s testing, BSC makes several
specific arguments. As | explain belowf-IIND that these opinions are unreliable because Drs.
Mays and Gido (1) failed to control for error oabiand (2) did not estalili®r adhere to testing
protocols.

i. Lack of Control for Error or Bias

BSC argues that Drs. Mays and Gido’s testults are unreliable because plaintiffs’
counsel selected the samples and they daerplain the selection process. Citibgwis BSC
contends that there are “no assurances tlnt §xpert] — or plaiiffs’ counsel — did not
opportunistically choose samples ilghignoring others that mightave weakened or disproved
his theories.’Lewis, et al. v. Ethicon, IncNo. 2:12-cv-04301, 2014 WL 186872, at *8 (S.D. W.
Va. Jan. 15, 2014).

Although plaintiffs’ counsel selected the sangpleounsel explained that these were the

only Pinnacle and Obtryx samples availabl¢hi@ Steelgate repository. Therefore, unliesvis
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where Dr. Klinge did not indicate whether the meshes examined constituted a large sample size
of the repository’s colleatn, here, these were the onfamples available for testing.
Furthermore, certain samples were not tediedause they did not have enough mesh, not
because of bias. Despite the differences inethe® cases, the fact that Drs. Mays and Gido’s
sample was not very large or randomly sedcaffects the reliability of their testingee
Edwards v. EthiconNo. 2:12-cv-09972, 2014 WL 3361923,*80 (S.D. W. Va. July 8, 2014)
(excluding plaintiffs’ expert's angsis of pelvic mesh explants generally). Drs. Mays and Gido
“[have] given no explanation as to whether [theiss} representative sample size . . . . Therefore
| have no information as to the potential rateerror inherent in [their] observationd.ewis
2014 WL 186872, at *8. Additionally, Drs. Mayand Gido have no knowledge of how the
material they examined was explanted or howas preserved and handleefore reaching their
lab. (Mays Dep. [Docket 99-1], at 304-05).

BSC also faults Drs. Mays and Gido for failitqycalculate the statistical significance of
their samples or calculate thdgaf error on their tests. For example, Dr. Gido conducted EDS
testing to differentiate bewen polypropylene fibers and logical material. In their
report, Drs. Mays and Gido state that “the presenr absence (or near absence) of nitrogen as
detected by EDS is the key discriminator betweksan polypropylene fibers from which valid
conclusions can be drawn or biomaterial cede fiber from which conclusions are less
straightforward.” (Mays & Gido Report [Docké&8-1], at 31). At his deposition, Dr. Gido
acknowledged that on a relatively clean sampler&hmight be a little blip of nitrogen [in the
EDS] and the question is, you know, is thdragen statistially significant.” (Gido Dep.
[Docket 99-2], at 154). However, Dr. Gido nevéetermined the significance of potential

“blips,” although the datavas available.ld. (“I did not do that analys, although the data is all
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there, and if that alysis needs to be done, | woulahtend it is noa new opinion.”)).

Similarly, in their report, Drs. Mays an@ido state that “[w]e need to base our
conclusions related to fiber giadation on clean polypropylene fiseand make sure we are not
looking at biological films coating the fibets(Mays & Gido Report [Docket 98-1], at 31).
However, both Dr. Mays and Dr. Gido admit ireithdepositions that theinconsistent bleach
treating techniques may have failed to removémllogic material from the test sampleSeé
Mays Dep. [Docket 99-1], at 208ee alsoGido Dep. [Docket 99-2], at 165). When asked
explicitly whether they completed a statistical §sa or calculated a ratd error based on their
tests, Dr. Gido admitted they did not. (Gido Dep. [Docket 921 54-55).

The keyDaubertinquiry is “whether tle analysis undergirding e¢hexperts’ testimony
falls within the range of accepted standards gamgrhow scientists conduct their research and
reach their conclusionsDaubert I, 43 F.3d at 1317. The small sample size and Drs. Mays and
Gido’s failure to determine the statistical significance of their results call into the question the
reliability of their methods. Althougbaubertis a flexible inquiry, tiese facts weigh heavily
against the reliability of their opinions.

li. Failure to Establish or Adhre to Testing Protocol

BSC also argues that Drs. Mays and Gido fatie adhere to or establish a consistent
testing protocol. This failure is extremely pagent throughout the depositions, and therefore, |
will only discuss a few specific examples.

First and most simply, Dr. M@& states that “SEM is @ery common tool,” but when
asked if he prepared any vieih methodology before completing the SEM testing, he admits that
he did not. (Mays Dep. [Docket 99-1], at 162 addition, Dr. Mays and Dr. Gido both

reference Dr. Gido’s completelubjective cracking standard he came up with for purposes of
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their testing. Dr. Mays admithat the standard cannot bmuhd in any published material, and
Dr. Gido admits that he banever created or used a cracking standard befeeid( at 18;see
alsoGido Dep. [Docket 99-2], at 161).

Expanding on the brief discussion above, ehiie samples were with Dr. Gido for
testing, Dr. Mays asked Dr. Gido to try bleadkaning one of the explants to see if it was
effective. (Gido Dep. [Docket 99-2], at 161Dr. Gido used a 6% bleach concentration on
explanted sample 11S¢e idat 193; Mays & Gido Addendum Bert [Docket 111-5], at 2). In
comparison, Dr. Mays used a 7.8% concentratmorclean the explants and controls before
testing. SeeMays & Gido Report [Docket 98-1], at 33Jhe bleach treatments were clearly
inconsistent. Additionally, Drs. Mays and Gidoveano explanation as to why a discussion of
this testing was “mistakenly” omitted from thariginal report. (Mays Dep. [Docket 99-1], at
202).

Another mistake occurred after Dr. Gido returned the samples, and he discovered that he
failed to conduct an EDS test on one of themictvthe attributed t@ mere oversight. (Gido
Dep. [99-2], at 214-15). Finally, Dr. Mays condutfEGA testing on thexplants to determine
what additives were in the mesh, but for someson did not include the results in their expert
report. CompareMays Dep. [Docket 99-1], at 5@jith Mays & Gido Report [Docket 98-1]).

Although Drs. Mays and Gido performed te#fiat are supported by the literature, the
haphazard application of these tests, errors, antgelsao their report lead to the conclusion that
their methodology is unreliable. Vigorous adheesito protocols and cawls are the hallmarks
of “good science."See Black v. Rhone-Poulenc, Int9 F. Supp. 2d 592, 603 (S.D. W. Va.
1998). Accordingly, FIND that the testing performed by Didays and Gido is unreliable, and

therefore EXCLUDED .
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2. Expert Opinions Not Based on Testing
a. Background

While BSC argues that Drs. Mays and Gglainreliable testing should be excluded
entirely, the plaintiffs respond Bxplaining that the testing “m&ly confirmed what [Drs. Mays
and Gido] have long known because of thaining, experience, and peer-reviewed published
scientific literature.” (Pls.” Mm. in Opp’n to Def.’s Mot. td&Exclude Testimony of PIs.” Expert
(“Pls.” Mem. Opp’n”) [Docket 111], at HThe plaintiffs contend that both the expert report and
depositions support this explanation; howevesytbonveniently choose tte only Dr. Mays’s
deposition to support their propositiotseePls.” Mem. Opp’n [Docket 111], at 4-Sge also
Mays Dep. [Docket 115], at 65 (“I believe all wly conclusions are ones that one could reach
simply by looking at published litature on polypropylene that'®en implanted into the human
body combined with the knowledge of chemistry and polymer science and the behavior of
polymeric materials.”)id. at 140 (“So my opinion is based on myperience as scientist, as a
chemist. It's based on all the lisgure we looked at. It's based also the testing that we did in
this report.”);id. at 260 (“My opinion in this case, and it was my opinion before | got involved in
this case, is that polyppylene is so fundamentally suscemibd oxidative degradion that it's
a poor choice for permanent implant whererét's going to be tissue ingrowth.”)).

The plaintiffs fail to point out or cite Dr. Gido’s deposition testimony, which takes the

5| previously allowed a joint expert reposee In re C.R. Bard, Inc948 F. Supp. 2d 589, 644 (S.D. W. Va. 2013)
(discussing the “Exponent Experts”), and there is “eason to think the practice [is] always and inherently
impermissible” under Rule 2®ale K. Barker Co., P.C. v. Valley PlazZa41 F. App’x 810, 815 (10th Cir. 2013)
(explaining that “[c]o-authored expert reportren’t exactly uncomam”). For example, ilBarker, the Tenth Circuit

allowed a joint report when both experts “reviewed the same materials, and, working together, came to the same
opinions.”Id. at 816. However, when a joint report is not built on a reliable foundation, and instead, is confusing
and contradictory, it becomes problematic and potentially inadmisSibke.id.(“[I]f, for example, it isn't clear

whether both experts adhere to all of the opinions in the report and they do not delineate which opinions belong to
which expert.” (citingDan v. United StatedNo. CIV 01-25 MCA/LFG-ACE, 2012 WL 34371519, at * 2-3, *5
(D.N.M. Feb. 6, 2002)).

6 Plaintiffs also argue that in addition to Drs. Mays #ido’s reliance on other sources, their testing is reliable,
which is the same argument | considered and rejected above.
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opposite position. Dr. Gido explicitly states thate've making this statement based on our own
study and our own results. We're not getting inirthe literature.” (Gid Dep. [Docket 99-2], at
233). While Dr. Mays describes the testing asnfematory,” Dr. Gido highlights the fact that
he completed the testing first and then “gdbithe literature.” (Mays Dep. [Docket 111-5], at
65; Gido Dep. [Docket 99-2], at 50). Dr. Gido admits that he had not reached his opinions before
testing and emphasizes how important the dats in drafting his portions of the repor&ege
Gido Dep. [Docket 99-2], at 51 (“I would swesp the same — you know, | would probably
conclude that there would likelye a problem with polypropylenbut | would not be as sure of
it as | am having seen data thabok with my own hands andese Dr. Mays’s data.”)). Based
on the depositions, Drs. Mays and Gido clearlyehdifferent opinions regarding the nature and
influence of the testing they performed.

| have determined that Drs. Mays and Ggltésting was unreliable, and Dr. Gido states
that his opinions are based solely the testing. Accordingly, FIND that Dr. Gido’s opinions
are excluded. However, as discussed more fullgjviaebecause Dr. Mays indicates that he relied
primarily on other sentific sources, FIND that Dr. Mays is permitted to testify generally about
polypropylene degradation based on his exqgnee and review of the literature.

b. Reliability

The plaintiffs argue that DMays’s opinions are not reliableecause they are litigation
driven, not scientific, and notifaand balanced. With respect tioe argument that Dr. Mays’s
expert testimony is litigation driven, | refer backny above ruling that an expert’s formulation
of his opinion for the purposes of litigation does, it itself, justify thaiexpert's exclusion. As
| FIND Dr. Mays’s opinions otherwgsreliable, | need not addi®this argument further.

Next, the plaintiffs contend th&tr. Mays “selectively cite[s$everal articlésand “fail[s]
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to include contrary statements or literatime[his] report.” (BSC’'s Mem. re: Mays & Gido
[Docket 100], at 15). Dr. Mays cites eightffdrent studies supporting his proposition that
polypropylene is not suitable as a permanenplamt, many of which are the same peer-
reviewed, published literate relied upon by other expsrin previous MDL trialsSeelLewis

2014 WL 186872, at *11 (disssing plaintiffs’ experDr. Uwe Klinge). Cledy these are studies
reasonably relied upon in the field of polymer science. Additionally, Appendix C of the report
lists 68 scholarly articles Dr. Mays consideradmaking his opinions, as well as hundreds of
other documents. (Mays & Gido Expert Report ABgDocket 111-3], at 1-22). If the plaintiffs

take issue with Dr. Mays'’s failure to review or cite particular documents, this goes to the weight
of his opinion, not its admissibility, arwn be addressed on cross-examination.

Finally, the plaintiffs arguehat Dr. Mays’s opinions ara poor fit and would not be
helpful to a jury because Dr. Mays was not able to correlate degradation to any clinical
symptoms in an individual patient. Howevérhave repeatedly held that general causation
testimony, including degradation opinions, is adrbiesunder Rule 702, evahthe plaintiffs
might fail to carry their buten as to specific causatid®ee, e.gHuskey 2014 WL 3362264, at
*13. Additionally, in his deposition, Dr. Mays refems complications thatan arise in patients
as a result of degradation. (Mays Dep. [DockefilP%t 131 (“I'm saying that degradation is the
root cause of these devices failing to functiom Way they are designed in some cases and then
the device not functioning properly is part oéthroblem.”)). To the extent that BSC believes
degradation is not clinically significant,itay cross examine Dr. Mays on that issue.

Dr. Mays explicitly states that he reliedt only on his knowledge and experience, but
also on scientific literature, vith are sufficiently reliable mebds of forming his particular

opinion. Accordingly, IFIND that Dr. Mays is permitted togd#fy generally that polypropylene
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is susceptible to oxidain and degrades, without specificalgferencing the unreliable testing he
conducted with Dr. Gido.
3. State of Mind

Dr. Mays offers two opinions regarding BSGtte of mind and stknowledge of risks
associated with polypropylene&sdeMays & Gido Expert Report [@cket 98-1], at 5 (“BSC did
not take into account polypropyke's propensity for oxidation durg design of its Pinnacle and
Obtryx mesh.”);id. at 17 (“If the developers of Pinnactnd Obtryx were ignorant of this
information on implantation of PP materials theryttwere incompetent to be in their line of
business. If they were aware thiese facts and chose to proceegyway, they were taking an
unconscionable, calculated gamble with the limad wellbeing of otherfor the sake of their
own profits.”)). As | previously discussed, expepinions on BSC’s knowledge or state of mind
are not helpful to the junseeFed. R. Evid. 702. Therefore, these opinionsE4X€ELUDED .

4. Legal Opinions

Dr. Mays offers two opinions that a@wr legal conclusions from the factSeeMays &
Gido Expert Report [Docket 98-1], at 1id, at 19 (“The results of ouswn testing completely
support and greatly strengthen tbignion that choice of PP asetimaterial for the explants we
tested rendered them unacceptably susceptible to degradation and wasdimsetent and or
negligent”’) (emphasis added)). In the Fourth Qitc “opinion testimony that states a legal
standard or draws a legal conclusion by apgyiaw to the facts is generally inadmissible.”
United States v. Mclve70 F.3d 550, 562 (4iBir. 2006). Whether BSC failed to act as a
reasonable and prudent medical device manufadsigeiquestion for the jury. To be clear, Dr.
Mays may offer opinions that, as a polymerestist, he does not heve the Pinnacle and

Obtryx are suitable to serve as permanent imig)dyut his opinions cannot be phrased as legal
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conclusions. Therefore, these statement&EX€LUDED .
F. Motion to Exclude the Testmony of Dr. Mark Slack

Defendant seeks to limit the opinions of. Mark Slack. Dr. Slack is a consultant
gynecologist and practicing urogynecologist tie United Kingdom. (8ck Expert Report
[Docket 116-1], at 1). Eighty-fivgpercent of his diy practice involvesdealing with the
management of prolapse and incontinentsk).( Dr. Slack opines on the following topics as
they relate to BSC’s mesh prodsic(1) pelvic floor anatomyral pelvic floor dysfunction; (2)
research and testing necessary for marketingaantth; (3) directions for use (“DFU”); and (4)
physician training.Ifl. at 5). The defendant does not ¢diadje Dr. Slack’s opinions regarding
pelvic floor anatomy and pelvic floor dysfurami. The defendant seeks to exclude Dr. Slack’s
opinions on the remaining three topics becauses henqualified and failso offer any reliable
basis for his opinions. (Def.’s Merof Law in Supp. of its Motto Limit the Ops. & Testimony
of Mark Slack, M.D. (“Def.’s Mem. Supp.”) [Bcket 116], at 1-2). Additionally, the defendant
contends that Dr. Slack’seport largely consists of impper expert testimony including: (1)
narrative testimony; (2) conclusory statementgrding BSC'’s state of mind; and (3) improper
legal conclusions.ld. at 2). As discussed below, Dr. Slackpinions should be excluded to the
extent challenge and, accordingly, BS@iotion to limit his opinions IGRANTED.

1. Narrative, State of Mind, & Legal Conclusions

Much of Dr. Slack’s export report is a nadiva review of corporate documents and his
opinions are riddled with improper testimomggarding BSC's state of mind and legal
conclusions. $ee, e.g.Slack Expert Report [Docket 116-Ht 13 (“Boston Scientific had an
obligation to critically evaluate all of the fmtial complications and their consequences, in

order to adequately warn physicians and pétie Boston Scientific did not satisfy their
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obligation by failing to study the grave conseqesnof attempting toeat mesh complications,
and did not recognize or admit that the dewio@ight introduce too much risk and should be
studied before being marketed.igl, at 16 (“Boston Scientificacognized the problems created
by not having clinical data supporting the use of its producig.”at 19 (“In March 2007, the
Boston Scientific clinical affairs department knéhat if a woman suffexd erosion or exposure
of mesh the consequences could be severadmg the need for follow up invasive surgery.
This potential significant risk, with the root cubeing the mesh itself, was foreseen by Boston
Scientific before marketing a single Pinnacle deviced);at 20 (“It appears that as early as
2003, Boston Scientific knew that there couldobeblems with the polypropylene meshit); at

21 (“Boston Scientific was awai@ the significant role physicmtraining has with respect to
patient safety.”)jd. at 22 (“Boston Scientific knew prido the time these products were placed
on the open market that surgeon technigoeld impact surgical outcome.’ij. at 23 (“It was
Boston Scientific’'s goal to createstandardized, reprodbte surgical techmjue.”). In fact, an
entire section of Dr. Slack’seport is about how BSC possaddbe same knowledge as the
scientific community regarding the safetyda efficacy of pelvic floor products before
introducing their produdnto the market.I¢l. at 10-12).

Dr. Slack also opines on what courseagtion BSC should have taken; however, the
majority of Dr. Slack’s opinion simplyecites what BSC did or did not d6eeln re Fosamax
Prods. Liab. Litig, 645 F. Supp. 2d 164, 192 (S.D.N.Y. 209) (“@xpert cannot be presented to
the jury solely for the purposef constructing a factual native based on the record of
evidence.”). As | previously discussed, expminions on BSC’s knowledge, state of mind, and
legal conclusions are not apprigte subjects of expert testimy. Therefore, these opinions are

EXCLUDED.
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Although Dr. Slack’s impermissible state wiind opinions permeate his entire expert
report, | will also briefly address the remainaé the defendant’s specific objections based on
reliability.

2. Product Design & Testing

The defendant seeks to exclude Dr. Skabpinions on productesting and design
because they lack a reliable basis, aedis not qualified to make themid(at 4). Dr. Slack
opines that “Boston Scientificdlinot establish a systematic apgch in the development, design
and evaluation of the pelvic floor support degi¢gSlack Expert Report [Docket 1161], at 12).
More specifically he argues that BSC “did not satisfy their obligation” because they did not
conduct proper clinical trialsld. at 13). Dr. Slack bases thegginions on his experience and
training, and points out some issueatttesting might have reveale&e id.(identifying graft
tension, maintenance of graft orientation, shrjgkéendencies, deformation of mesh, potential
nerve and blood vessel injuries, histological aadiors of immune and inflammatory reactions,
impact on sexual function, and bladder and bofuekction)). However, Dr. Slack fails to
provide a scientific basis for his opinion, incladiany particular regulation or authority that
requires such testing. Dr. Slack’s cursory reviefvthe record, identification of risks, and
confusing history of other BSC products eanide nothing more than an unsupported personal
opinion. Accordingly, IFIND that Dr. Slack’s opinions relateto product design and testing
should beEXCLUDED . As | FIND that Dr. Slack’s opinions amnreliable, | need not address
whether he is qualified to make them.

3. Directions for Use
The defendant seeks to exclude Dr. Slacigmions on product latiag, specifically the

adequacy of the risikformation contained in BSC’s DFUfDef.’s Mem. Supp. [Docket 116], at
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7). Again, the defendant arguesar Dr. Slack’s opinions lack a reliable basis, and he is
unqualified to make them. In his expert report, Black lists seven pieces of information that
BSC did not include in its pduct DFUs. (Slack Expert Rert [Docket 116-1], at 17-18).
Although Dr. Slack provides a general definitionvdiat a DFU is, he cites no other authority
supporting or explaining why certain inforn@ti is required. Without any indication of the
principles or methods used to establish thesensators, | cannot reasably assess reliability.
Dr. Slack’s subjective and coneslory approach is evidenceathhis opinion is based on mere
speculation and personal belief. Additionally, is deposition, Dr. Slack admits that the DFU he
previously drafted for Prosima failed to include some of the same information as the BSC DFU,
further illustrating his lack o& consistent methodology. (Slabkp. [Docket 124-1], at 451-54).
Accordingly, | FIND that Dr. Slack’s opinions related to DFUs shouldE)&€CLUDED . As |
FIND that Dr. Slack’s opinions are wiliable, | need not address wihet he is qualified to make
them.
4, Physician Training

The defendant seeks to exclude Dr. Slack’s opinions on physician training because he
lacks a reliable basis. (Ded.’Mem. Supp. [Docket 116], at 9). Dr. Slack opines that BSC
training programs did not meet the standards sssog to teach complex procedures utilizing the
mesh based kits. (Slack Expertg®e [Docket 116-1], at 21-22). €hmajority of this section of
Dr. Slack’s report is simply a narrative revieivcorporate documents, veh is not helpful to
the jury. Additionally, where Dr. Slack brigflcomments on the quality of training, he is
primarily focusing on the competence of other physicians, which is irrelevant and will not assist
the jury in determining the issues in this caSee id.at 21 (“When targeting physicians for

training Boston Scientific should have invited oglyalified surgeons as described above to train
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on mesh based kits.”) (emphasis added)). Adinogly, | FIND that Dr.Slack’s opinions related
to physician training should E&XCLUDED.
G. Dr. Peggy Pence

Dr. Pence works as a clinical and regukatoonsultant, providingadvice, guidance, and
product development services to pharmacallbmpharmaceutical and medical device
companies in the areas of strategic plannimgeclinical testing, clircal trials, design and
conduct, and regulatory matters involving {#A].” (Pence Report [Docket 118-1], at 1).
During her career, she has accumulated knowledge about and experience with the testing
requirements for medical devices; the develeptmand content of product labeling; and the
procedures necessary to comply with regulatorg industry standards, including those set forth
by the FDA. Gee id.at 1-4). In this matter, Dr. Pence offers four opinions: (1) BSC did not
conduct adequate testing of the Obtryx and &efen products prior tglacing them on the
market; (2) the Obtryx and Pintla products were inaguately labeled; §3patients could not
adequately consent to the surgical imgdéion of the Obtryx and Pinnacle due to the
misbranding of these products; and (4) BSC failethézt the postmarket vigilance standard of
care for these products, leading to furthesbranding. BSC seeks to exclude Dr. Pence’s
testimony in its entirety, raising objections Dw. Pence’s qualifications as an expert and the
reliability of her opinions.

1. Dr. Pence’s Qualifications

| first address BSC’s argument that tlisurt should exclude Dr. Pence’s opinions
because she lacks the qualifications necessamgake them. BSC maintains that Dr. Pence’s
work as a researcher and consultant on thelol@vent of medical products does not qualify her

to opine about the safety and efficacy of mesbducts, as she attempts to do in her expert
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report. In BSC’s view, without a medical degia®d without experience in the development of
polypropylene mesh, Dr. Pence’s opinionB8C’s medical devicesannot withstan®aubert

| disagree. The absence om&dical degree on Dr. Penceisrriculum vitae does not call
into doubt Dr. Pence’s demonstrated knowledgeuaand experience witihedical devices like
the Pinnacle. Dr. Pence has overty years of experience inghresearch and development of
medical devices. (Pence Reportofiket 118-1], at 1). Over &h time, she has accumulated
knowledge that is relevant to this case, suckhasdesign of clinical trials for diseases of the
female genital system, the clinical testingnaivel medical devices, drthe content of product
labeling. Accordingly, as | ruled inewis 2014 WL 186872, at *17-19HIND that Dr. Pence is
qualified to render the opinionstderth in her expert reporincluding her opinions about the
safety and efficacy of mesh products and sb#ficiency of BSC’s product branding. Having
found that Dr. Pence is qualified to offer these opinions, | next addtetber her opinions are
relevant and reliable.

2. Dr. Pence’s Opinions on Appropriate Pre-Market Testing

In her report, Dr. Pence opines:

BSC should have performed adequate Ipreal and clinical testing of the

Obtryx Sling and Pinnacle PFR Kits priorn@arketing to ensure the devices were

reasonably safe for permanent implamtati By its failure to do so, BSC fell

below the standard of care requiretl a reasonably prudent medical device

manufacturer.
(Pence Report [Docket 118-1], at 44). In reaghims conclusion, Dr. Pence considered the risks
associated with polypropylene megth @t 31-36); the statementsMaterial Safety Data Sheets
provided by the polypropylene supplier in 2004 aading that polypropylenshould not be used

for permanent implantation in the human boutly &t 36—40); and the developmental history of

BSC productsid. at 41-43).
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In Lewis Dr. Pence gave a similar opani. 2014 WL 186872, at *18-19. She opined that
the defendant did not conductethrequired investigeve tests on the specific risks of a
transvaginal mesh product, but she failed tppsut this opinion with any authority suggesting
that the performance of such tests was neefled.id.at 18. Without a reliable foundation, |
excluded Dr. Pence’s opinion as unrelial3ee id.at 19. Here, BSC argsdhat Dr. Pence’s
expert report should again be excluded as utilelibecause it fails to point to any authority
requiring BSC to perform the tests that Drné&e believes should have been conducted. The
plaintiffs counter that Dr. Pence has revisedriagort to fix the deficiencies identified Lrewis
This time around, the plaintiffs argue, Dr. Pemas “clearly demonsited that her methodology
and opinions were not based upon her ‘professional opinion’ alone” and instead arose from her
review of a “voluminous amount of peer-reviewsmientific articles, da, government codes and
regulation, deposition testimony provided in thtigation, and internal documents received from
BSC.” (Pls.” Resp. in Opp. To Def.’s Mot. Exclude Dr. Peggy Pence (“Pls.” Resp. re: Pence”)
[Docket 122], at 5).

| agree with the plaintiffs—Dr. Pence’s bolstered expert report [Docket 118-1] has
tempered my previous concerns about the riditalof her opinion on thidgssue. Dr. Pence has
cited to multiple sources that stress the importance of running clinical trials before incorporating
mesh materials into a surgigadoduct. For instance, she describes a 2006 study conducted by the
French National Authority for Health (“HAS”), iwhich it evaluated the safety and efficacy of
vaginally implanted mesh for the treatmengehital prolapse. (Pence Report [Docket 118-1], at
9). HAS concluded that “the use of mesh impldatgransvaginal corréion of genital prolapse
remained a matter of clinical research” ardammended prospective studies on the anatomical

and functional outcomes of mesh implantation, the mid- to teng-effects, possible adverse
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events like erosion, and the managet& erosions and retractionsd.(at 10). Dr. Pence also
discusses the recommendations of the Natiorsditine for Health and Care Excellence, which
include the warning that transvaginal mesh refstiould be used with special arrangements for
clinical governance, conseamnd audit or research.ld( at 43).

In contrast withLewis Dr. Pence’s opinion in this casebacked by abhbritative studies
that recommend the performance of clinicahls and long-term follow-ups before using
polypropylene mesh. Thus, her opinion on the inadegwf BSC’s pre-market testing is more
than a bare declaration of hprofessional opinion. Accordingly, FIND that Dr. Pence’s
methodology is reliable und&aubertandDENY BSC’s motion with respect to this opinion.

3. Dr. Pence’s Opinions on the Adequacy of BSC’s Product Labels

Dr. Pence proffers two opinionsgarding the labeling of thRinnacle. First, she states
that “BSC marketed [these products] without@uie instructions for use throughout the life of
these products . . ., in particular, without agstg warnings, precautions, and information about
the likelihood and extent of potential risks.” (Pence Report [Docket 118-1], at 62). Second, she
states that “patients implanted with the t@k Sling or Pinnacle mesh were prevented
from . . . giving true informed consent as aule of BSC'’s inadequaterofessional and patient
labeling.” (d. at 63). She then offers a list of wargs and risks that she believes should have
been included in the prodistinstructions for use (FU”) and patient brochures.

BSC asserts that these opinions shouldekeluded because they relate to BSC's
deviation from the branding requirementstbé Food, Drug, and Cosmetic Act (“FDCA”"),
which is irrelevant in this casend consequently unhelpful to they. The plaintiffs agree that
whether BSC violated the FDCA is not relevantd that Dr. Pence will not offer an opinion on

that issue. The plaintiffs stress, however, atPence’s testimony about labeling is relevant to
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the plaintiffs’ failure to warn claim. To asses® thalidity of this claim, the jury will need to
understand what information should be includedFUs and patienbrochures but was not
included by BSC—the plaintiffs arguhat Dr. Pence can providechwnderstandg to the jury.

| agree that such testimony mighelp guide the juryn reaching a verdicon these state law
claims, which consider the appropriatenesgpmduct labeling, and as such, her opinions are
relevant’ See, e.g.Finn v. G. D. Searle & Cp.677 P.2d 1147, 1152 (Cal. 1984) (discussing
California’s product liability law and explaining &hfor a failure-to-warn claim, an adequate
warning “informs a consumer (or, in the cadeprescription drugs, #hphysician) of potential
risks or side effects which may follothe foreseeable use of the produét”).

BSC adds that even if Dr. Pence’s opinionsBSC'’s labeling practes are relevant, they
lack a reliable basis. Dr. Pencatss that BSC’s labelinigll short of the stadard of care, but in
BSC'’s view, she does not provide any authositypporting this asseoin and instead insists
simply that BSC “should have gone further.” (Def.’s Mem. in Supp. of its Mot. to Exclude Peggy
Pence [Docket 118] (“BSC’s Mem. re: Pencet),8 (quoting Pence Dep. Il [Docket 118-3], at
300:3-16)). In response, the plaintiffs poinfto Pence’s reliance on medical publications and
the FDA’s Manufacturer and User Facility DesiExperience (“MAUDE”) database as evidence
that Dr. Pence supported hawinions with authority. §eePence Report [Docket 118-1], at 49—
50).

Indeed, Dr. Pence cites to various publmagi and data throughout her report. However,

the information she references—literature and datthe reported complications associated with

" In Lewis, et al. v. Ethicon, Incl concluded that Dr. Pence’s opinions on product labeling would “confuse and
mislead the jury” because the state law claims of fadorerarn and breach of warrgnho longer existed in the
case. 2:12-cv-4301, 2014 WL 186872 (S.D. W. Va. Feb. 3, 2014). Here, however, the failure to wais stilim
pending, and so my conclusionsliewisare inapposite on this point.

8 In their memorandum, the plaintiffs cite to Florida law to support the relevance of Dr. Pence’s testimony on
labeling, but as | have previously ruled, California Epplies to the plaintiffs’ failure to warn claim&geMem.
Op. Ord. (Mots. for Summ. J. on Substantive Claims & Punitive Damages) [Docket 134], at 3).
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Pinnacle mesh—does not go to the heart of hanap—that BSC failed to meet the “standard
of care required of a medical\dee manufacturer” in its defient labeling ofts product. [d. at
63). In other words, although thasithority demonstrates thatroplications occurred, it does not
provide any guidance as to whether these conita should have been included as warnings
in the Pinnacle’s IFU. Eliminating this ppheral information, Dr. Pence is left wiipse dixit
sources like “the andard of care”id.) and “a matter of ethics’id. at 61), both of which fall
short ofDauberts reliability prong.See Daubert509 U.S. at 594 (explaining the importance of
ascertainable “standards” govern the expert’s methodologyn@aching his opinion).

Dr. Pence also utilizes FDCprovisions and FDA regulas to craft criteria for the
information that should be inalled in medical device labelingsdePence Report [Docket 118-
1], at 62 n.257-59, 63 n.260—61). As explained aboventhisvery well be relevant to the state
law claim of failure to warnDaubert however, advises courts tedp in mind the other rules of
evidence when evaluating expert testimddge Daubert509 U.S. at 595 (“Throughout, a judge
assessing a proffer of expertesttific testimony undeRule 702 should also be mindful of other
applicable rules . . . .). Rule 403, which permitslesion of relevant eviehce “if its probative
value is substantially outweigtieby danger of unfair prejudice&onfusion of the issues, or
misleading the jury,” Fed. R. Evid. 408arries particulasignificance inDaubert decisions
because “[e]xpert evidence can bahbpowerful and quite misleadingDaubert 509 U.S. at
595 (internal quotations omitted). Here, expestiteony about the requirements of the FDCA,
which are not at issue in this case, could keachore confusion abotie failure-to-warn claim
than enlightenment. The jury might think that the FDA regulatgm&rnwarning requirements
in California, whereas Dr. Pence is walty using the FDA regulations asrmaodel for the

contents of labeling materials. Given ththe probative value of expert testimony on FDA
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requirements is substantially outweighed by thsk of jury confusion, I cannot admit Dr.
Pence’s testimony as it relates to the FDCA or FDA regulatiSes. Lewis v. Johnson &
Johnson 991 F. Supp. 2d 748, 755 (S.D. W. Va. 2014)demy that “alleged shortcomings in
FDA procedures are not probatit@ a state law products liakyiclaim”) (internal quotations

omitted).

In sum, the only basis for Dr. Penceapinions on the adequacy of BSC’s product
labeling is violation of the FDCA and FDA gelations. Such a violation, however, is not
probative to the claims at issue. Moreovasserting a violation of the FDCA is a legal
conclusion, not an expert opinion. Accmgly, Dr. Pence’s opinion testimony on BSC'’s
labeling practices, both in theUFand the patient brochure,EXCLUDED.

4. Opinion on Postmarket Vigilance

In her last opinion, Dr. Pence proffers tB8C “deviated from the ahdard ofcare by its
failure to report to [the] FDA a nuper of adverse events that i@ criteria for Medical Device
Reporting, rendering the Obtryx anchRacle devices misbranded as a result of failure to furnish
information requested undee@&ion 519 of the FDCA.”SeePence Report [Docket 118-1], at
91). BSC argues that this opinionnist helpful to a jury because whether BSC “reported adverse
events to the FDA has no beay? on whether BSC provided adet¢gavarnings or whether its
products were defectiveS€eBSC’s Mem. re: Pence [Docket 118], at 9).

For the reasons explained in the above gectiagree with BSC. Dr. Pence cites to FDA
public health notifications, the FDA’s corporatemiag letter to BSC, and the FDCA'’s Medical
Device Reporting regulations. o@trary to the plaintiffs’ ssertions, however, the FDCA'’s
reporting requirements and BSC’Beged violation of them has minimal relevance. First, the

plaintiffs have not brought amglaims concerning the FDCA. Second, even if an explanation of
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BSC-FDA communications could eth light on the state law ams at issue, testimony on
whether or not BSC complied with the FDCwould constitute an impermissible legal
conclusion rather than an expert opinion. Andhliy, as explained above, opinion testimony on
the labyrinth of reporting regulations within tRBCA has little probative value compared to the
substantial risk of jury confusion, particulasyhen both parties agree that “whether, how, and
when BSC communicated safety infotioa to the FDA is irrelevant.”"SeePIs.” Resp. re: Pence
[Docket 122], at 17). Accordingly, as ibhewis | EXCLUDE Dr. Pence’s opinions on
postmarket vigilanceSeelewis 2014 WL 186872, at *19 (excludirgr. Pence’s opinion on the
defendant’s failure to report adverse eventhéoFDA because (1) the plaintiffs had not brought
any claims based on the FDCA, and (2) thimiops will confuse and mislead the jury).

V. Plaintiffs’ DaubertMotions

The plaintiffs seek exclude the opnitestimony of Dr. Christine Brauer.

A. Motion to Exclude the Testimory of Christine Brauer, Ph.D.

Plaintiffs seek to exclude or limit the tesony of Dr. Christine Brauer. Dr. Brauer is a
former FDA employee and regulatory consmitavho offers opinions regarding the FDA
regulatory process and BSC'’s regalat activities. Plaintiffs argu¢hat Dr. Brauer’s “opinion
testimony regarding: (1) the FDA regulatory stiee (2) the FDA clearance of BSC devices at
issue in this litigation; (3) BSC’s Directionsrfise, Patient Labeling and Patient Brochures; (4)
FDA MAUDE Database and MDR Reports; (D& Advisory Panel Meetings; and (6) BSC'’s
Corporate Warning Letter” shouloe excluded in its entirety. (PlsMem. of Law in Supp. of
Mot. to Exclude, or Limit the Test. of BSC’s Exp€hristine Brauer, Ph.J)Docket 114], at 2).

| have repeatedly and thoroughly considetbd admissibility of the FDA’'s 510(k)

process, and | have casiently found that the 510(k) prase does not relateo safety or
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efficacy. Lewis v. Johnson & Johnsp@91 F. Supp. 2d 748, &3-56 (S.D. W. Va. 2014).
Therefore, the parties may not present ewderegarding the 510(k}learance process or
subsequent FDA enforcement actions. Thisassestent with prior rulings by this cout$ee,
e.g, Cisson v. C. R. Bard, IndNo. 2:11-cv-00195, 2013 U.Bist. LEXIS 102699, at *22 (S.D.
W. Va. July 23, 2013) (“The FDA 510(k) procedses not go to safety and effectiveness and
does not provide any requirements on its own. BHgjeahas no operativenteraction with state
tort laws.”) (internal reference omitted); Ord@isson v. C. R. Bard, IncNo. 2:11-cv-00195
(S.D. W. Va. July 1, 2013), [@xket 309], at 3—4 (“Under Umiti States Supreme Court
precedent, the FDA 510(k) process does got to whether the product is safe and
effective . . . . Because the FDA 510(k) procgsss not go to whetheregfmesh] products are
safe and effective and the 510(k) processsdogt impose any requirements on its own, the
510(k) process is inapplicabte this case. This evidence is excluded under Federal Rule of
Evidence 402 as irrelevant, and under Rule 403He reasons previously stated, including the
very substantial dangers of na@ading the jury and confusing the issues.”); Mem. Op. & Order,
Cisson v. C. R. Bard, IndNo. 2:11-cv-00195 (S.D. W. Vaude 27, 2013) [Docket 302], at 3—4
(holding that evidence regandj the 510(k) process and erdement should be excluded under
Rule 403); Mem. Op. & OrdeKluskey v. Ethicon, IncNo. 2:12-cv-05201 (S.D. W. Va. May
12, 2014 [Docket 223], at 1 (“This is not the fitgshe | am confronted with determining the
admissibility of evidence relating to marketiogarance under the FDA’s 510(k) process . . . In
all previous cases, | excluded all evidence relating to the 510(k) process because it does not go to
the safety and efficacy of medical devices amdduse of the potential to mislead and confuse

the jury.”). Accordingly, IFIND that Dr. Brauer’s opinions shoute excluded in their entirety.
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V. Conclusion

For the reasons stated above, the defendargt®n with respect to Plaintiffs’ Experts’
Opinion that Polypropylene Mid-Urethr&8llings Are Defective [Docket 92] IBENIED. The
defendant’'s motions with respett Dr. Barker [Docket 71hnd Dr. Slack [Docket 115] are
GRANTED. The defendant’s motion with respeotDr. Margolis [Docket 58] i$SRANTED
IN PART andDENIED IN PART andRESERVED IN PART. The defendant’s motions with
respect to Dr. Trepeta [Docket 86], Drs. Mays and Gido [Docket 98], and Dr. Pence [Docket
117] areGRANTED IN PART andDENIED IN PART . The plaintiffs’ motion with respect to
Dr. Brauer [Docket 113] iISRANTED.

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

ENTER: September 29, 2014
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JOSEPH K, GOODWIN
UNITED STATES DISTRICT JUDGE
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