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

CHARLESTON DIVISION

AMAL EGHNAYEM, et al.,

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

Defendant.

MEMORANDUM OPINION AND ORDER
(DaubertMotions)

The following motions have been brought by the defendant, Boston Scientific
Corporation (“BSC”): (1)Motion to Exclude the Testimony of Richard W. Trepeta, M.D.
[Docket 86]; (2) Motion to Exclude the Testimony of Dr. Michael Thomas Mard@locket
88]; (3) Motion to Exclude the Testimony of Thomas H. Barker, Ph.D. [Docket 90]; (4pMoti
to Exclude the Testimony of Jimmy W. Mays, Ph.D. and Samuel P. Gido, Ph.D. [Docket 92]; (5)
Motion to Exclude the Opinions and Testimony of Emery Salom, M.D., FACOG [Docket 94];
(6) Motion to Exclude the Testimony of Dr. Peggy Pence, Ph.D. [Docket 96]; (7) Mation t
Exclude the Testimony of Dr. Mark Slack [Docket 98]; (8) Motion for Leave to File
Supplemental Brief to Its Motion to Exclude Testimony of Dr. Mark Slack [Do&ké&{; (9)
Motion to Exclude the Testimony of Dr. Raybon [Docket 100]; (10) Motion to Exclude the
Testimony of Linda Kiley, M.D. [Docket 102]; (11) Motion to Exclude the Testimony of

Vladimir lakovlev, M.D. [Docket 104]; (12) Motion to Exclude the Testimony of Konstantin

Dockets.Justia.com


http://dockets.justia.com/docket/west-virginia/wvsdce/2:2013cv07965/107550/
http://docs.justia.com/cases/federal/district-courts/west-virginia/wvsdce/2:2013cv07965/107550/244/
http://dockets.justia.com/

Walmsley, M.D. [Docket 109]; and (13) Motion to Exclude the Opinions and Testiofalorge
Pando, M.D. [Docket 155].

The following motions have been brought by the plaintiffs: Nibtion to Exclude the
Testimony of Stephen H. Spiegelberg, Ph.D. [Docket 111]; (2) Motion to Exclude thmadmest
of Stephen Badylak, M.D. [Docket 113]; (3) Motion to Exclude the Testimony of Matthew F
Davies, M.D. [Docket 115]; (4) Motion to Exclude the Testimony of Christine auér, Ph.D.
[Docket 117]; (5) Motion to Exclude the Testimony of Gary L. Winn, Ph.D. [Docket 119].

For the reasons explained below, the defendant’'s motion with resp&ust Trepeta
[Docket 86] iISGRANTED IN PART andDENIED IN PART . The defendant’s motion with
respect taDr. Margolis [Docket 88] iSGRANTED IN PART andDENIED IN PART. The
defendant’s motion with respect to Dr. Barker [Docket 90GRANTED. The defendant’s
motion with respect to Drs. Mays and Gido [Docket 82Z,RANTED IN PART andDENIED
IN PART. The defendant’s motion with respect to Dr. Salom [Docket 94EBNIED. The
defendant’s motion with respect to Dr. Pence [Docket 96GRANTED IN PART and
DENIED IN PART . The defendant’s motions with regard to Dr. SIHa&ckets 98 and 14@dre
GRANTED and DENIED, respectively The defendant’s motion with respect to Dr. Raybon
[Docket 100] isGRANTED IN PART andDENIED IN PART. The defendant’s motion with
respect to Dr. Kiley [Docket 102] iISRANTED IN PART and DENIED IN PART. The
defendant’s motion with regard to Dr. lakovlg®ocket 104] is GRANTED IN PART and
DENIED IN PART. The defendant’'s motion with regard to Dr. Walms[®pcket 109]is
DENIED IN PART and DENIED AS MOOT. The defendant’'s motion with respect to Dr.

Pando [Docket 1959s GRANTED.



The plaintiffs’ motion with regard to Dr. Spiegelbdi@ocket 111]is GRANTED IN
PART andRESERVED IN PART . The plaintiffs’ motio with respect to Dr. Badylgloocket
113]is GRANTED IN PART andRESERVED IN PART. The plaintiff's motion with regard
to Dr. Davies [Docket 115]s DENIED. The plaintiffs’ motion with regard to Dr. Brauer
[Docket 117]is GRANTED. The plaintffs’ motion with regard to Dr. Winn [Docket 11i9]
GRANTED.

l. Background

This consolidated case resides in one of seven MDLs assigned to me by the Judicial
Panel on Multidistrict Litigation concerning the use of transvaginal surgicdl tdseat pelvic
organ prolapse (“POP”) and stress urinary incontinence (“SUI"). In thenddd s, there are
over 60,000 casesurrently pending over 13,0000f which are inthe Boston Scientific
CorporationMDL, MDL 2326 In this particular casethe four plaintiffs were surgically
implanted with the Pinnacle Pelvic Floor Repair Kit (“the Pinnacle”), a mesh product
manufactured by BS® treat POP(SeePretral Order # 91 [Docket 10], at-2).! All of the
plaintiffs received their surgeries in Floride plantiffs claim that as a result afplantation
of the Pinnacle, they have experiencégrosion, mesh contraction, infection, fistula,
inflammation, scar tissue, organ perforation, dyspareunia (pain during sexuebumség, blood
loss, neuropathic and other acute and chronic nerve damage and pain, pudendal nerve damage,
pelvic floor damage, and chronic pelvic painld.(at 3 (quoting the master complaint)). The
plaintiffs allege negligence, design defect, manufacturing defect, daiturwarn, breach of

express warranty, breach of implied warranty, and punitive damagest (1-2). The parties

1| originally consolidated the cases of five plaintiffs implanted withRienacle. $eePretrial Order # 91 [Docket
10] (naming Eghnayem, Dotres, Nunez, Dukl®an, and Betancourt as consolidated plaintiffs)). Four plaintiffs
now remain in this actionSgeOrder [Docket 35] (removing Dubeian from the consolidated pool)).
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have retained experts to render opinions regarding the elements of theseotaases, and the
instant motions involve the parties’ efforts to exclude or lithié experts’ opinions and
testimony pursuant tbaubert v. Merrell Dow Pharm., Inc509 U.S. 579 (1993).

Il. Legal Standard

Under Federal Rule of Evidence 702, expert testimony is admissiliee iéxpert is
“qualified . . .by knowledge, skill, experience, training, or education,” and if his testimddy is
helpful to the trier of fact in understanding the evidence or determining a fasugn (2)based
upon sufficient facts or data”; an8)(“the product of reliable principles and methods” that (4)
havebeen reliably applied “to the facts of the caseetl. R. Evid. 702The U.S. Supreme Court
established &wo-part testto governthe admissibility of expert testimorynder Rule 702-the
evidence is admitted if itrests on a reliable foundation and is relevabgubert 509 U.S.at
597. The proponent of expert testimony does not have the burden to “prove” antghing
court. Md. Cas. Co. v. Then®-Disk, Inc, 137 F.3d 780, 783 (4th Cit998).He or shemust,
however, “come forward with evidence from which the court can determine thatattfierqut
testimony is properly admissibldd.

The district court is the gatekeepdkt.is an important role: “[E]xpert witnesses have the
potentid to be both powerful and quite misleading[;]” the court must “ensure that any and all
scientific testimony . . . is not only relevant, but reliab@doper v. Smith & Nephew, In@59
F.3d 194, 199 (4th Cir. 2001) (citingestberry v. Gislaved Gummi AB/8 F.3d 257, 261 (4th

Cir. 1999) andDaubert 509 U.S. at 588, 595k carrying out this role, Tneed not determine

2 With morethan 60,000 cases related to surgical mesh products currently pending mef this gatekeeper role
takes on extraordinary significance. Each of my evidentiary métations carries substantial weight with the
remaining surgical mesh cases. Regardiesde | am cognizant of the subsequent implications of my rulings in
these cases, | am limited to the recand the arguments of counsel.
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that the proffered expert testimony is irrefutable or certainly coregt]s with all other
admissible evidence, expert testiny is subject to testing bwigorous crosexamination,
presentation of contrary evidence, and careful instruction on the burden of’'pbofed States

v. Moreland 437 F.3d 424, 431 (4th Cir. 2006) (quotibgubert 509 U.S. at 596kee alsdvid.
Cas. Co,. 137 F.3d at 783 (noting that “[a]Daubertdemands is that the trial judge make a
‘preliminary assessmeértf whether the proffered testimony is both reliable . . . and helpful”).

Daubert mentions specific factors to guide the court in making the dvesbhbility
determinations that apply to expert evidenthese factorsnclude (1) whether the particular
scientific theory “can be (and has been) tested”; (2) whether the theory “hasubgastesl to
peer review and publication”; (3) the “known or @atial rate of error”; (4) the “existence and
maintenance of standards controlling the techngjoperation”; and (5) whether the technique
has achieved “general acceptance” in the relevant scientific or expert comrkmigg 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 by the district cowatfiexible
one’ focusing on the'principles and methodologyemployed by the expert, not on the
conclusions rached.”Westberry 178 F.3d at 261 (quotinDaubert 509 U.S. at 5945); see
also Kumho Tire Co. v. Carmichadéi26 U.S. 137, 150 (1999) (“We agree with the Solicitor
General that[tlhe factors identified inDaubert may or may not be pertinent in assegsi
reliability, depending on the nature of the issue, the expparticular 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 necessarily nor exclusively

apply to every expert”).



With respect to relevancipaubertfurtherexplains:

Expert testimony which does not relate to any issue in the case is not relegdant
ergo, nonrhelpful. The consideration has beaptly described by Judge Becker as
one of fit. Fitis not always obvious, and scientific validity for one purpose is not
necessarily scientific validity for other, unriedd purposes. . . . Rule 702’s
helpfulnessstandard requires a valid scientific conin@t to the pertinent inquiry

as a precondition to admissibility.

Daubert 509 U.S. at 591-9@nternal citations and quotation marks omitted)

Finally, in several of the instaribaubert motions, a specific scientific methodology
comes into play, dealingith differential diagnoses or etiologie®Differential diagnosis, or
differential etiology, is a standard scientific technique of identifying thesecaof a medical
problem by eliminating the likely causes until the most probable one is isoldfedtlerry, 178
F.3d at 262. The Fourth Circuit has stated that:

A reliable differential diagnosis typically, though not invariably, is performed
after “physical examinations, the taking of medical histories, and the refiew
clinical tests, including laboratprtests,” and generally is accomplished by
determining the possible causes for the pdsesymptoms and then eliminating
each of these potential causes until reaching one that cannot be ruled out or
determining which of those that cannot be excludedasost likely.

Id. A reliable differential diagnosis passes scrutiny uridaubert An unreliable differential
diagnosis is another matter:

A differential diagnosis that fails to take serious account of other potenti@scaus
may be so lacking that it saot provide a reliable basis for an opinion on
causation.However, “[a] medical expér causation conclusion should not be
excluded because he or she has failed to rule out every possible alternatve caus
of a plaintiff s illness.” The alternative causes suggested by a defendant “affect
the weight that the jury should give the exjmrtestimony and not the
admissibility of that testimony,” unless the expert can offer “no explanation for
why she has concluded [an alternative cause offered by the opposing party] was
not the sole cause.”

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



Ultimately, the district court has broad discretion in determining whether to admit o
exclude expert testimony, and the “the trial judge must have considerable Ieedgaidingin a
particular case how to go about determining whether particular exgarhday is reliable.”
Cooper 259 F.3d at 200 (quotingumho Tire526 U.S. at 152).

Before | review these motions, | begin by addressing three argumenéppivato mag
of the partiesDaubertobjections. First, as | have maintained throughout these MDLs, | will not
permit the parties to use experts to usurp the jdagsfinding function by allowing an expert to
testify as to a party’s state of mind or on whetheadypacted reasonablfee, e.g.Huskey v.
Ethicon, Inc, 2:12cv-05201, 2014 WL 3362264, at {$.D.W. Va. July 8, 2014)Lewis, et al.

v. Ethicon, InG.2:12€v-4301, 2014 WL 186872, at *6, *21 (S.D. W. Va. Jan. 15, 20b4e C.

R. Bard, Inc. 948 F. Supp. 2d 589, 611, 6&2D.W. Va. 2013) Althoughan expert may testify

about hisor her review of internal corporate documents solely for the purpose of expldiaing t
basis for hisor her opinions—assuming the opinions are otherwise admissHaleparty’s
knowledge, state of mind, or other matters related to corporate conduct and ethics are not
appropriate subjects of expert testimony because opinions on thésesmall not assist the

jury.

Second, “opinion testimony that states a legal standaxtaws a legal conclusion by
applying law to the facts is generally inadmissibldtiited States v. Mclverd70 F.3d 550, 562
(4th Cir. 2006). | have diligently applied this rule to previous expert testinamly| continue to
adhere to it in this casé.will not parse the expert reports and depositions of each expert in
relation to these same objections. | trust that able counsel in this matter will tgkent ex

testimony at trial accordingly.



Last, with respect to the arguments that certain experts’ testimony is litigaitren,dr
note that an expert’s formulation of his or her opinion for the purposes of litigation doéy not
itself, justify that expert’'s exclusiorsee Daubert v. Merrell Dow Pharm., In¢Daubert IT'),

43 F.3d 1311, 1317 (9th Cir. 1995) (“That an expert testifies for money does not necesstarily ca
doubt on the reliability of his testimony, as few experts appear in court ynaselan
eleemosynary gesture.”). This concern, however, does have a role in adphubgrt See
Hoffman v. Monsanto Co.No. 2:05cv-00418, 2007 WL 2984692, at *3 (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 of research they have ceadunctependent of the
litigation, or whether they have developed their opinions expressly for purposesifgfnig’
(quoting Fed. R. Evid. 702 advisory committee’s note)). In sum, | will not exclude art erpe
the sole basis that the opinion arose duringditan, so long as it is otherwise reliable. But | will
consider the independence of an expert’s testimony as evidence that his “resggyolts with
the dictates of good scienceéJaubert 1, 43 F.3d at 1317. Having addressed these universal
objections, | now turn to BSCBaubertmotions.

II. BSC’s DaubertMotions

In this case, BSC seeks to limit or exclude certain opinion testimony ofiérarfd W.
Trepeta, Dr. Michael Thomas Margolis, Dr. Thomas H. Barker, Drs. yimm Mays and
Samuel P. Gido, Dr. Emery Salom, Dr. Peggy Pence, Dr. Mark SlacRk. BrianRaybon Dr.
Linda Kiley, Dr. Vladimir lakovlev, Dr. Konstantin Walmsley, and Dr. Jorge Pando.

A. Motion to Exclude the Testimony of Richard W. Trepeta, M.D.



In this case, the plaintiffs offer Dr. Trepeta to testify as an expert witmeseaeneral
pathology ofvaginal mesh implantatiors¢e generallyirepeta General Report [Docket-8))
and on the specific pathology of Plaintiffs Nunesed generallyTrepeta Report re: Nunez
[Docket 872]; Trepeta Report re: Betancourt [DocketdY. Among other things, Dr. Trepeta is
a boardcertified pathologist and a Fellow with the College of American Pathologistshand
International Society for the Study of Vulvovaginal Disease. As part of hiswiglip, he
“establishes criteria and terminology for the diagnosis of vulvar and vagiealsds” (Trepeta
General Report [Docket 8T, at 2). Dr. Trepeta also examines vulaaginal pathology
samples through higigate practice(ld.).

BSC moves to exclude Dr. Trepeta as an expert witness, raising twarypoijections:
(1) Dr. Trepeta is not qualified to opine on the properties of polypropylene mesh dinited c
responses to mesh implants; and (2) Dr. Trepeta’s opinions are unreliable, nitredenh not
helpful to the jury. $ee generalh\ BSC’s Mem. in Supp. of its Mot. to Exclude Richard W.
Trepeta (“BSC’s Mem. re: Trepeta[lpocket 87]). As further explained belowA@RANT IN
PART andDENY IN PART BSC'’s Motion to Exclude Dr. Trepeta [Docket 86].

1. Dr. Trepeta’'s Qualifications

BSC begins by contending that Dr. Trepeta’s background in pathology does not qualify
him under Federal Rule of Evidence 702 to render the opinions he sets forth in his expert report
on the properties of polypropylene and the human clinical response to polypropylemgsmpla

a. Properties of Polypropylene Mesh
In his general report, Dr. Trepeta opines about mesh degradation, mesh contradtion, a

mesh migration. He states that “[d]egradia occurs as either fragmentation of the mesh or



oxidation [of the mesh] release[s] chemical components from the mesh into sungptisslies,”
and “[m]esh contraction and shrinkage cause the mesh to be significantly dédcneaiss
physical size.” (Trepeta General Report [DocketlB7at 5). BSC asserts that Dr. Trepeta is not
gualified to put forth these opinions because he is not a material scientist, bidclmmis
biomedical engineef(SeeTrepeta Dep. [Docket 8%], at 100:20-101:1 Furthermorehe has no
training in polymer science or biomedical engineering and has not performednmatioa
chemical testing of mesh productSee idat101:2—1).

In Sanchez, et al. v. Boston Scientific Cptpconsideredhis argument and disagreed
with BSC:

In making [its] argument, howeverBSC downplays Dr. Trepetés
knowledge, training, and experience as a clinical patholdgigeneral, a clinical
pathologist “will be knowledgeable in the areas of chemistry, hematology,
microbiology, . . serology, immunology, and other special laboratory studies.”
33 Am. Jur.Trials 817 (1986);see alsoColl. of Am. PathologistsCAP Fact
Sheet http://www.cap.org (last visited Sept. 22, 2014C{ihical pathologists]
are involved in a broad rangef disciplines, including surgical pathology,
cytopathology, . . clinical chemistry, microbiology, immunopathology, and
hematology.”).Dr. Trepet& thirty years experience as a clinical pathologist
therefore demonstrates sufficigknowledge to provide expert testimony about
the chemistry and surgical pathology of materials like transvaginal mesh.
Moreover, Dr. Trepeta has knowledge of and experience with pelvic mesh
explants in particular, having examined fifty explant samples over the past fi
years (See Trepeta General Report [Docket -8 at 2). According to Dr.
Trepeta, by examining the mesh explants under a microscope, he has witnessed
the polypropylene’s chemical changeSeé Trepeta Dep. [Docket 118)], at
217:1419). Given Dr. Trepeta’s kndedge and experience as an anatomical and
clinical pathologist, FIND that he is qualified to testify about mesh degradation,
mesh shrinkage, and mesh migration, and | theré&@&fdY BSC’s motion in this
respect.

No. 2:12ev-05762,2014 WL 4851989, at *20 (S.D. W. Va. Sept. 29, 20LADOPT this
holding here.
b. The Human Clinical Response to Polypropylene Mesh
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Dr. Trepeta also opines that the “human body’s pathological response to implantation of
polypropylene mesh as well as the inherent physicalepties of the mesh cause permanent
injuries resulting in distortion of the pelvic architecture, sexual dysfunctiasjsgent pain,
scarring, and alteration of bowel and bladder function.” (Trepeta GenepaltjDocket 871],
at 6). BSC contends that Dr. Trepeta is not qualified to present this opinion becatlisepbta
does not treat patients for these conditions and has limited familiarity with the sysnpfo
stress urinary incontinence and pelvic organ prolafSee Trepeta Dep. [Docket 8%], at
109:21-23). In short, BSC argues that Dr. Trepeta is not a gynecologist, obstetrician
urogynecologist, or a surgeon, and as a result, Dr. Trepeta’s opinions about therelipicake
to mesh should be excluded.

In Sanchezl addressed this argument and held:

Dr. Trepeta’s extensive experience and knowledge in the field of
pathology qualify him to submit these opinions. Part of pathology involves
reaching a diagnosis through “clinical and pathologic correlatioB&¢(repeta
Dep. [Docket 8€3], at 1110-14)]. Dr. Trepeta frequently engages in this process
by providing clinical consultations to physicians, which require him to examine
clinical information (through specimens, reports, or physician findings) ank reac
a pathologic diagnosis about a patierfbed id. Dr. Trepeta applied this
pathologic process in reaching his conclusions about the human clinical responses
to polypropylene vaginal mesh. He examined fifty pathology samples frofm mes
removals and opines that he observed injuries “consistiéntthe pathological
process of tissue response and/or injury due to polypropylene.” (Trepeta General
Report [Docket 86l], at 2). He also compared medical literature to these
observations and concluded that his pathological findings “are well desanibed
the published literature.ld.). Dr. Trepeta’s understanding and application of the
pathologic process qualify him to opine on the causal relationship between
transvaginal mesh implantation and tissue response. TherefdENY BSC'’s
motion on this pmt.

2014 WL 4851989, at *20 (footnote omittedADOPT this holding here.

2. The Reliability and Relevance of Dr. Trepeta’s Opinions
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Next, BSC raises several objections to the reliability and relevancy ofrBpeta’s
opinion testimony. | addressed each of these objectioi@mntheznd consequently rely on
Sanchezo explicate my conclusions here.

a. Reliability of Dr. Trepetas Methodology in Formulating His Opinions

BSC contends that Dr. Trepeta’s method of using pathology reports to formulate his
opinions is unreliable. Dr. Trepeta used various resources to reach his expert opinioBr.First
Trepeta has studied over fifty mesh explant samples in his private pr&stideepeta received
these samples from physicians about once a month oveastdiye years.JeeTrepeta Dep.
[Docket 874], at 71:1612). He examined these samples under a microscope, identified any
abnormalities, and concluded that the samples presented injuries “consistentthei
pathological process of tissue response andijury due to polypropylene.” See Trepeta
General Report [Docket 8%, at 2). Second, Dr. Trepeta studied the medical literature on mesh
implantation and determined that his pathological findings correspond with the pdblishe
research on mesh erosion and exposure in the vaginal $&d.id.at 2-3). Third, Dr. Trepeta
reviewed twentyfour pathology reports that he received from the plaintiffs’ counsel and
ascertained that “the pathology reports of excised Boston Scientific Produate consistefit
with the acute, subeute, and chronic categories of the disease protesat 4§).

As | held inSanchez

BSC'’s strongest objection to Dr. Trepeta’s methodology focuses on this

third source of information. BSC argues that the twdoty pathology reports

were unreliable because: they were “haetected by Plaintiffs’ counsel”; Dr.

Trepeta only relied on seventeen of the tweoty reports; and Dr. Trepeta did

not review the medical records of any of the probed patients. (BSC’'s Mem. re:

Trepeta [Docket 235], at #12). The plaintiffs respond that these pathology

reports only supplemented Dr. Trepeta’s opinamal that the main thrust of Dr.

Trepeta’s opinion comes from his review of fifty mesh explants over the past five
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years and from his study of medical literature. Moreover, the plaintiffs angtie t
BSC’s chosen expert, Dr. Badylak, agreed that review of pathology reports of
vaginal tissue taken from polypropylene explants is an accepted method for
reaching a pathologic conclusion on tissue response to polypropysaeR|$.’

Resp. in Opp’n to Def.’s Mot. to Exclude Dr. Trepeta [Docket 110], at 13).

Thefact that each side’s pathologist accepts this practice suggests that it is
accepted by the general community of pathologidte Daubert509 U.S. at 594
(“Widespread acceptance can be an important factor in ruling particular evidence
admissible . . 7). But Dr. Trepeta’s review of the pathology reports still has a
fatal deficiency in that it lacked standards to govern the process of sgldatin
sample of pathology reports to be evaluat8de id.(listing as a factor in
evaluating an expert’s opimothe “existenceand maintenance of standards
controlling the technique operation”). The plaintiffs do not explain how or why
they chose these twentyur reports for Dr. Trepeta’'s review, and without such
an explanation, | have no way of assessing tbeengial rate of error or the
presence of biasSee id.(stating that the “court ordinarily should consider the
potential rate of error”). | confronted a similar situatiorLeawis, et al. v Ethicon,

Inc. and excluded the expert opinion on haetected eplant samples because
“[tlhere are no assurances that [plaintiffs’ counsel] did not opportunisgticall
choose samples while ignoring others that might have weakened or disproved [the
expert’s] theories.” No. 2:22v-4301, 2014 WL 186872, at *8 (S.D. W. Vaan

15, 2014). Here, | similarly have no way to ensure that the plaintiffs’ counsel did
not provide Dr. Trepeta with only those pathology reports that tended to
strengthen, rather than refute, Dr. Trepeta’s opinions. Accordingly, Dr. Trepeta’
opinions derived from his review of the twetibur pathology reports are
EXCLUDED.

2014 WL 4851989, at *22. ADOPT this holding, accepting Dr. Trepeta’'s opinions as reliable

apart from those opinions based on his review of the twenty-four pathology reports.

b. Litigation Driven Opinions

BSC alsoargues Dr. Trepeta opinions are unreliable because they are litigatibren.

Specifically, BSC asserts that Dr. Trepesa“familiarity with the literature on polypropylene

mesh comes only from his research and readingnnection with this litigation.{BSC’sMem.

re: TrepetgDocket 87], at 13). As in Sanchezl| disagreeDr. Trepeta hasargely based his

opinions on hisprofessionalexperience with mesh pathology sampéesmined during his
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practice (Trepeta GeneraReport [Docket87-1], at 2).In addition, he testified thathe has
“looked at mesh removed from the bodies of female vaginal walls under the ropebdandhas
seen degradation. (Trepeta Dep. [DocKat-4, at 217:14-19. These activities occurred outsid
of this litigation. Thus, IFIND that Dr. Trepeta opinions areot litigationdriven andDENY
BSC’s motion on this point.
c. Dr. Trepetds Specific Causation Opinion

Dr. Trepeta also offers a specific causation opinion concermisgNunez and Ms.
Betancairt. For both plaintiffs, Dr. Trepeta opines that their

symptoms of pain, discharge, infection, dyspareunia, mesh exposure, resulting

diagnoses, and medical treatment for vaginal and pelvic floor complications are

all directly attributable to the implantatn of polypropylene surgical mesh in the

Pinnacle Pelvic Floor Repair surgical mesh.My personal experience as a

pathologist, with special training and focus on pathology of the vagina, asswell a

my knowledge and training, has shown complicatiansctly as effect of tissue

response to polypropylene implant. . . .
(TrepetaReport re: NunefDocket87-7, at 5; Trepeta Report re: Betancourt [Docket3§7at
5-6). Dr. Trepeta adds that the “inflammatory response described and documented within the
medical records provided by Ms. Nunez [and Ms. Betancourt] are consistentevittronic
phase of mesh implantation.” (Trepeta Report re: Nunez [Dockgt, &t 5; Treeta Report re:
Betancourt [Docket 83], at 5). BSCarguesthat the specific causation opinions areeliable
because(1) his general causation opinion is unreliable; and (2) the methodology informing his
specific causation opinions “is faulty.” (BSQW#em. re: Trepeta [Docket 87], at 14).

Apart from Dr. Trepeta review of the twentjour pathology reports, | concluded that

Dr. Trepetas general causation opinion was reliable. ThereB®&E; s first argument failsBSC

next argues that because Dr. Trepeta did not review the plaintiffs’ mesh speentkinstead

14



based his conclusion on their medical records, his methodology is unreliable. Wheatbemor
pathologist has reviewed pathology specimens in reaching his opinion does caty iweig
determining reliability, but Dr. Trepeta's failure to examine pathology spesim&nnot
determinative heré&so long as an expert “employs in the courtroom the same level of intellectual
rigor that characterizes the practiceanf expert in the relevant field,” he does not necessarily
have to perform a physical examination of the patient to offer an expert ofgmwoper v. Smith
& Nephew, InG.259 F.3d 194, 203 (4th Ci2001) (quotingkumho Tire Co. v. Carmichgeb26
U.S. 137, 152 (1999)). Here, Dr. Trepeta testified that he often gives pathologic opinions without
examining patient specimens or pathology repo8se{repeta Dep. [Docket314], at 37:1%
38:9). Thus, DrTrepeta’sfailure to examine pathology specimens doeesautomatically render
his specific causation opinion unreliable.

| nevertheless find Dr. Trepeta’s specific causation opgumneliable. In addition to not
reviewing any of the plaintiffs’ pathology specimens, Dr. Trepeta has not ceddact
differential diagnosis in reaching his conclusion that Ms. Nunez and Ms. Betancourt’s pain
resulted from the Pinnacle. In attempt to support a differential diagnosis,athéffgl point to
Dr. Trepeta’s deposition testimony about Ms. Sanchez, a plaintiff inemigbL case, wherein
Dr. Trepeta discussed alternative causes of Ms. Sanchez’s pagPI§.” Resp. in Opp’rto
BSC’s Mot. to Exclude the Ops. & Test. of Dr. Trepeta [Docket 131], at 19 (“Dr. Trepstaot
been deposed in these two cases. Accordingly, testimony on his methodologgamt¢hezase
is instructive.”)). This testimony is unconvincing. First,3anchez| excluded Dr. Trepeta’'s
specific causation testimongbout Ms. Sanchez because the differential diagnosis was

inadequate.Sanchez 2014 WL 4851989, at *2324. Second, to qualify as “reliable,” a

15



differential diagnosis must be patiespgecific. See Westberry v. Gislav&lmmiAB, 178 F.3d
257, 262 (4th Cir. 1999) (explaining that a reliable differential diagnosis “ggnasal
accomplishedy determining the possible causes fgraéient’'ssymptoms”) (emphasis added).
Eliminating causes for Ms. Sanchez, therefore, says nothing about causation Muridg and
Ms. Betancourt. Disregarding the plaintiffs’ reference to Dr. Trepe&ssnionyabout Ms.
Sanchez, no reliable differential diagnosis exists for the current plaintiffs

This ruling corresponds with previoimubertrulings on pathologists. Ifiyree et al. v.
Boston Scientific Corp.for example, | did not exclude Dr. Trepeta’'s specifausation
testimony because he had “observed the patient’s slides under a microscope, ddtmetiegh
material, and concluded that the foreign material was polypropylene from thgex GQlimg by
applying a process of elimination.” No. 2:£2-08633,2014 WL 5320566, at *18 n.5 (S.D. W.
Va. Oct. 17, 2014). Similarly, in the present case, | have not excluded Dr. lakolesiBcspe
causation opinions. Dr. lakolev testified that he performed a “morphologiffarential
diagnosis” in preparing his specific causation report for Ms. Eghnayem, whietedllhim to
rule out alternative causes. (lakovlev Dep. Il [Docket-3)5at 153). Dr. Trepeta, without
reviewing the pathology specimens or performing a differential diagnosiaptcaupport his
specific caisation opinions with a scientific basis. Accordingly, his specific cewmsapinions
on Ms. Nunez and Ms. Betancourt &¢CLUDED .

In conclusion, Dr. Trepeta’s general causation opinions sddatipert apart from his
opinions based on the pathologic reports selected by the plaintiffs’ counsel for hig vekieh

areEXCLUDED. Dr. Trepeta’s specific causation opinions are &X€LUDED . Thus,BSC'’s
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Motion to Exclude the Opinions and Testimony of Dr. Trepet&SRANTED PART and
DENIED IN PART [Docket 86].

B. Motio3q to Exclude the Opinions and Testimony of Michael Thomas Margolis,
M.D.

BSC moves to exclude the opinions and testimony of Michael Thomas Margolis, M.D
Dr. Margolis is a pelvic floor surgeon and urogynecologist. He seeks to offerakepinions
regarding polypropylene mesh slings, alternative procedures, and corp$cassociated with
mesh products. BSC argues that Dr. Margolis’s opinions are unreliable becauskedéofa
consider scientific literature contrary to his opimscand failed to provide any scientific basis for
other opinions.%eeDef. BSC’s Mem. of Law in Supp. of Its Mot. to Exclude the Ops. and Test.
of Michael Thomas Margolis, M.D. (“BSC'em. re: Margolis”) [Docket 89], al—2). In
addition, BSC contends that Dr. Margolis’s opinions “either (1) constitute legabaopin) fall
outside the scope of his expertise, or (3) consist of speculation regarding BosotifiSsi
knowledge, intent and/or state of mindd.(at 2.

| have previously reviewed the opinion testimony of Dr. Margolis uitkerbert See
Sanchez, et al. v. Boston Scientific Cofgo. 2:12cv-05762, 2014 WL 4851989, at *309
(S.D. W. Va. Sept. 29, 2014). The parties in this case assert arguments on the aityrosioil

Margolis’s expert opinion that | addressed $anchezTo the extent that there are differences in

% | ruled in Sancheon Daubertmotions related to Dr. Margolis, Dr. Trepeta, Drs. Mays and Gido, @& and
Dr. Barker. InSanchezl relied on excerpts of deposition testimony from these expadst, but not all of which
excerpts are attached as exhibits in this case. However, because the depusitioinsSanchezare the same
depositions taken on the saméaja have relied on some excerpts frBanchehere.

*On October 6, 2014, the plaintiffs Banchefiled a Motion for Reconsideration for Dr. Margolis, Dr. Slack, and
Dr. Barker.See Sanchez, et al. v. Boston Scientific Cdlp. 2:12cv-05762, [Docket 149]. | denied the motion on
October 17, 20145ee Sancheio. 2:12cv-05762,[Docket 151].To the extent the arguments raised in the Motion
for Reconsideration related to Dr. Margolis, Dr. Slack, and Dr. Barkelapver may have been raised in this case,
| incorporate my findings here.
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fact or exhibits, the court does not find them sufficiently material to this chss, TADOPT
my prior rulingon Dr. Margolis as follows, and GRANT IN PART andDENY IN PART
BSC’s motion. | will address additional arguments raised by the parties inshibel@w.

1. Failure to Consider Contrary Scientific Studies in Forming His Opinions

BSC argues that Dr. Margolis failed to consider scientific studies that wateag to
his opinions without a scientific basis for doing so.

An expert’'s opinion may be unreliable if he fails to account for contrary satentif
literature and instead “selectively [chooses] his support from the $icdatdscape.”In re
Rezulin ProdsLiab. Litig., 369 F. Supp. 2d 398, 425 (S.D.N.Y. 2005) (quotations omitted). “[l]f
the relevant scientific literature contains evidence tending to refute the’sxpedry and the
expert does not acknowledge or account for that evidence, the expert’s opinion is eareliabl
Id.; see als®Abarca v. Franklin Cnty. Water Dist761 F. Supp. 2d 1007, 1066 n.60 (E.D. Cal.
2011) (“A scientist might well pick data from many different sources to sereecasnstantial
evidence for a particular hypothesis, butedliable expert would not ignore contrary data,
misstate the findings of others, make sweeping statements without supportegmabers that
do not provide the support asserted.” (qQuotations omittRay)bert v. Eli Lilly & Co, No. CIV
06-0874 JCH/LFG, 2009 WL 2208570, at *14 n.19 (D.N.M. July 21, 2@6@), 647 F.3d 1247
(10th Cir. 2011) (“[Aln expert who chooses to completely ignore significant contrary
epidemiological evidence in favor of focusing solely on-epidemiological studies that suppor
her conclusion engages in a methodology that courts find unreliable.”).

a. Opinions Regarding General Complication Rates in Women with
Polypropylene Mesh

In particular, BSC challenges Dr. Margolis's general opinions regarding high
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complication rates in wuoen with polypropylene mesh products. $anchez| cited to Dr.
Margolis’s deposition testimony, where he explains his belief that studiesitind low single
digit complication rates are not accurate because complications are uodedemnd data is
possibly fabricatedSee Sanche2014 WL 4851989, at *13. | also find that Dr. Margolis’s
method of “[g]iv[ing] the benefit of the doubt to the patient” is unreliable:

Dr. Margolis explains that, when forming his opinion about the complication rates

of a medical procedure, he “give[s] the benefit of the doubt to the patient.”

([Margolis Dep. [Docket 132],] at 259:79). In other words, he “assume[s] the

worstcase scenario” and errs on the side of opining as to a higher complication

rate to better protea patient. Id. at 259:11259:23). Dr. Margolis eventually

admits that he has been evaluating the literature and forming his opinions for this

case according to that principle as weBeé id.at 259:26260:14). “[G]iv[ing]

the benefit of the doubt toalpatient” is not a scientific basis for determining the

complication rates associated with a mesh devidea( 259:89).
Sanchez2014 WL 4851989, at *14. ADOPT this reasoning here. Dr. Margolis’s opinions as to
this matter ar&XCLUDED.

2. Failure to Provide Any Scientific Basis for His Other Opinions
BSC next argues that Dr. Margolis failed to offer any scientific basis iforothner

opinions and based them solely on his experience.

a. Opinion Concerning the Lack of Sound Scientific Evidence Supportiihg
Clinical Benefits of Polypropylee Mesh in POP

BSC challenges the reliability of Dr. Margolis’s opinions concerning a ldckoond
scientific evidence supporting the use ofypoopylene mesh in treating POEeeBSC’s Mem.
re: Margolis [Docket 89Jat 3-10, Margolis Report [Docket 83], at 17. In support, BSC points
to Dr. Margolis’s deposition testimony where ¢@ntradicts thesepinions. For example, BSC
cites to his testimony where ramits that there, in fact, are studies supporthegy useof
polypropylene in POP:
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Q: Would you agree that there is data supporting the use, and scientific
literature supporting the use, of polypropylene to treat pelvic organ
prolapse through a vaginal approach?

A: There is.
(Margolis Dep. [Docket 82], at227:18-22) As | foundin Sanchem regards to Dr. Margolis’s
similar opinions concerning studies supporting the use of polypropylene mesh ngt&ati

Inconsistent statements of a withess may be addressed ofexansimation See
Daubert,509 U.S. at 596 (“Vigorous crogxamination, presentation of contrary
evidence, and careful instruction on the burden of proof are the traditional and
appropriate means of attacking shaky but admissible evidenicer®;Paoli R.R.

Yard PCB Litig.,35 F.3d 717, 749 (3d Cir.1994]E]valuating the reliability of
scientific methodologies and data does not generally involve assessing the
truthfulness of the expert witnesses ...”). However, here, Dr. Margolis’s
inconsistencies seem to directly sheghti on the unreliability of his method.
Even if Dr. Margolis is stating that there is a lackco#dible evidence, as the
plaintiffs argue, it is still unclear why Dr. Margolis believes these studies lack
credibility. As a result, Dr. Margolis’s opinions are rendered untrustwondy a
unreliable.

Sanchez2014 WL 4851989, at *14.ADOPT this reasoning here. Therefore, his opinions as to
this matter ar&XCLUDED.
b. Opinion that the Infection Rate of Polypropylene Mesh is Up to 100%

BSC next challenges Dr. golis’s opinion that the infection rate of polypropylene
mesh is up to 100%SeeBSC’s Mem. re: Margolis [Docket 89], at 10). As $anchezBSC
points to a slide presentation that Dr. Margolis has given which cites afstdahg infection
rates of 0%o 8%. See id). | addressed this issue$anchez

Dr. Margolis’s inconsistent presentation does not automatically render Hisdnet

unreliable. In his report, Dr. Margolis does cite to scientific studies to suipigort

opinion. SeeMargolis Report [Doket 581], at 16) (describing th&ollebregt

study finding 83.6% of implants contained bacteria during surgical implantation,

the Boulangerstudy finding 100% of mesh explants removed in the study due to

complications contain bacteria, tishahand Badlani study finding infection in

mesh patients).

20



However, as BSC points out, the study which Dr. 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 infected; the study found
that 100% of the mesh systems were contaminated with bact&eeMargolis
Report [Docket 58], at 16; Boulanger et aBacteriological Analysis of Meshes
Removed for Complications After Surgical Management of Urinary Incnde

or Pelvic Organ Prolapse€l9 Int’l Urogynecol J. 827, 827 (2008) [Docket-5B.

The authors of th&oulangerstudy are not certain that bacteria contamination
leads to infection. §eeBoulanger,supra, at 827, 830) (stating that the “exact
role” of bacterial contamination “is not yet clear” and “must be exploreatHosr
experimental studies”)). They even write that “[ijnfection is a rare ¢icatn of
retropubic midurethral slings (0.7% of cases)hd that their “findings concur
with previously published data” on this subject. (Boulangapya,at 830).

The Boulangerstudy does not support the opinion that there is a 100% infection
rate in women who undergo mesh implantation surgery. Therefore, Dr.
Margolis’s methodology of basing his opinion on this study is unreliable.

Sanchez2014 WL 4851989, at *17.ADOPT this reasoning here. Therefore, his opinion as to
this matter iEXCLUDED.

c. Opinion on the Percentage or Number of BSC Products Dr. Maigdflas
Removed

BSC challenges Dr. Margolis’s opinion on the percentage or number of BSC products
that he has removedS€eBSC’s Mem. re: Margolis [Docket 238], at 13). | agreed with BSC in
Sancheon this point:

Dr. Margolis testified that he has removagproximately 300 polypropylene
mesh and sling products “throughout the last 15 or so years” and gives his “best
guess” that 10% to 15% of those were Boston Scientific. (Margolis Dep. [Docket
132-1], at 74:2376:1). Dr. Margolis explained that “[tlhe exact numbers of each
[product] | don’t keep track of.”ld. at 74:1+19). When asked how he arrived at
that 10% to 15% figure for Boston Scientific products, Dr. Margolis testifiatl t
these percentages are just to his “best recollection”:

Q: Have you triedo 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?
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A: Best recollection.
(Id. at 76:13-18). Dr. Margolis testified that he waot identify the mesh brand by
sight after explantation, and he “tr[lies] to get the operative records fiem t
implant” with the product manufacturing information but does not know how
often he receives these records for his patieltsa( 76:2-9, 77:14-78:2).

As a result, BSC argues that Dr. Margolis’s opinion as to the number or
percentage of BSC products he has removed is unreliable . . .

Without a reliable basis, Dr. Margolis’s opinions may be erronetess.Lewis, et
al. v. Ethicon, Ing.2:12cv-4301, 2014 WL 186872, at *8 (S.D. W. Va. Jan. 15,
2014) (excluding expert’s “analyses of the mesh implants” because they were not
“controlled for error or bias”). Therefore, his opinions B¥CLUDED .
Sanchez2014 WL 4851989, at *18.ADOPT this reasoning here. His opinions as to this matter
areEXCLUDED.

d. Plaintiffs’ Argument Regarding theDaubert Analysis of Dr. Margolis in
Lewis

The plaintiffs in this case make an additional argument regarding Dr. Margetigést
opinions. Theplaintiffs contend thatthis Court has already helthat neitherDaubert or Rule
702 require the exclusion of Dr. Margolis’s testiméniyn Lewis and that, therefore, his
testimony should be admitted in this casgedPIs’ Resp.in Opp’n to BSC’s Mot. tdExclude
the Test. of Dr. Margolis (“Pls.” Respe: Margoli$) [Docket 132], at Zciting Lewis v. Ethicon,
Inc., No. 2:12ev-04301, 2014 WL 186872, at *15-17) (S. D. W. Va. Jan. 15, 2014)).

However,Lewiswas a different case involving a different ptéina different defendant,
and a different product. Also, inewis Dr. Margolis submitted a different expert report which
included expert opinions specific to the plaintiffiewis As a result, | reject this argument.

e. Plaintiffs’ Argument Regarding Dr. Margolis’'s Experience antKumho

Tire
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Next, the plaintiffs in this case make an additional argument in response te BSC’
contention that Dr. Margolis failed to provide any scientific basis for sofmas opinions.
(BSC's Mem. re: Margolis [Docket 132 at 2). The plaintiffs argue that Dr. Margolis’'s
experience alone is enough basis lis opinions and quote the Supreme Couiimho Tire
stating “an expert might draw a conclusion from . . . extensive and specialjpaikcexe.” (Pls
Resp. re: Mardes [Docket 132], at 210 (citing Kumho Tire Co., Ltd. v. Carmichaéd26 U.S.
137, 156 (1999)).

However, “[p]Jroposed testimony must be supported by appropriate validdat@n
‘good grounds’ based on what is knowB&aubert 509 U.S. at 590. DMargolis writes that he
“considered the scientific literature” in forming his opiniorsegMargolis Report [Docket 89
1], at 5), yet, as | discuss Banchezhe is unable to provide scientific support for some of his
opinions.See Sanche2014 WL 4851989, at *}4.8. Even though Dr. Margolis has experience,
he must still base his opinions anreliable, scientific methodsee Daubert509 U.S. at 590
(“[1In order to qualify as ‘scientific knowledge,’ an inference or agsennust be derived by the
sciertific method.”). The plaintiffs’ argument is unavailing.

3. Offering Opinions Outside Area of Expertise

BSC argues that several of Dr. Margolis’s opinions should be excluded becauaeethey
outside his area of expertis&eeBSC Mem. re: Margolis [Docket §%at 12. In particular, BSC
challenges Dr. Margolis’s opinions as to: “biomaterials, adequate pore derpiade weight of
polypropylene, polypropylene degradation, biocompatibility of polypropylene, aledevice
design and development, and marketir(dd. (internal citations omitted)). As iBanchezthe

plaintiffs conceded that Dr. Margolis will not be offering these opinions at 8akPIs.’ Resp.
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re: Margolis [Docket 132], at 13). Therefore, this aspect of BSC's motiddENIED AS
MOOT.
4. Impermissible Expert Opinions As To BSC'’s State of Mind

BSC also argues that Dr. Margolis seeks to offer testimony as to B&dso$ mind,
knowledge, and intent during product development. As | explain8amchezexpert testimony
about a defendant compas state of mind is impermissible. lrewis | excluded state of mind
testimony of Dr. Margolis becaus$ke is not qualified ... to opine on Ethicon’s state of mind or
knowledge.”Lewis 2014 WL 186872, at * 15. The plaintiffs concede that Dr. Margolis will not
be offering these opinions at triabgePls.” Resp. re: Margolis [Docket 132], at)13 herefore,
this aspect of BSC’s motion BENIED AS MOOT .

Therefore, IGRANT IN PART and DENY IN PART BSC’s motion regarding Dr.
Margolis [Docket 88].
C. Motion to Exclude the Testimony of Thomas H. Barker, Ph.D.

BSC moves to exclude the opinions and testimony of Thomas H. Barker, Ph.D. Dr.
Barker is a biomedical engineer who seeks to opine #setbehavior of polypropylene mesh
inside of the human bodySéeBarker Report [Docket 91-1], at 1, 4-5). He bases his opinions on
mechanical stress tests that he conducted on the Obtryx Transobturatbirethichl Sling
System (“the Obtryx”)and Pinna@ products, his experience, scientific literature, and internal
documents.See idat 3). BSC argues that Dr. Barker’s opinions are unreliable and irrelévant.
particular, BSC argues that Dr. Barker’s testing methodology wasdlaivat his opinions ar
litigation driven, that he is unqualified to opine as to polypropylene and product dexighaa

Dr. Barker seeks to offer impermissible state of mind testimony.

24



| have previously reviewed the opinion testimony of Dr. Barker umfrbert See
Sanchegzet al. v. Boston Scientific CorpNo. 2:12¢cv-05762, 2014 WL 4851989, at+h0 (S.D.
W. Va. Sept. 29, 2014)The parties in this case assert arguments on the admissibility of Dr.
Barker’'s expert opinion that | addressedSanchezTo the extent that there are differences in
fact or exhibits, the court does not find them sufficiently material to this cass, TADOPT
my prior ruling on Dr. Barker as follows and thereBRANT BSC’s motion | will address
additional arguments raad by the parties in this case below.
1. Qualifications
BSC challenges Dr. Barker's qualifications.Sanchezl found Dr. Barker qualified to
opine as to the properties of polypropylene, aA®OPT the same reasoning here:
Dr. Barker holds a Ph.D. in itedical engineering and is currently on the faculty
of a joint department within the Georgia Institute of Technology and Emory
University School of Medicine. He states in his expert report that his research
focuses on
the effects of mechanical forces atigsue/material mechanical
properties (e.g. stiffness) on the host response. | am trained and
have extensive expertise in the evaluation of biomaterial
mechanical properties, biomaterial/implant design, the foreign
body host response, and human tissues under repair and fibrosis,
including analyses of cell/molecular biological outcomes.
([Barker Report [Docket 71],] at 2). He conducted postdoctoral research
focusing on “exploring the mechanisms of biomaterial associated fibrosishi@.g
foreign body reponse).” Id.). Additionally, Dr. Barker has authored several book
chapters and peeeviewed articles on biomaterials and biomedical engineering.
(Seed.).
Sanchez2014 WL 4851989t *5-6. As | note inSanchezeven though Dr. Barker is qualified,

| must still determine that his method is relialike.at 6.

2. Admissibility of Opinions Based on Dr. Barker’'s Mechanical Testing
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BSC argues that Dr. Barker’s opinions based on his mechanical testing are wwaliabl
irrelevant. In particular, BSC argues that Dr. Barker’s testing iseffalbbecause it “1) does not
replicate the published protocol he claims to have followed; 2) fails to utilizdicienif sample
size; 3) fails to meet the standards required folipatiion in a peereviewed journal; and 4)
does not replicate the physiological environment or forces experiencee ierttale pelvic
floor.” (Def. BSC’'s Mem. of Law in Supp. of Its Mot. to Exclude the Ops. and Test. of Thoma
H. Barker, Ph.D. (“BSC’s Ma. re: Barker”) [Docket 9], at 5). InSanchezBSC raised the
same arguments.

a. Dr. Barker Failed to Follow Published Protocols

BSC argues that Dr. Barker’s failure to soak the pieces of mesh in a salinedoaitary
to published protocols, is unreliable. The Shepherd and Moalli protocols call for the use of a
saline bath as part of testing to help better replicate the physial@givironment of the human
body. InSanchezl found that this deviation from protocols without a scientific basis rendered
his method flawed:

His only reasoning was that Georgia Tech denied him permission to subrserge it

equipment in saline, a “potentially corrosive” solutiold. @t 197:26-198:21).

The difference in the results obtained by Dr. Barker and by Drs. Shepherd and

Moalli further demonstrate the unreliability of his method. Dr. Barker'sstes

revealed two to four times more relative elongratiof the mesh than Drs.

Shepherd and Moalli's testsSéeShepherdsupra at 617; Moalli,supra at 662;

Barker Report [Docket 71], at 21).

Sanchez2014 WL 4851989, at *7. Moreover, | found that the use of a saline bath to replicate the
human body was particularly important because Dr. Barker seeks to opineha&sitovivo

effects of meshSee id.For the reasons stated above andSanchez| find Dr. Barker's

methodology to be unreliable.
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b. Dr. Barker Failed to Use a Sufficient Sample Size
BSC nex argues that Dr. Barker failed to use a sufficient sample size when heaested
piece of Obtryx mesh and 2 pieces of Pinnacle mes8ahthezl agreed with this argument,
especially since Dr. Barker admitted that a statistical test cannot be perimmnaesample size
of one:
Dr. Barker admits that having a sample size of one is “insufficient to perform
statistical analysis.” (Dr. Barker Dep. [Docket-ZJl at 233:17#234:5). As a
result, it is difficult to predict whether his results were merely chancerrences.
Dr. Barker explains that he wanted additional materials 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 you think you need to test another
piece of Obtryx mesh to confirm or not confirm the results that you

got based on your N equals 1?

A: | would have liked to have been provided with materials,
additional materials to do additional testing.

(Id. at 233:3-12) (objections omitted)Dr. Barker similarly testified about his
sample size of two for the Pinnacle:

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

A: That's correct.
Q: Okay. Did you do anything to determine the statistical
confidence levels with regard to the testing that you performed on

the two pieces of Pinnacle mesh?

A: You cannot likewise perform a statistical test on an N of 2. A
minimum is a minimum of 3.

(Id. at 236:1320). Dr. Barker's testing of merely one or two skwmpacks
reliability.

Sanchez2014 WL 4851989, at *8- Dr. Barker's sample size was a flaw in his method.
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c. Dr. Barker’'s Testing Failed to Meet Peer Reviewed Standards

BSC argues that Dr. Barker’s testing was flawed because it was notpegteviewed

standards. lisanchezl noted that Dr. Barker admits to this in his deposition testimony:

Q: Would you agree with me that your testing that you performed on the
Obtryx with an N of 1 wouldn’t meet standards to be published in a peer
reviewed journal?

A: | would.

Q: And would you agree with me that your testing that you did on Pinnacle
with an N of 2 wouldn’'t meet the standards to be published in a peer
reviewed journal?

A: | would agree.

Id. at *8 (citing Barker Dep. irBanchefDocket 714], at 301:26302:5).1 ADOPT this same
reasoning here and find that this factor weighs against finding Dr. Barkethod reliable.
d. Dr. Barker’'s Testing Did Not Reptate In Vivo Conditions
BSC argues that Dr. Barker's method is flawed because it failed to replieate t
physiological multidirectional forces in the female pelvic floor. anchezl agreed that Dr.
Barker’s uniaxial testing was unreliable to basenmms on the behavior of the mesh in vivo:

[Blecause Dr. Barker's method did not account for the ralidéictional forces

inside of the female pelvis, his opinions about the effect of the mesh once

implanted in vivo are unreliable and do not survdeubertscrutiny. Even Drs.

Shepherd and Moalli note that their studies do not conclusively reveal the mesh’s

behavior in the human bodySée Shepherdsupra at 619 (stating that “this

experimental setup allows us to draw only preliminary conclusions about the
various meshes”); Moallsupra at 663 (noting that “the behavior of these slings

in vivo and after incorporation into host tissue may be inferred, but is not directly

apparent from these studies”)).

Sanchez2014 WL 4851989, at *9. ADOPT this reasomg from Sanchexere, and based on

the above four argument$IND Dr. Barker’'s method to be unreliable.
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e. Plaintiffs Argue that Dr. Barker's Method Was Generally Accepted

In this case, the plaintiffs raise an additional argument as to the reliabilty Barker’s
method. The plaintiffs contend that Dr. Barker's testing was generally adcepthin the
scientific community.Rls.” Resp. in Opp’n to BSC’s Mot. to Exclude the Opinions & Testimony
of Thomas H. Barker, Ph.D. (“Pls.” Resp. re: Batk@Docket 130], at 1412). In support, the
plaintiffs point to Dr. Barker's deposition testimony, where he explains that hesajenethod
of testing material-reading relevant scientific literature, developing a testing protocol, and then
conducting “cyclic tensile testing and stress deformation analyses” in accerdath the
developed testing protoeelis generally accepted within his field. (Barker Dep. [Dodk-4],
at 324:74327:16). The plaintiffs argue that general acceptance “definitively foeschi3aubert
challenge.” (Pls.Resp. re: Barker [Docket 130], at 12).

The trial judge must “ensur[e] that an expert's testimony . . . rests on alaeliab
foundation” and has “flexib[ility]” in making this assessmebDaubert 509 U.S. at 594, 597.
Even if cydic tensile testing and stress deformation analyses are generally eacdepthe
bioengineering field, the plaintiffs’ argument does not cure the fatal deficiem Dr. Barker’'s
method—that he failed to take measures to replicate the human body whemdgoand
providing opinions as to the mesh’s behavior in vivo. For the reasons stated above and in
Sanchezl find Dr. Barker’s methodology to be unreliabee Sanche2014 WL 4851989, at
*5-10.

Therefore, as | concluded i8anchez Dr. Barker's method was unreliable and his
opinions based on this method &€CLUDED .

3. Opinion Regarding the Mechanical Mismatch Between the Mesh and the
Human Body
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BSC challenges Dr. Barker’'s opinion regarding a mechanical mismataledretthe
mesh and the human body and the adverse in vivo effects resulting from that midBsEc
argues that it is unreliable. Banchezl agreed because Dr. Barker based his calculation as to
the mesh on his unreliable testing:

[Hle based his elastic modulus calculations of the Pinnacle mesh on his

methodologically flawed and unreliable testing. . . Furthermore, asiesgla

above, Dr. Barker’s testing does not replicate the forces and environment of the

human body and, therefore, his opinions regarding the mesh’s effects in vivo are

unrelable.
Id. at *9. | ADOPT this reasoning here and find that Dr. Barker's opinions based on the
mechanical mismatch are unreliable and, tBE0&CLUDED .
4. BSC Argues that Dr. Barker’s Opinions are Litigation Driven

BSC state that “Dr. Barker's opinions arenreliable because they are litigation
driven[.]” (BSC’'s Mem. re: Barker [Docket §lat 2). BSC raised this same argument in
Sanchezand, thus, ADOPT my reasoning:

[O]therwise reliable expert testimony will be admitted even if litigation driven.

Becawse | find Dr. Barker’s opinions to be otherwise unreliable and inadmissible,

| need not address this argument.

Sanchez2014 WL 4851989, at *9.
5. Relevancy of Dr. Barker's Opinions Based on His Testing of the Obtryx

Dr. Barker tested both the Pinnacle @idryx products. The Pinnacle is tipeoduct at
issue in this case, but the Obtryx device is not at issue in this case. Becaddad &ipinions to
be unreliable, 1 need not address the relevancy of Dr. Barker’'s opinions based otingiofes
the Obtyx device. See Daubert 509 U.S. at 5945 (noting reliability and relevancy

requirement for expert testimony).
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6. Plaintiffs’ Relevancy Argument RegardingLewis v. Ethicon Inc.

In this case, the plaintiffs raise an additional argument as to the relevddcyBarker’'s
testimony. The plaintiffs argue that “[tlhe crux of Dr. Barker’s opinjarsd hence his role in
this case, is to provide expert evidence of the precise design engineering ifaiB&C’s
meshes.” (Pls.Resp. re: Barker [Docket 130], at 16). As a result, the plaintiffs contend that “Dr
Barker’s opinions provide the precise evidence that the plaintifewis v. Ethiconinc. lacked
and warranted a directed verdict[,]” and that, therefore, his testimony isulhipd jury. (d.
(citing Lewistrial transcript)).

As | explained inSanchezl find Dr. Barker's method to be unreliable, and | exclude his
opinions on this basis. As a result, | do not need to address the relevancy of Dr.sBarker’
testimony.See Daubert509 U.S. at 59485 (nding requirement that expert testimony be both
reliable and relevant). However, | note that the portions oEéwgstrial transcript in which the
plaintiffs cite in support of their argument refer to specific causat®seR|s.” Ex.A LewisTrial
Tr. [Docket 1301], at 60:5-22, 62:1615). Dr. Barker does not offer specific causation opinions
here.

7. Dr. Barker's Proposed State of Mind Testimony

BSC argues that Dr. Barker is unqualified to opine as to product design rog tesdi that
his proposed statef mind testimony is inadmissible. I8anchez BSC made these same
arguments. However, | did not reach the issue of Dr. Barker's quabinsa#is to product design
or testing because | found his state of mind testimony to be impermissiblétesperony

Dr. Barker contends that “BSC designed the Pinnacléo meet the specification

of substantial similarity to products peisting on the market, rather than engage

in the engineering and design process of development of a safe and effective

medical product (even for one similar to a pegisting product in the market)”
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and that this “is inconsistent with appropriate medical device design principles.”
(Barker Report [Docket 71], at 4, 15). These opinions relate to the state of mind
of BSC and are, thuEXCLUDED.
Sanchez2014 WL 4851989, at *10.ADOPT this reasoning frorfanchem this case.
Therefore, IGRANT BSC’s Motion to Exclude the Opinions and Testimony of Thomas
H. Barker, Ph.D. [Docket 90] on the grounds explained above &anochezSee idat *5-10.

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

BSC seeks to exclude the opinions of Dr. Jimmy W. Mays and Dr. Samuel P. Gido. Dr.
Mays is a Distinguished Professor of Chemistry at the Universityephessee, and Dr. Gido is
an Associate Professor of Polymer Science and Engineering at the Unioéngiagsachusetts
Ambherst. (Mays & Gido Report [Docket 93-1], at 2, 4). Both have worked extensivély area
of polymer materials. Drs. Mays and Gido issued a joint expert report exaramingssessing
the polypropylene material mesh BSC used in the Pinnacle prottucat 6). In their report,
Drs. Mays and Gido conclude that (1) polypropylene is susceptible to oxidation and gdxyrade
an oxidative mechanism in the body; (2) analysis of explanted BSC Pinnatieshweegs clear
sigrs of oxidative degradation; and (3) the Pinnacle is thus defective and not suitabletasser
a permanent implantld.). The report states that Drs. Mays and Gido relied upon their training
and experience, provided materials, and underlying data from the testing imgotimeir
opinions. [d.). However, as discussed below, the deposition testimony proves otherwise. The
reasoning iSanchegzet al. v. Boston Scientific IndNo. 2:12cv-05762, 2014 WL 4851989, at
*24-30 (S.D. W. Va. Sept. 29, 2014ubstantially reflects the court’'s view of these issues as
presented in this case. To the extent that there are differences in fagh#oits,ethe court does
not find them sfiiciently material. TheSanchezxcerpts quoted throughout are to explicate the
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conclusions the court reaches below.

BSC argues that Drs. Mays and Gido’s testing and the clinical concludiaws from
that testing must be excluded because their testingreliable and their opinions are irrelevant.
(BSC’s Mem. of Law in Supp. of its Mot. to Exclude the Ops. & Test. of Jimmy W. M&yB, P
& Samuel P. Gido, Ph.D ("BSC’'s Mem. re: Mays & Gido”) [Docket 93], at 2). Additignall
BSC argues that Drs. Maya@Gido’s opinions are unreliable because they are litigation driven,
as well as a poor fit that would not be helpful to the jud.).(Finally, the defendant argues that
some of the opinions offered by Drs. Mays and Gido should be excluded becauseitizey
about BSC's state of mind and make inadmissible legal conclusidns. (

1. Chemical & Microscopic Testing
a. Background

As BSC takes particular issue with Drs. Mays and Gido’s testing of the Rirmgotants,
| will briefly discuss their testing predures and results. Drs. Mays and Gido received exemplars
of Pinnacleand Obtryxproducts on September 24, 2013. (Mays & Gido Report [Docket @2-1],
24). These exemplars were used as a contoblaf 18). The plaintiffs’ counsel, Ms. Jennifer
Black, aranged for Drs. Mays and Gido to also receive PinreteObtryxmesh explants from
Steelgate, a repository for explanted transvaginal mesh. (Aff. of JeBhdiek [Docket 13465],

11 56, 12). Ms. Black identified the available BSC Pinnaatel Obtryxexplants by cross
referencing the firm’s client list with the patient list retained by Steelgate{{ 9-11). Ms.
Black determined that there were a total of fourteen such explants at Stedédigdte3)( After
identifying these explants, Ms. Black requested that the explants be sent t@®mwi® the

appropriate chain of custodyd( 12).
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On October 1, 2013, Dr. Gido received the fourteen explants. (Mays & Gido Report
[Docket 931], at 24). The explants were sealed in plastic containers and camehain of
custody documentationld(). Only eleven of the fourteen explants contained mesh suitable for
testing. (d.). Dr. Gido proceeded to conduct three microscopic analyses of the elevensexplant
(1) Scanning Electron Microscopy (“SEM”) to take pictures of the mesh fiberkigh
magnification and compare those images to the images published in the litergtiteen@y
Dispersive Spectroscopy (“EDS”) to determine if there was oxygen in the mhess; fand (3)
Transmission Electron Microscopy (“ME) to identify amorphous regions in the mesh fibers
that are more susceptible to oxidatidd. at 18).

Utilizing Steelgate’s chain of custody, Dr. Gido sent the samples to Dis baypctober
22, 2013. id.). Only four of the samples sent by Dr. Gido had sufficient amounts of
polypropylene mesh adequate for testing by Dr. Mays. Dr. Mays conducted threeathe
analyses of the four samples: (1) Fourier Transform Infrared Spectyof€dR”), a testing
instrument that uses infrared to identify cherhgr@ups containing oxygen; (2) Gel Permeation
Chromotography (“GPC”), a test that separates molecules by size andigsidahsf molecular
weight of the polymer, which allowed Dr. Mays to estimate the reduction in ntategeight of
the polypropylene exants; and (3) Thermogravimetric Analysis (“TGA”) to determine if there
were other additives or inorganic materials in the mesh. (Mays Dep. [Docket 9312458).

Drs. Mays and Gido included the following summary 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 ae | t030000] 37000 ) 425
Pinnacle Control 1 — None 1] trace amounts no 1,151,000 | 388,000 597
Pinnacle Control 2] = -~ | None Se 0 Conors nettested | p oo e
XP-1 1YR, 4 MOS. Short Obtryx Halo 2 yes not tested
Xp-2 CAYR,65MOS)  shoit | Pionace] 0 Lyes | nottested L L 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
o XPaG | 2YRS, 11 VOS] Intermediate | Pinnaclej 0 cyes oo beoomettested o
XP-7 3 YRS, 3 MOS.| Intermediate Pinnacle 4 yes yes 847,000 | 344,000 3.95
XP-g | 4YRS,AMO] leng | Pinnace] 5  nettested | yes . | 735,000 | 326,000 | 353
XP-9 4 YRS, 4 MOS. Long Pinnacle 4 yes not tested
%P-10 CAYRS, SMOS| . Leng . Pinnacle Jiz yes _ yes 742,000 | 314000 | 391
XP-11 4 YRS, 9 MOS. Long Obtryx Halo 5 yes not tested

(Mays & Gido Report [Docket 93], at 19). However, Dr. Mays did not include the protocol or
results of the TGA or TEM in the expert report. Instead, for the TGA, he prddtiat
information to BSC in the form of his handwritten notes, which were takam fiis lab
notebook. (Mays Dep. [Docket 93-2], at 49-50).
b. Reliability

With respect to the reliability of Drs. Mays and Gido’s testing, BSC makesra
specific arguments. However, | have previously reviewed the retyabflDrs. Mays and Gido’s
testng underDaubertand found their opinions unreliable because they (1) failed to control for
error or bias and (2) did not establish or adhere to testing prot&=#sSanche2014 WL
4851989, at *26. I’'tanchezl made the following findings:

I. Lack ofControl for Error or Bias

Although plaintiffs’ counsel selected the samples, counsel explained that these

were the only Pinnacle and Obtryx samples available in the Steelgate repository

Therefore, unlikeLewis [v. Ethicon, Ind, where Dr. Klinge did not indicate

whether the meshes examined constituted a large sample size of the regository’

collection, here, these were the only samples available for testing. Funteermo

certain samples were not tested because they did notdmmeh mesh, not

because of bias. Despite the differences in these two cases, the fact that Drs. Mays

and Gido’s sample was not very large or randomly selected affects the itgliabil
of their testingSee Edwards v. EthicpiNo. 2:12cv-09972, 2014 WL 33823,
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at *39 (S.D. W. Va. July 8, 2014) (excluding plaintiffs’ expert’s analysis of pelvic
mesh explants generally). Drs. Mays and Gido “[have] given no explanation as to
whether [theirs] is a representative sample size . Therefore | have no
informaion as to the potential rate of error inherent in [their] observations.”
Lewis 2014 WL 186872, at *8. Additionally, Drs. Mays and Gido have no
knowledge of how the material they examined was explanted or how it was
preserved and handled before reaching their lab. (Mays Dep. [DocKédt 80
304-05).

Dr. Gido conducted EDS testing to differentiate between polypropyleeies fénd
biological material. In their report, Drs. Mays and Gido state that ‘fthgepce or
absence (or near absence) of nitrogededscted by EDS is the key discriminator
between clean polypropylene fibers from which valid conclusions can be drawn
or biomaterial covered fiber from which conclusions are less straigtatfdriv
(Mays & Gido Report [Docket 9&], at 31). At his deposition, Dr. Gido
acknowledged that on a relatively clean sample “there might be a little blip of
nitrogen [in the EDS] and the question is, you know, is that nitrogen statistically
significant.” (Gido Dep. [Docket 99], at 154). However, Dr. Gido never
deternined the significance of potential “blips,” although the data was available.
(Id. (“1 did not do that analysis, although the data is all there, and if that enalys
needs to be done, | would contend it is not a new opinion.”)).

Similarly, in their report Drs. Mays and Gido state that “[w]e need to base our
conclusions related to fiber degradation on clean polypropylene fibers and make
sure we are not looking at biological films coating the fibers.” (Mays & Gido
Report [Docket 948l], at 31). However, botr. Mays and Dr. Gido admit in
their depositions that their inconsistent bleach treating techniques may iede fa

to remove all biologic material from the test sampl&eeMays Dep. [Docket
99-1], at 208;see alsdGido Dep. [Docket 92], at 165). Whe asked explicitly
whether they completed a statistical analysis or calculated a rate rob&sem on

their tests, Dr. Gido admitted they did not. (Gido Dep. [Docket 98t2]54-55).

The key Daubert inquiry is “whether the analysis undergirding theperts’
testimony falls within the range of accepted standards governing homtisisie
conduct their research and reach their conclusiddaubert 1|, 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. Althougibaubertis a flexible inquiry, these facts weigh heavily against
the reliability of their opinions.

ii. Failure to Establish or Adhere to Testing Protocol

First and most simply, Dr. Mays states that “SEM is a very common tool,” but
when asked if he prepared any written methodology before completing the SEM
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testing, he admits that he did not. (Mays Dep. [Docket]9at 162). In addition,

Dr. Mays and Dr. Gido botleference Dr. Gido’s completely subjective cracking
standard he came up with for purposes of their testing. Dr. Mays admits that the
standard cannot be found in any published material, and Dr. Gido admits that he
has never created or used a cracking stahtefore. $eeid. at 18;see alsdGido

Dep. [Docket 99-2], at 161).

Expanding on the brief discussion above, while the samples were with Dr. Gido
for testing, Dr. Mays asked Dr. Gido to try bleach cleaning one of the explants to
see if it was effective(Gido Dep. [Docket 92], at 167). Dr. Gido used a 6%
bleach concentration on explanted sample Ske(id.at 193; Mays & Gido
Addendum Report [Docket 139], at 2). In comparison, Dr. Mays used a 7.8%
concentration to clean the explants and controls before tesSiegMays & Gido
Report [Docket 98], at 33). The bleach treatments were clearly inconsistent.
Additionally, Drs. Mays and Gido have no explanation as to why a discussion of
this testing was “mistakenly” omitted from their original repoNlays Dep.
[Docket 99-1], at 202).

Another mistake occurred after Dr. Gido returned the samples, and he didcovere
that he failed to conduct an EDS test on one of them, which he attributed to a
mere oversight. (Gido Dep. [9, at 214-15). Finally, Dr. Mays conducted TGA
testing on the explants to determine what additives were in the mesh, but for some
reason did not include the results in their expert rep@dmpareMays Dep.
[Docket 99-1], at 50with Mays & Gido Report [Docket 98-1]).

Although Drs.Mays and Gido performed tests that are supported by the literature,
the haphazard application of these tests, errors, and changes to their report lead t
the conclusion that their methodology is unreliable. Vigorous adherence to
protocols and controls atee hallmarks of “good scienceSee Black v. Rhone
Poulenc, InG.19 F. Supp. 2d 592, 603 (S.D. W. Va. 1998). According”RtNID

that the testing performed by Drs. Mays and Gido is unreliable, and therefore,
EXCLUDED.

Sanchez2014 WL 4851989, at *2&88. The parties in this case assert the same arguments

regarding the reliability of Drs. Mays and Gido’s testing that | adddess&anchezand |

ADOPT my prior ruling on the reliability of Drs. Mays and Gido’s testing.

2. Expert Opinions Not Based oriTesting®

®| previously allowed a joint expert reposee In re CR. Bard, Inc, 948 F. Supp. 2d 589, 644 (S.D. W. Va. 2013)
(discussing the “Exponent Experts”), and there is “no reason to thinkrétotice [is] always and inherently
impermissible” under Rule 2@®ale K. Barker Co., P.C. v. Valley PlgzZa41 F. Appx 810, 815 (10th Cir. 2013)
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a. Background

While BSC argues that Drs. Mays and Gido’s unreliable testing should be excluded
entirely, the plaintiffs respond by explaining that the testing “mem@hjictned what [Drs. Mays
and Gido] have long known because of their training, mepee, and peereviewed published
scientific literdure.” (Pls.” Mem. in Opp’n to BSC’s Mot. to Exclude Test. of PIs.” Expert (“Pls.’
Mem. re: Mays & Gido”) [Docket 134], at 4)The plaintiffs contend that both the expert report
and depositions support this explanation; however, they conveniently choose to cite only Dr.
Mays’s deposition in support of their propositioBe€id. at 4-5; see alsaMays Dep. [Docket
134-3], at 65 (“I believe all of my conclusions are ones that one could reach simply mglabk
published literature on polypropylene that's been implanted into the human bodyedmliih
the knowledge of chemistry and polymer science and the behavior of polymeric mgteitals
at 140 (“So my opinion is based on my experience as a istjeag a chemist. It's based on all
the literature we looked at. It's based also on the testing that we did in this"yejehrat 260
(“My opinion in this case, and it was my opinion before I got involved in this case, is that
polypropylene is so fundamentally susceptible to oxidative degradation'stepuor choice for
permanent implant where there’s going to be tissue ingrowth.”)).

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

opposite position. Dr. i@o explicitly states that “we’re making this statement based on our own

(explaining that “[c]eauthored expert reports ateaxactly uncommon”). For example, Barker, the Tenth Circuit
allowed a joint report when both experts “reviewed the same matermals,working together, came to the same
opinions.” Id. at 816. However, when a joint report is not built on a reliable foundatiwhjnstead, is confusing
and contradictory, it becomes problematic and potentially inadmisSkke.id.(“[I]f, for example, it isrit clear
whether both experts adleeto all of the opinions in the report and they do not delineate which opinitomg ie
which expert.” (citingDan v. United StatedNo. CIV 0125 MCA/LFG-ACE, 2012 WL 34371519, at *-3, *5
(D.N.M. Feb. 6, 2002)).

® Plaintiffs also argue that in addition to Drs. Mays and Gideliance on other sources, their testing is reliable,
which is the same argument | considered and rejected above.
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study and our own results. We're not getting it from the literature.” (Gido Dejyzkd 1342],
at 233). While Dr. Mays describes the testing as “confirmatory,” Dr. Ggldights he fact that
he completed the testing first and then “got into the literature.” (Mays Depk¢ba843], at
65; Gido Dep. [Docket 132], at 50). Dr. Gido admits that he had not reached his opinions
before testing and emphasizes how important the data was in drafting his portioeseyfart.
(SeeGido Dep. [Docket 132], at 51 (“I would suspect the samegou know, | would probably
conclude that there would likely be a problem with polypropylene, but | would not be as sure of
it as | am having seen @athat | took with my own hands and seen Dr. Mays’s data.”)). Based
on the depositions, Drs. Mays and Gido clearly have different opinions regarding tleeamatur
influence of the testing they performed.

| have determined that Drs. Mays and Gido’s testing was unreliable, anddorstates
that his opinions are based solely on the testing. Accordingf\\D that Dr. Gido’s opinions
areEXCLUDED . However, as discussed more fully below, because Dr. Mays indicates that he
relied primarily on other scieifit sources, IFIND that Dr. Mays is permitted to testify
generally about polypropylene degradation based on his experience and revielerbtiee.

b. Reliability

BSC argues that Dr. Mays’s opinions are not reliable because they atelfitidaven,
not scientific, and not fair and balanced. With respect to the argument thatais:sMexpert
testimony is litigation driven, | refer back to my above ruling that an exgdertisulation of his
opinion for the purposes of litigation does not, by itsplétify that expert’s exclusion. As |
FIND Dr. Mays’s opinions otherwise reliable, | need not address this argument.furthe

Next, BSC contends that Dr. Mays “selectively cite[s] several articles” andis]f&al
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include contrary statements or literagun [his] report.” (BSC’s Mem. re: Mays & Gido [Docket

93], at 14). | have previously reviewed the reliability of Dr. Mays’s opinions ubdebert See
Sanchez2014 WL 4851989, at *29. The parties in this case assert the same arguments regarding
the relability of Dr. Mays’s expert opinions that | addressedsanchezin Sanchezl ruled as
follows:

Dr. Mays cites eight different studies supporting his proposition that
polypropylene is not suitable as a permanent implant, many of which are the same
pee-reviewed, published literature relied upon by other experts in previous MDL
trials. SeeLewis 2014 WL 186872, at *11 (discussing plaintiffs’ expert Dr. Uwe
Klinge). Clearly these are studies reasonably relied upon in the field ah@oly
science. Additnally, Appendix C of the report lists 68 scholarly articles Dr.
Mays considered in making his opinions, as well as hundreds of other documents.
(Mays & Gido Expert Report App. C [Docket :B], at 12-22). If [BSC] take[s]

issue with Dr. Mays’s failure toewiew or cite particular documents, this goes to
the weight of his opinion, not its admissibility, and can be addressed onr cross
examination.

Sanchez2014 WL 4851989, at *51.

Finally, BSC argues that Dr. Mays’s opinions are a poor fit and would not be helful
jury because Dr. Mays was not able to correlate degradation to argalckymptoms in an
individual patient. However, as | statedSanchez

| have repeatedly held that general causation testimony, including degradation
opinions, is admissible under Rule 702, even if the plaintiffs might fail to carry
their burden as to specific causati®ee, e.gHuskey 2014 WL 3362264, at *13.
Additionally, in his deposition, Dr. Mays references complications that ¢sa ar

in patients as a result alegradation. (Mays Dep. [Docket-99 at 131 (“I'm

saying that degradation is the root cause of these devices failing to function the
way they are designed in some cases and then the device not functioning properly
is part of the problem.”). To the extent that BSC believes degradation is not
clinically significant, it may cross examine Dr. Mays on that issue.

Dr. Mays explicitly states that he relied not only on his knowledge and
experience, but also on scientific literature, which are sufficientlyabieli
methods of forming his particular opinion. AccordinglysIND that Dr. Mays is
permitted to testify generally that polypropylene is susceptible to oxidatidn a
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degrades, without specifically referencing the unreliable testing he condvitited
Dr. Gido.

Sanchez2014 WL 4851989, at *552. Therefore, ADOPT my prior ruling on Dr. Mays, as
stated inSanchezandFIND that his opinions based on his experience and review of scientific
literature should not be excluded.
3. State of Mind

Dr. Mays offerstwo opinions regarding BSC's state of mind and its knowledge of risks
associated with polypropylene&sdeMays & Gido Report [Docket 93], at 5 (“BSC did not take
into account polypropylene’s propensity for oxidation during design of its Pinnacle anc Obtr
mesh.”);id. at 17 (“If the developers of Pinnacle and Obtryx were ignorant of this infanmeti
implantation of PP materials then they were incompetent to be in their line of busirieey
were aware of these facts and chose to proceed anyvegywitre taking an unconscionable,
calculated gamble with the lives and wellbeing of others for the sake of their ofits.f)). As
| previously discussed, expert opinions on BSC’s knowledge or state of mind are not helpful to
the jury.SeeFed. R. Evid. 702. Therefore, these opinionEEXELUDED .

4. Legal Opinions

Dr. Mays offers two opinions that draw legal conclusions from the fefgeeMays &
Gido Report [Docket 93], at 17;id. at 19 (“The results of our own testing completely support
and greatly sengthen this opinion that choice of PP as the material for the explants vae teste
rendered them unacceptably susceptible to degradation and wasn¢bugpetent and or
negligent”) (emphasis added)). In the Fourth Circuit, “opinion testimony that statiegal
standard or draws a legal conclusion by applying law to the facts is generally Sadodiii
United States v. Mclved70 F.3d 550, 562 (4t@ir. 2006). Whether BSC failed to act as a
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reasonable and prudent medical device manufacturer is a qufsstithe jury. To be clear, Dr.
Mays may offer opinions that, as a polymer scientist, he does not believe thedisisadable
to serve as a permanent implant, but his opinions cannot be phrased as legal conclusions.
Therefore, these statements BXCLUDED.

In conclusion, BSC’s Motion to Exclude the Opinions of Drs. Mays and Gido [Docket
92] isGRANTED IN PART andDENIED IN PART .

E. Motion to Exclude the Opinions & Testimony of Emery Salom, M.D., FACOG

Dr. Salom, a licensed urogynecologist in Floridagan treating Plaintiff Dotres in 2008
when she complained of uterine and bladder prolapse. Dr. Salom treated her conditithre wit
Pinnacle mesh implant. Plaintiff Dotres offers Dr. Salom to testify about hisieation of Ms.
Dotres, his treatment of Ms. Dotres’s condition with the Pinnacle mesh systenotfies’s
postsurgery complications, and his opinion regarding the cause of Ms. Dotres'supgsty
pelvic pain and dyspareunia.

BSC asserts two challenges to Dr. Salom’s opinion testimony, BB argues that the
plaintiff failed to submit a proper expert report under Federal Rule of Civil éuoee6(a)(2),
and so the court must limit Dr. Salom’s testimony to opinions based solely on his care and
treatment of Ms. Dotres. Second, BSC maintains that even if the court excusepriby@erm
expert report, Dr. Salom’s testimony must nevertheless be limited in accowidéimézauberts
reliability and relevancy requirements. For the reasons discussed beB@Ws Bnotion is
DENIED.

1. Federal Rule of Cvil Procedure 26(a)(2)(B)

Under Rule 26, “a party must disclose to the other parties the identity of angsmtne
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may use at trial.” Fed. R. Civ. P. 26(a)(2)(A). Furthermore, “if the \8&ne one retained or
specially employed to provide expert testimggd a party must accompany this disclosure with a
written report detailing “a complete statement of all opinions the witness will sxpred the
basis and reasons for them.” Fed. R. Civ. P. 26(a)(2)(B). Failure to provide this imorma
results in exclusion of the witness at trial “unless the failure was subByapisified or is
harmless.” Fed. R. Civ. P. 37(c). Regarding the testimony of treating @Ensitiocal Rule 26.1
provides that the disclosures required under Rule 26(a)(2)(B) “shall not be requiredioigpisy

and other medical providers who examined or treated a partyless the examination was for
the sole purpose of providing expert testimony in the case.” L.R. Civ. P. 26.1. When a Rule
26(a)(2)(B) disclosure is not required,iasisually the case for treating physicians, parties must
supply a less stringent disclosure under Rule 26(a)(2)(C), stating the sulbjiet of the
testimony and providing a summary of the witness’s opinion testimony. Fed. R. Civ. P.
26(a)(2)(C); see &0 Fed. R. Civ. P. 26 advisory committee’s note (explaining that Rule
26(a)(2)(C) frequently applies to “physicians or other health caregsiofels . .who do not
regularly provide expert testimony”).

In accordance with these rules, Plaintiff Dotsabmitted a Rule 26 Expert Report for Dr.
Salom (“the Report”). [Docket 9%5]. BSC asserts that the Report constitutes a Rule 26(a)(2)(C)
disclosure rather than the required Rule 26(a)(2)(B) disclosure. Although the fiymeeof
report would be appropta if Dr. Salom’s testimony focused solely on his treatment of Ms.
Dotres, BSC argues that Dr. Salom’s offered opinion addresses informatiaedbtsiscope of
his treatment of Ms. Dotres such that the plaintiff should have submitted a fult&alg2)B)

report. Because the Report does not comply with Rule 26, BSC asks this court to exclude all

43



testimony that goes beyond his treatment of Ms. Dotres. Specifically, im Szhould be
precluded from testifying that (1) “there is little long term datahtow that the benefits of mesh
augmented procedures outweigh the risks associated with mesh relatedi@®oednpared to
native tissue repairs”; and (2) “the sacrospinous ligament fixation adedirby the Boston
Scientific Pinnacle Kit can cause nerdamage that may result in pain in the-S2 nerve
distribution.” BSCs Mem. in Supp. of Mot. to Exclude the Ops. And Test. of Dr. Emery Salom
[Docket 95] (‘BSC’'sMem. re: Salom”), at 5).

In response, the plaintiff has agreed to omit these two disputed opinions from her
guestioning of Dr. Salom.SgePl.’s Resp. in Opp’rto BSCs Mot. to Exclude the Ops. And
Test. of Dr. Emery Salom [Docket 127] (“Pl.’s Resp. re: Salom”), at 6). Additigntdlky
plaintiff has assured the court that she will limit Dr. Salom’s opinion testimony tecatlsation
of injuries sustained by his patient, Ms. Dotres, as requirekh log C. R. Bard, Inc(ld. at 5
(citing In re C. R. Bard, In¢.948 F. Supp. 2d 589, 6467 (S.D. W. Va. 2013)). In reliance on
these assurancesDENY BSC'’s motion on Rule 26 grounds.

2. DaubertChallenges to Dr. Salom’s Testimony

| now turn to BSC’sDaubertchallenges to Dr. Salom’s testimony. First, BSC seeks to
exclude Dr. Salom’s opinion on the alleged risks of implanting the Pinnacle withoutlpgrope
cutting it. BSC asserts that Dr. Salom’s testimony about what might tegweened had he

conducted the implantation surgery differently fails the relevancy prompobertbecause it

" The plaintiff also attempts to argue that beceBS€ has not filed a Rule 26 report to disclose Dr. Salomnas a
expert BSCshould be “prohibited from seeking any opinion testimomyany subject from Dr. Salom(Pl.'s Resp.

re: SalomDocket 127], at 3). Rule 26 only applies to the parteiirfig the witness as an exp&eeFed. R. Civ. P.
26 (a)(2)(A) (“A paty must disclose to the other parties the identity of any witite®gay useat trial to present
[exper] evidence.”) (emphasis adde®)aintiff Dotres offers Dr. Salom as an expert witness, and onlhahe¢he
obligation to disclose him as an expert en®ule 26 BSCis free to cross examine Dr. 8al’s opinions without
having to file a Rule 26 report. If, however, BSC seeks to call Dr. Salom epant witness for the defense, then
BSC must file a proper Rule 26 report.
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does not relate to what actually happened in Ms. Dotres’s cas#ifPl2otres has agreed to not
elicit any opinions from Dr. Salom related to the risks of implanting the Pinnacleuwithtting

it properly. SeePl.’s Resp. re: Salom [Docket 127], at 6). As sucBENY BSC'’s argument
underDaubertwith respect to thispinion.

Second, BSC seeks to exclude Dr. Salom’s testimony about Ms. Dotres’s current
condition, even though Dr. Salom has not treated Ms. Dotres since March 2012. BSC contends
that Dr. Salom’s opinions on Ms. Dotres’s current medical condition constitute “notiong
than inadmissible hypothetical speculation and should be exclud@8Cq Mem. re: Salom
[Docket 95], at 9)Plaintiff Dotres has agreed not to elicit opinions from Dr. Saddrout Ms.
Dotres’s condition since the last time he treatedimérarch 2012. $eePl.’s Resp. re: Salom
[Docket 127], at 6). Therefore, JENY BSC’s argument undddaubertregarding Dr. Salom’s
testimony to this effect.

| quickly address the plaintiff's primary response to BSC’s motion to excluigiehvis
that if the plaintiff is “limited or precluded from eliciting testimony that is not derived
exclusively from Dr. Salom’s care and treatment of Ms. Dotres, then Bostontifscienust
obviously also be so limited.Id. at 3). BSC will of course be bound by the &ad Rules of
Evidence in its questioning of Dr. Salom at trial. First, BSC’s eexsgnination of Dr. Salom
will be limited by the scope of the plaintiff's direct examinatiSeeFed. R. Evid. 611*Cross
examination should not go beyond the subject enaif the direct examination and matters
affecting the witness’s credibility.”)in the event that BSC’s crogxamination violates Rule
611, the plaintiff may object at trial. Second, if BSC calls Dr. Salom as a fa@sajtit must

demonstrate that Dr. Salom has “personal knowledge” of the subject matter. .FEdidR
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602(a). If the plaintiff wishes to challenge Dr. Salom’s personal knowledge démmwffactual
testimony, she may raise the objection at trial. And under Rule 26, BSC maallriot. Sdom

as an expert witness for the defense at trial because BSC has not fildel 26Rlisclosure. In
sum, the substance of a cr@ssamination leaves a great deal to the court’s discretion, and
guestions asked during a deposition do not necessarily refleat will develop at trial.
Therefore, thidDaubertruling is not the proper forum for the concerns raised in the plaintiff's
response, and the plaintiff should object at trial if warranted.

For the reasons set forth above, BSC’s Motion to Exclude the Opinions and Testimony of
Dr. Salom [Docket 94] iIDENIED.

F. Motion to Exclude the Testimony of Dr. Peggy Pence, Ph.D.

Dr. Pence works as a clinical and regulatory consultant, providing “advice, guidanice
product development services to pharmaceutical/lsiophceutical and medical device
companies in the areas of strategic planning, preclinical testing, clinical tledggn and
conduct, and regulatory matters involving the [FDA].” (Pence Report [Dogkdf, at 1).
During her career, she has accumulakedwledge about and experience with the testing
requirements for medical devices; the development and content of product labeling; and the
procedures necessary to comply with regulatory and industry standards, includengahfisth
by the FDA. Gee id.at 14). In this matter, Dr. Pence offers four opinions: (1) BSC did not
conduct adequate testing of tRenacleproduct prior to placing them on the market; (2) the
Pinnacleproduct was inadequately labeled; (3) patients could not adequately congbat to

surgical implantation of th@innacledue to the misbranding of these products; and (4) BSC
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failed to meet the posharket vigilance standard of care for their products, leading to further
misbranding. BSC seeks to exclude Dr. Pehtastimony in itentirety.

| have previously reviewed the opinion testimony of Dr. Pence ubDaebert. See
Sanchez et al. v. Boston Scientific Cpigo. 2:12cv-05762, 2014 WL 4851989, at *326
(S.D.W. Va. Sept29, 2014). The reasoning Banchesubstantially reflect the courts view of
this issue as presented here. To the extent that there are differences in factbarsd tevehcourt
does not find them sufficiently material as to the ruling on Dr. Pence. TheréfDOPT my
prior ruling on Dr. Pence as follovesd therebyYGRANT IN PART andDENY IN PART her
expert opinion.

1. Dr. Pence’s Qualifications

| first address BSG argument that this court should exclude Dr. Pasnopinions
because she lacks the qualifications necessary to make them. BSC maintains FeaxtcEs.
work as a researcher and consultant does not qualify her to opine about tharshfsfficacy of
mesh products, as she attempts to do in her expert report. Irs B&#W, without a medical
degree and without experience in the development of polypropylene mesh, D sRgmc®ns
on BSC’s medical devices cannot withst&ralbert

In Sanchezl ruled as follows, andADOPT that ruling here:

The absence of a medical degree on Dr. Penoariculum vitae does not call

into doubt Dr. Pence demonstrated knowledge about and experiemitie

medical devices like the Pinnacle. Dr. Pence has over forty years of experience in

the research and development of medical devices. (Pence Report [Dockét 118

at 1). Over that time, she has accumulated knaydedat is relevant to this case,

such as the design of clinical trials for diseases of the female genitinsybe

clinical testing of novel medical devices, and the content of product labeling.

Accordingly,. . .1 FIND that Dr. Pence is qualified to render the opinions set

forth in her expert report, including her opinions about the safety and efficacy of

mesh products and the sufficiency of BSC’s product branding.
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Sanchez2014 WL 4851989, at *33.
2. Dr. Pence’s Opinions on Appropriate PreMarket Testing

Having found that Dr. Pence is qualified to offer these opinions, | next address whether
her opinions are relevant and reliabteher report, Dr. Pence opines:

BSC should have performed adequate preclinical and clinical testing of the

Obtryx Sling and Pinnacle PFR Kits prior to marketing to ensure the devices were

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

below the standard of care required of a reasonably prudent medical device
manufacturer.
(Pence Report [Docket 911, at 44). In reaching this conclusion, Dr. Pence considered the risks
associated with polypropylene megth at 31-36); the statements in Material Safety Data Sheets
provided by the polypropylene supplier in 2004 indicating that polypropgleoeld not be used
for permanent implantation in the human botly &t 36-40); and the developmental history of
BSC productsid. at 41-43).

In Lewis, et al. v. EthicqrDr. Pence gave a similar opinion. No. 2th24301, 2014 WL
186872, at *1819 (S.D.W. Va. Jan.15, 2014). She opined that the defendant did not conduct
the required investigative tests on the specific risks of a transvaginal nogsictpbut she failed
to support this opinion with any authority suggesting that the performance of stEhwaes
neededld. at 18. Without a reliable foundation, | excluded Dr. P&noginion as unreliabléd.
at 19. Here, BSC argues that Dr. Péaoexpert report should again be excluded as unreliable
because it fails to point to any authority requiring BSC to perform the testPth&ence
believes should have been conducted. The plaintiffs counter that Dr. Pence hashevispdrt
to fix the deficiencies identified ihewis. This time around, the plaintiffs argue, Dr. Pence has

“clearly demonstrat that her methodology and opinions were not based updprbéssional
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opinion’ alone” and instead arose from her review of a “voluminous amount ofrgpeewed
scientific articles, data, government codes and regulation, deposition testinoerdegd in this
litigation, and internal documents received from BSC.” (RR&sp. in Opjm To BSC’'s Mot. to
Exclude Dr. Peggy Pence [DocKet?], at 5).

In Sanchezl agreed with the plaintiffs and concluded that

Dr. Pencés bolstered expert report [Docket 11Bhas tempered my previous
concerns about the reliability of her opinion on this issue. Dr. Pence has cited to
multiple sources that stress the importance of running clinical trials before
incorporating mesh materials into a surgical product. For instaheejescribes a
2006 study conducted by the French National Authority for Health (*HAS”), in
which it evaluated the safety and efficacy of vaginally implanted mesthéor
treatment of genital prapse. (Pence Report [Docket 118 at 9). HAS
concluded that “the use of mesh implants for transvaginal correction of genital
prolapse remained a matter of clinical research” and recommended prospective
studies on the anatomical and functional outcomes of mesh implantation, the mid
to longterm effects, possibladverse events like erosion, and the management of
erosions and retractions.ld( at 10). Dr. Pence also discusses the
recommendations of the National Institute for Health and Care Excellenad whi
include the warning that transvaginal mesh repair “should be used with special
arrangements for clinical governance, consent and audit or reseé&icht’43).

In contrast withLewis Dr. Pencés opinion in this case is backed by authoritative
studies that recommend the performance of clinical trialsl@mgiterm follow
ups before using polypropylene mesh. Thus, her opinion on the inadequacy of
BSCs premarket testing is more than a bare declaration of her professional
opinion. Accordingly, IFIND that Dr. Pences methodology is reliable under
Daubertand DENY BSCs motion with respect to this opinion.
Sanchez2014 WL 4851989, at *34.ADOPT this ruling here.
3. Dr. Pence’s Opinions on the Adequacy of BSC’s Product Labels
Dr. Pence proffers two opinions regarding the labeling ofPiin@acle First, she tmtes
that “BSC marketed [these products] without adequate instructions for use througHdetahe
these products. ., in particular, without adequate warnings, precautions, and information about

the likelihood and extent of potential risks.” (Pefeport [Docketd7-1], at 62). Second, she
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states that “patients implanted with the Obtryx Sling onnBcle mesh were prevented
from . . .giving true informed consent as a result of BS@adequate professional and patient
labeling.” (d. at 63). She then offers a list of warnings and risks that she believes should have
been included in the products’ instructions for use (“IFU”) and patient brochures.

BSC asserts that these opinions should be excluded because they relate’so BSC
deviation from the branding requirements of the Food, Drug, and Cosmetic Act (“fFDCA
which is irrelevant in this case and consequently unhelpful to the jury. The ptaagriée that
whether BSC violated the FDCA is not relevant and that Dr. Pence will not offer anropmi
that issue. The plaintiffs stress, however, that Dr. Pertestimony about labeling is relevant to
the plaintiffs failure to warn claim. To assess the validity of this claim, the jury will need to
understand what information should be included Rtvd and patient brochures but was not
included by BSE&-the plaintiffs argue that Dr. Pence can provide such understanding to the jury.
| agree that such testimony might help guide the jury in reaching a verditiese state law
claims, which consider the appropriateness of product labeling, and as such, her opinions are
relevant® See, e.g.Church v. Wessor885 S.E.2d 393, 396 (W/a. 1989) (explaining that in
failure to warn cases, “the focus is not so much on a flawed or physicalicoradithe product,
as on its unsafeness arising out of failure to adequately label, instruct rot (gaoting
Morningstar v. Black & Decker Mfg. Ca253 S.E.2d 666, 682 (Wa. 1979))).

BSCadds that even if Dr. Periseopinions on BSG labeling practices are relevattiey

lack a reliable basis. In BSE€ view, Dr. Pence does not provide any authority supporting her

8In Lewis, et al. v. Ethicorinc., | concluded that Dr. Pence’s opinions on product labeling woetaftise and
mislead the jury” because the state law claims of failure to warn no longéeceia the case. 2:4-4301, 2014
WL 186872, at *19 (S.D. W. Va. Feb. 3, 2014). Here, hawgthe failure to warn claim is still pending, and so my
conclusions irLewisare inapposite on this point.
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assertion that BS€ labeling fell short of the standard of care, and instead, she simply ihsists t
BSC “should have gone further.B§C’s Mem. in Supp. of its Mot. to Exclude the Ops. and
Test. of Peggy Pence (“BSCMem. re: Pence”) [Dock&7], at 8 (quoting Pence Dep. [Docket
97-3], at 328:3)). In response, the plaintiffs point to Dr. Penosliance on medical publications
and the FDAs Manufacturer and User Facility Device Experience database as evidence that Dr.
Pence supported her opinions with authoriBedPence Report [Docket 91, at 49-50).

Again, the reasoning iBanchezeflects the cours view of this issue as presented here,
and IADOPT the Sanchezuling as quoted below:

Indeed, Dr. Pence cites to various publications and data throughout her
report. However,the information she referencesiterature and data on the
reported complications associated with Pinnacle meakles not go to thheart
of her opinior—that BSC failed to meet the “standard of care required of a
medical device manufacturer” in its deficient labeling of its prodidttaf 63). In
other words, although this authority demonstrates that complications atatirre
does not provide any guidance as to whether these complications should have
been included as warnings in the Pinnacld-U. Eliminating this peripheral
information, Dr. Pence is left witlpse dixitsources like “the standard of care”
(id.) and “a matter of ethics’id. at 61), both of which fall short ddauberts
reliability prong. See Daubert509 U.S. at 594 (explaining the importance of
ascertainable “standards” to govern the expemiethodology in reaching his
opinion).

Dr. Pence also utilizes FDCArovisions and FDA regulations to craft
criteria for the information that should be included in medical device labeling.
(SeePence Report [Docket 148, at 62 n.25¥59, 63 n260-61). As explained
above, this may very well be relevant to the state law claim of failure to warn.
Daubert however, advises courts to keep in mind the other rules of evidence
when evaluating expert testimoree Daubert509 U.S. at 595 (“Throughout, a
judge assessing a proffer of expert scientific testimony under RulehtQ®l s
also be mdful of other applicable rules. ). Rule 403, which permits exclusion
of relevant evidence “if its probative value is substantially outweighedbhyger
of unfair prejudice, confusion of the issues, or misleading the jury,” Edavid.

403, carries particular significance iDaubert decisions because “[e]xpert
evidence can be both powerful and quite misleadiBguibert 509 U.S. at 595
(internal quotations omitted). Here, expert testimony about the requirements of
the FDCA, which are nait issue in this case, could lead to more confusion about
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the failureto-warn claim than enlightenment. The jury might think that the FDA
regulationggovernwarning requirements in [West Virginia], whereas Dr. Pence is
actually using the FDA regulations asnaodel for the contents of labeling
materials. Given that the probative value of expert testimony on FDA
requirements is substantially outweighed by tis& of jury confusion, | cannot
admit Dr. Pence testimony as it relates to the FDCA or FDA regulati@ee
Lewis v. Johnson & JohnspfA91 F. Supp.2d 748, 755 (S.DW. Va. 2014)
(agreeing that “alleged shortcomings in FDA procedures are not probateve t
state law products liability claim”) (internal quotations omitted).

In sum, the only basis for Dr. Pens@pinions on the adequacy of BSC
product labeling is violation of the FDCA and FDA regulations. Such a violation,
however, is not probative to the claims at issue. Moreover, asserting a violation of
the FDCA is a legal conclusion, not an expert opinion. Accordingly, Dr. Pence
opinion testimony on BSG labeing practices, both in the IFU and the patient
brochure, i€EXCLUDED.
Sanchez2014 WL 4851989, at *35-36.
4. Opinion on Postmarket Vigilance

In her last opinion, Dr. Pence proffers that BSC “deviated from the standard of dtre by
failure to report to [the] FDA a number of adverse events that met theacfiteMedical Device
Reporting, rendering the Obtryx and Pinnacle devices misbranded as a réailireto furnish
information requested under Section 519 of the FDCA€&efPence Report [Dockéd7-1], at
83). BSC argues that whether BSC “reported adverse events teDiAehas no beang on
whether Boston Scientific provided adequate warnings or whether the Pinnacle acdeléf
(SeeBSC's Mem. re: Pence [Dockét], at 9).

For the reasons explained$anchezl, agree with BSC.

Dr. Pence cites to FDA public health notificatione #DA's corporate warning

letter to BSC, and the FDC# Medical Device Reporting regulations. Contrary to

the plaintiffs assertions, however, the FDG&GAreporting requirements and BSC

alleged violation of them have minimal relevance. First, the plerti&ve not

brought any claims concerning the FDCA. Second, even if an explanation of

BSCG-FDA communications could shed light on the state law claims at issue,

testimony on whether or not BSC complied with the FDCA would constitute an
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impermissible legal a@nclusion rather than an expert opinion. And

finally, . . .opinion testimony on the labyrinth of reporting regulations within the

FDCA has little probative value compared to the substantial risk of jury

confusion, particularly when both parties agree twdiether, how, and when

BSC communicated safety information to the FDA is irreleva®eePls. Resp.

re: Pence [Doket 122], at 17). Accordingly,. .| EXCLUDE Dr. Pencés

opinions on postnarket vigilance.
Sanchez2014 WL 4851989, at *36.

In conclsion, Dr. Pence can testify on prarket testing, but her opinions on the
adequacy of product labels and the reporting of adverse events to the FPRCGIT6DED . As
such, BSGCs Motion to Exclude Peggy Pence [Doclaf] is GRANTED IN PART and
DENIED IN PART .

G. Motion to Exclude the Testimony of Dr. Mark Slack & Motion for Leave to File
Supplemental Brief to Its Motion to Exclude Testimony of Dr. Mark Slack

Pending before the court are two motions by BSC regarding Dr. Mark Slack. The first
[Docket 98] is a typicaDaubertmotion seeking to limit the opinions of Dr. Slack. The second
[Docket 147] is a Motion for Leave to File Supplemental Brief to Its Motion Xdugle the
Testimony of Dr. Mark Slack (“Motion for Leave”). In its Motion for LeaBSC seeks to file a
supplemental brief in light of Dr. Slack’s deposition, which had not taken place antheftthe
original filing. However,becausd GRANT BSC’s Daubert motion regarding Dr. Slaclas
discussed below, no further briefing is necessary. Accordingly, BSC’s Matiohefave is
DENIED.

Dr. Slack is a consultant gynecologist and practicing urogynecologisteirUttited
Kingdom. (Slack Report [Docket 95, at 1). Eightyfive percent of his daily practice involves
dealing with the management of prolapse and incontinemdg. Dr. Slack opines on the
following topics as they relate to BSC’s mesh products: (1) pelvic flooorayaand pelvic floor
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dysfurction; (2) research and testing necessary for marketing and launch;e@)odis for use
(“DFU”); and (4) physician training.ld. at 5). BSC does not challenge Dr. Slack’s opinions
regarding pelvic floor anatomy and pelvic floor dysfunction. BSC seeksdlude Dr. Slack’s
opinions on the remaining three topics because he is unqualified and fails to offeliaig re
basis for his opinionsBSC’s Mem. of Law in Supp. of its Mot. to Limit the Ops. & Test. o

Mark Slack, M.D. [Docket 99], at-R). Additionally, the defendant contends that Dr. Slack’s
report largely consists of improper expert testimony including: (1) nagraéstimony; (2)
conclusory statements regarding BSC'’s state of mind; and (3) improper legalscams: (d. at

2). As discussed below, Dr. Slack’s opinions should be excluded to the extent challenge and,
accordingly, BSC’s motion to limit his opinions@GRANTED.

Much of Dr. Slack’s export report is a narrative review of corporate documents and his
opinions are riddled withimproper testimony regarding BSC’'s state of mind and legal
conclusions. $ee, e.g.Slack Report [Docket 99], at 13 (“Boston Scientific had an obligation
to critically evaluate all of the potential complications and their consequeimcesder to
adequeely warn physicians and patients. Boston Scientific did not satisfy thegatiblh by
failing to study the grave consequences of attempting to treat mesh coimmicand did not
recognize or admit that the devices might introduce too much risk and should be stémlied be
being marketed.”)id. at 16 (“Boston Scientific recognized the problems created by not having
clinical data supporting the use of its productsit); at 19 (“In March 2007, the Boston
Scientific clinical affairs department knew thia woman suffered erosion or exposure of mesh
the consequences could be severe including the need for follow up invasive surgery. This

potential significant risk, with the root cause being the mesh itself, waséordsy Boston
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Scientific before markeng a single Pinnacle device.”)d. at 20 (“It appears that as early as
2003, Boston Scientific knew that there could be problems with the polypropylene mesht”);

21 (“Boston Scientific was aware of the significant role physician trainisgwhth respect to
patient safety.”)id. at 22 (“Boston Scientific knew prior to the time these products were placed
on the open market that surgeon technique could impact surgical outcatheat)23 (“It was
Boston Scientific’'s goal to create a standardizegdroducible surgical technique.”). In fact, an
entire section of Dr. Slack’s report is about how BSC possessed the same knowlduge as
scientific community regarding the safety and efficacy of pelvic floor pitsdicefore
introducing their product intthe market.If. at 16-12).

Dr. Slack also opines on what course of action BSC should have taken; however, the
majority of Dr. Slack’s opinion simply recites what BSC did or did notS#eln re Fosamax
Prods. Liab. Litig, 645 F. Supp. 2d 164, 192 (S.D.N.Y.02) (“An expert cannot be presented
to the jury solely for the purpose of constructing a factual narrative baseue aedord of
evidence.”). As | previously discussed, expert opinions on BSC’s knowledgepttaind, and
legal conclusions are not appropriate subjects of expert testimony. Therefseeppi@ons are
EXCLUDED, and BSC’s Motion to Exclude the Testimony of [@#ack [Docket 98] is
GRANTED .’

H. Motion to Exclude the Testimony of Dr. R. Brian Raybon

Dr. Raybon is a board certified physician in obstetrics and gynecology, spegiahz

female pelvic and reconstructive surgery since 1998. (Raybon Report [Dock}, 22111).

BSC brings two challenges to Dr. Raybon’s testimony. First, BSC contead®t. Raybon’s

%Because Dr. Slack’s impermissible state of mind opinions perrhea@mntire expert report, | need not address the
remainder oBSC’sspecificobjections based on reliability.
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general causation apbns regarding the properties of mesh lack the support of reliable facts or
data. Second, BSC argues that Dr. Raybon did not conduct a proper differential diaghesi
specific causation assessment of Ms. Dotres. Thus, BSC asks this court to exdtutiee bot
general and specific causation testimony of Dr. Raybon. For the followaspms, IGRANT
IN PART andDENY IN PART BSC’s motion to exclude. [Docket 101].
1. General Causation Opinions

Dr. Raybon provides several general causation opinions regaldirginiical effects of
the Pinnacle product. He opines that there is an “ongoing irritation of neorasttie body’s
reaction to the Pinnacle mesh”; that Pinnacle mesh causes “chronic inflamimatoimg to
“an environment where pain receptors are repeatedly stimulated”; and that Pineslclereates
a “toxic environment” resulting in the loss of nerve function. (Raybon Report [Docket]18i
15). BSC argues that these opinions have “no scientific basis and should be excluded under
Daubert asipsedixit opinions. BSC’'sMem. in Supp. of Mot. to Exclude the Ops. and Test. of
Dr. Brian Raybon [Docket 101] BSC’s Mem. re: Raybon”), at 5).

BSC compares Dr. Raybon’s opinion to that of Dr. Zolnoun, the plaintiff's expbrtran
Bard. | excluded Dr. dlnoun’s general causation opinion because it centered on “nothing more
than her personal, unscientific observations and opinion that ‘it's obvious’ that meshrarms a
sharp and can serrate or tear nervesre C. R. Bard, In¢.948 F. Supp. 2d 589, 604 (S.D. W.
Va. 2013). According to BSC, Dr. Raybon’s general causation opinions similarly feave
scientific basis and arise solely from his own observations, and so his testimony kaoul
excluded.

In response, the plaintiffs contend that Dr. Raybon’s expginion is similar to Dr.
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Steege’s opinion irHuskey v. Ethicon, Incand Edwards v. Ethicon, Inc.whose general
causation opinions | allowed, even though he had never performed a mesh procedurégedonduc
studies on implantation of mesh, or examined the biomechanical properties ofHuskéy v.
Ethicon Inc., 2:12cv-05201, 2014 WL 3362264, at *3#5 (S.D. W. Va. July 8, 2014);
Edwards v. Ethicon, Inc2:12¢cv-09972, 2014 WL 3361923, at *5 (S.D. W. Va. July 8, 2014).
In those cases, | found that [Bteege’s extensive knowledge compensated for his lack of
experience with pelvic meskee Huskey2014 WL 3362264, at *14 (finding that Dr. Steege’s
report and curriculum vitae demonstrated his knowledge of “the etiology of probleatsatsd
with the inplantation of mesh products in gynecological surgery”). In an attempt to analogize
Dr. Raybon’s qualifications with that of Dr. Steege’s, the plaintiffs recount Raybon’s
extensive experience with pelvic mesBeéPIs.” Oppn to BSC’s Mot. to Exclude the Ops. and
Test. of Dr. Brian Raybon [Docket 128], at&4(outlining Dr. Raybon’s curriculum vitae and
deposition testimony about his qualifications)). From this list of experiemzkdraining, the
plaintiffs assert that Dr. Raybon should be allowed to render expert opinions on theyaiiolog
complications associated with the Pinnacle device.

Acknowledging Dr. Raybon’s demonstrated experience as a physicianythedess find
that his general causation opinions do not withstand the Supreme Cowttsvds inDaubert
First, Federal Rule of Evidence 702 allows a witness to provide expert opiniomot@gnly to
the extent that the testimony draws from the expert’'s knowledge and s&pEdd. R. Evid. 702
advisory committee notes. EdwardsandHuskey for example, Dr. Steege had an extensive and
demonstrated background in the causes of pelvic gawards 2014 WL 3361923, at *46.He

specialized in the etiology of chronic pelvic pain, vaginal pain, and sexual pain, angghe ta
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courses on theubject.See Edwards2014 WL 3361923, at *5. Thus, Dr. Steege’s testimony
about the nerve trauma that can result from mesh implantation was dobper. Raybon’s
opinion testimony, on the other hand, goes beyond his experience with pelvic mesmata i
specialist in the etiology of pelvic and vaginal pain, and his awarenessy ael@ationship
between nerve trauma and mesh products is limited to his experience in diadiftengto
twenty postimplantation patients. Accordingly, Dr. Raybon’s knowledge, though extensive with
respect to the mechanics of pelvic surgery, does not qualify him to opine on the cause of ne
trauma in the pelvisSee Gen. Elec. Co. v. Join&g22 U.S. 136, 146 (1997) (“A court may
conclude that there is simply too great analytical gap between the data and the opinion
proffered.”).

Furthermore, Dr. Raybon’s general causation opinions do not satisfy the itgliabil
requirements oDaubert Dr. Raybon’s opinion that the Pinnacle mesh causes nerve irritation,
chronic inflammation, and stimulation of pain receptors is based solely on hiseexgeas a
physician. In his deposition, Dr. Raybon concedes that he did not “reference al®eg’amtic
making his opinion because his testimony is based on “knowledge and opinidmghe
accumulated over the last several [] years.” (Raybon Dep. [DockeB]128 161:1518). Dr.
Raybon performed no tests or experiments to come to his conclusions nor has he subynitted an
relevant work to peer review. Thigse dixitdoes not surviv®auberts scrutiny.SeeGen. Elec.

Co, 522 U.S. at 146 (“[N]othing in eithédaubertor the Federal Rules of Evidence requires a
district court to admit opinion evidence that is connected to existing data origipge dixitof
the expert.”). Accordingl, | EXCLUDE Dr. Raybon’s general causation testimony about the

etiology of Pinnacle meslseeBrown v. Burlington N. Santa Fe Ry. CNo. 132102, 2014 WL
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4257854, at *9 (7th Cir. Aug. 29, 2014) (“[E]xperience without reliable, testable methodology is
not sufficient.”).

BSC also objects to Dr. Raybon’s testimony that “at least 30% of [his] matleneloped
complications related to Pinnacle mesh, including mesh extrusions and BS&s Mem. re:
Raybon [Docket 101], at 6). This testimony fails unther same rationale described above. Dr.

Raybon provided no objective data to back up this assertion and instead simmlyorelie

memory.
Q: In order to generate this report, did you go back and try to count how many
women you actually used the Pinnaci@ i
A: No. ... This is based on memory.

(Raybon Dep. [Docket 128], at 145:1924). Based on his memory, Dr. Raybon stated that he
used Pinnacle on fifteen to twerfiye patients, and he “sat on” a guess of twenty patients when
calculating the 30% complication ratéd.(at 146:3). Dr. Raybon conceded that in calculating
this percentage, he did not review medical records of any sort but was “veryecththat six
of his estimated twenty patients had complications with Pinnacle niesat {48:10).

| have previously rejected testimony of this sort that arbitrarily statesnalication rate
without explaining the method of doing s®ee Lewis, et al. v. Ethicon, In€:12MD-02327,
2014 WL 186872, at *8 (S.D. W. Va. Jan. 15, 2014) (excludiegetinor rate testimony of Dr.
Klinge). Expert opinion must “be connected to data by something more thanithedibecause
| say it is so’ of the expert.Holesapplev. Barrett, 5 F. App’x 177, 180 (4th Cir. 2001).
Accordingly, IEXCLUDE Dr. Raybon’s testimony on the complication rate of his patients.

2. Specific CausationOpinions
Dr. Raybon also provides a casgecific assessment of Ms. Dotres in his expert report.
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[Docket 1011]. After reviewing the medical history and deposition testimony of Ms. Dotres, Dr.
Raybon opines that “[tihe voiding dysfunction, pain and defecatory problems. thists.
Dotres] currently experiences are, to a reasonable degree of medical certaintythéumngoing
irritation of nerves from the body’s reaction to the Pinnacle mesh.” (Raybon REuukejt
1011], at § 5). BSC argues that this court should exclude Dr. Raybon’s specific causation
testimony because he did not conduct a proper differential diagnosis in reachioigchision.

BSC first assertthat Dr. Raybon’s differential diagnosis is inadequate because he did not
examine Ms. Dotres or interview her, instead basing his opinion solely on reviewrétesal
history and her deposition. Although performance of physical examinations typsogtiests
that the differential diagnosis is reliabkee Westberry v. Gislaved Gummi,AB8 F.3d 257,

262 (4th Cir. 1999), in some instances, “a physician may reach a reliable diffed@adr@osis
without personally performing a physical examinatioGdoper v. Smith & Nephew, In@259

F.3d 194, 203 (4th Cir. 2001). Thus, Dr. Raybon’s failure to physically examine Ms. Dotres does
not, in itself, render his differential diagnostic unreliable, especiallyidemsg that he reached

his opinion by studying the records of other medical practitioners who examise®dires.
(SeeRaybon Report [Docket 161], at 16 (listing the records Dr. Raybon reviewed in reaching
his opinion, including the medical findings of four doctors who examined Ms. Does)p$0
Kannankeril v. Terminix Int'l, In¢.128 F.3d 802, 807 (3d Cir. 1998s amendedDec. 12,
1997), (“[A] physician may reach a reliable differential diagnosis witlomself performing a
physical examination, particularly if there are other examinaésults available.”).

Having found that Dr. Raybon'’s failure to physically examine Ms. Dotres does mss pe

eliminate his specific causation testimony, | move to the “core” of differentighdsas—"the
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requirement that experts at least consider atera causes” of the plaintiff's medical condition
and rule out each alternative cause as the source of the claimedlimjarfraoli R.R. Yard PCB
Litig., 35 F.3d 717, 759 (3d Cir. 1994)r. Raybon addresses two alternative causes to Ms.
Dotres’s currat defecation and urination problems: (1) preexisting constipation; and (2)
preexisting back pain.

First, Dr. Raybon asserts that because Ms. Dotres had no defecatory probmemnastpe
mesh implantation, the mesh must have caused her current difficulties. (Rayboh[Repket
101-1], at §5). BSC argues that this statement contradicts Ms. Dotres’s deposition, in which she
acknowledged that she had “constipation” prior to her mesh implant surgery. (Dotres Dep.
[Docket 1013], at 142:79). Additionally, BSC emphasizes Dr. Raybon’s concession that he
could not “rule out” the worsening of Ms. Dotres’s constipation as a progression of her pre
surgery defecatory problems as opposed to a consequence of the &sesfRaybon Dep.
[Docket 101-2], at 186:4-9).

Second, Dr. Raybon eliminated spinal stenosis, a condition in which the spinal cord puts
pressure on the nerves exiting the spine, as a cause of Ms. Dotres’s curresproiith
urination and pelvic painSge id.at 166:36-167:2 (defining spinal stenis3). He reached this
conclusion from reviewing Ms. Dotres’s medical records, which contained “no objéetiaeo
support this diagnosisr any] indications that Ms. Dotres has motor or sensory deficit in her
legs,” which is a symptom usually associatéth a spinal injury. (Raybon Report [Docket 101
1], at §5). BSC disputes this opinion because Dr. Raybon conceded at his deposition that he
could not “rule out her back pain as a cause of her complained nerve impingement and

incontinence issues.BSC’sMem. re: Raybon [Docket 101], at 8).
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These challenges to Dr. Raybon’s specific causation opinions go to credibdity
admissibility. In reviewing d@aubert objection, the court’s role is to conduct “a preliminary
assessment of whether the reasoninghethodology underlying the testimony is scientifically
valid.” Daubert 509 U.S. at 592. Here, Dr. Raybon thoroughly examined Ms. Dotres’s medical
records, considered possible causes for her current symptoms, and determined Huatrdier r
“do not indicate any cause other than the Pinnacle mesh.” (Raybon Report [DocKkét 401
15). | have previously accepted this methodology as reliable Waldvert See Tyree et al. v.
BSC No. 2:12cv-08633, 2014 WL 5320566, at *52 (S.D. W. Va. Oct. 17, 2014) (adimy
that Dr. Rosenzweig’s specific causation testimony is not excluded Daddrertbecause he
“adequately considered and eliminated alternate causes” of the plaintiff's symfter
reviewing her medical records).

Furthermore, an expert’s failure to completely “rule out” a possible alteenedivse of a
plaintiff's illness should not necessarily lead to exclusion ubderbert “unless the expert can
offer no explanation for why [he] has concluded an alternative causgas not the sole cause.”
Westberry 178 F.3d at 265 (internal quotations omitted). Dr. Raybon, although admitting he
could not completely eliminate peeirgery constipation or spinal stenosis as causes of Ms.
Dotres’s current problems, provided specific reasons for his opinairthte mesh is the most
probable source. Dr. Raybon explained that the mesh is most likely responsible fDotkés’s
defecatory problems because the increased constipation “happened after thg”satrgbe
same time her other symptoms appeared. (BayDep. [Docket 102], at 185:2323). “[A]
temporal relationship between exposure to a substance and the onset of a diseeseEnorgiof

symptoms can provide compelling evidence of causation,” especially congidéat Dr.
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Raybon has reviewed all ahe relevant medical records that might indicate otherwise.
Westberry 178 F.3d at 265. In addition, Dr. Raybon eliminated spinal stenosis because “there
are no indications that Ms. Dotres has motor or sensory deficit in her legsli iwldoccommon
symptan of spinal stenosis. (Raybon Report [Docket-1Q)Jat 5). Dr. Raybon’s report and his
deposition testimony demonstrate that Dr. Raybon has consideredatalercauses and
reasoned that while he cannot absolutely rule out these causes, he cantbeoluae the “most
likely” cause. This methodology satisfiBaubert SeeWestberry 178 F.3d at 262 (concluding
that a differential diagnosis is accomplished by “determining which of tladteerative causes]
that cannot be excluded is the most likely”).

In sum, BSC’s arguments against Dr. Raybon’s specific causation testimargrrcome
accuracy of his differential diagnosis. Such arguments go to “the weighthé¢haty should give
the expert’s testimony and not the admissibility of that testimddy &t 265. At trial, BSC can
certainly expound on the accuracy of Dr. Raybon’s exclusion of progressed coorstguadi
back pain as a cause for Ms. Dotres’s current complaints, but for purpd3ashsrt | FIND
Dr. Raybon’s methodology to be reliablaccordingly, BSC’s motion on specific causation
point iISDENIED.

BSC’s Motion to Exclude the Opinions and Testimony of Dr. Raybon [Docket 100] is
therefore GRANTED IN PART (with respect to general causation opinion testimony) and
DENIED IN PART (with respetto specific causation opinion testimony).

I.  Motion to Exclude the Testimony of Linda Kiley, M.D.
BSC moves to exclude the testimony of Linda Kiley, M.D. Dr. Kiley is @artified in

Obstetrics and Gynecology and in the subspecialty of Female Pelvic Medaide
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Reconstructive SurgerySéeKiley Report [Docket 10d], at 9). She is the treating Eigian
who performed Ms. Eghnayem’s Pinnacle removal surgery in 2@E2 (d.at 6). Dr. Kiley
seeks to offer general causation opinions on the properties and complications va&gireals
mesh and specific causation opinions regarding Ms. Eghnayemieesmj8SC argues that Dr.
Kiley’'s general causation opinions should be excluded because she is unqualified to ¢pine as
the properties of transvaginal POP mesh and because her general causatmrs dpoki a
scientific basis. $eeDef. BSC’s Mem. of Law in Supp. of Its Mot. to Exclude the Ops. & Test.
of Linda Kiley, M.D. ("BSC’s Mem. re: Kiley”) [Docket 103], at 2). BSC alstegks that Dr.
Kiley’s specific causation opinions should be excluded because she failed tanparfooper
differential diagmwsis. Gee id.
1. General Causation Opinions

BSC argues that Dr. Kiley is unqualified to offer general causation opiniore ths t
properties of transvaginal mesh and its complications and that her geneedlocaonpinions
lack a reliable scientifibasis. In her expert report, Dr. Kiley states that:

The reasons | do not implant polypropylene transvaginal mesh for pelvic organ

prolapse are (1) transvaginal mesh does not provide an anatomical solution for

pelvic organ prolapse repair, (2) transvaginal placement permits the development

of biofim*® and inflammation due to the contamination of the polypropylene

mesh, and (3) | believe the resulting biofilm is the basis for the symptoms and

complications associated with the polypropylene synthetic mesh.
(Kiley Report [Docket 104], at 4). BSC states that Dr. Kiley “also offers opinions that Pinnacle

mesh can cause infection, nerve entrapment, shrinkage and scarring of m8ghs’ Ni&m. re:

Kiley [Docket 103], at 6 (citing page of Dr. Kiley's expert reparhich states that Ms.

%1n its memorandumBSC states that “[t{]he parties have agreed that Dr. Kiley will not offeeml or specific
causation opinions regarding biofilm.” (BSC’s Mem. re: Kiley [Retc103], at 6, n.4)Therefore, | will notaddress
the reliability and relevancy dr. Kiley’'s biofilm opinions.

64



Eghnayem’s “pelvic pain, dyspareunia, bleeding with intercourse, urinary incocgineaginal
tenderness and mesh erosion were caused by infection, inflammation, nerve emtirapm
shrinkage, and scarring of the m#&9ht* | will address the qualifications and reliability
arguments below.
a. Qualifications

Dr. Kiley is an accomplished OB/GYN docto6€eKiley Report [Docket 104 ], at 9-
12 (Dr. Kiley's curriculum vita@). She asserts that her “background, training and experience all
qualfy [her] to review and comment on the area of surgical meshes and slings us=tien t
repair, including Boston Scientific pelvic floor reconstructive mesh andssstiginary
incontinence slings, and the complications associated with such prodiattat 4). Dr. Kiley
has more than 20 years of experien&@e¢g( id.at 3). She has performed more than 10,000
surgeries, including aaverage oR major procedureand 5minor procedures each weekeg
id.). Approximately half of her patients seek her cate€'to complications associated with prior
gynecologic surgery, prolapse, incontinence, fistulas and mesh and sling mgjaties[,]” and
she performs surgeries to treat POP, including procedures using BSC probtuc®-4).
Although she has performeahore than 500 vaginal prolapse repairs, she has “never used
polypropylene transvaginal mesh kits for the repair of [POR]."at 4). However, over the past

six years, Dr. Kiley has removed an average of one polypropylene mesh sling atel?O#

1 BSC's citation here to Dr. Kiley’s expert report seems to refer to pecifc causation opinianabout Ms.
Eghnayemin fact, BSC cites to this same page when discussing Dr. Kileytfispeausation opinionsSgeBSC's
Mem. re: Kiley [Docket 103], at 7Even so.the plaintiff doesnot refute BSC’s assertion that Dr. Kiley seeks to
opine as to general causati¢8eePl.’s Resp. to Def. BSC’s Mot. to Exclude the Test. of Linda Kiley, M*Bl.’s
Resp. re: Kiley”) [Docket 133], at 8Moreover, Dr. Kiley writes in hengert report that her “background, training
and experience all qualify [her] to review and commentiee area of surgical meshes and slings used in tissue
repair, including Boston Scientific pelvic floor reconstructive mesh siress urinary incontinence slings, and the
complications associated with such products.” (Kiley Report [Docketl],08t 4). Therefore, | will proceed with

the assumption that Dr. Kiley seeks to offer general causation opinions.
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each math from her patientslid.).

Dr. Kiley may be qualified to opine as to the properties of polypropylene transivagina
mesh and its complications. However, | need not make this determination bedsusddr
general causation opinions to be unreliable. the extent that BSC challenges Dr. Kiley's
general causation opinions as to biomaterials topics, BSC’'s motiDENMED AS MOOT
because the plaintiff concedes that she “has not and does not intend to offer [DrtdKdpije
regarding such matters.” (Pl.’'s Resp. re: Kiley [Docket 133], at 8).

b. Reliability

BSC also challenges the reliability of Dr. Kiley’'s general causation amsniin
particular, BSC argues thlaer opinions lacla scientific basis.

Dr. Kiley states that, “[iln order to more fully understand how to deal with the
complications of these systems and remove them, [she has] observed numerous sliaghand m
insertion procedures by [her] colleagues” and that she has “studied textbooks, publications,
DFU’s, surgical videos, cadaver dissections and countless operative repoats af [her] study
of sling and mesh surgeries.” (Kiley Report [Docket-103at 4). In forning all of her opinions,

Dr. Kiley states that she “considered the scientific literature, the depositiatri of Amal
Eghnayem, [her] care and treatment of Amal Eghnayem, including Mrs. Eghsaygision
surgery which [she] performed on August 29, 2012 and [her] overall experielalce.” (

Despite these assertions, | am unable to identify a single scientific stadyirc Dr.
Kiley’s expert report. $eeKiley Report [Docket 103]). Even her relied upon list contains no
scientific studies. See id at Appendix B (naming only the following five materials: (1)

“Deposition and all exhibits- Amal Eghnayem, taken May 19, 20142) “Pinnacle DFU
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2008[;]” (3) “Good Samaritan Mechl Center, Medical Records(4) “Premier Family Health,
P.A., Medcal Reords”; (5) “OB GYN Specialists of the Palm Beaches, Medical Records”)).

In her deposition, Dr. Kiley notes some scientific sources that she has cedsiBer
e.g, Kiley Dep. [Docket 132], at 7:188:6, 8:199:16, 46:#11, 49:1316, 77:1420 (notinga
dissertation on biofilms she found the night before her deposition, “some printouts oftabstra
and articles that [she] was aware of,” Dr. Gouda’s report and some of hisnoefer the
Rosenblattstudy, theNygaard study and stating that she relies ‘onedical literature” and
textbooks in her clinical practice). Nevertheless, Rule 26 plainly staés‘fulnless otherwise
stipulated or ordered by the court[,]” an expert’'s written report “must contain .complete
statement of all opinions the wéss will expresand the basis and reasons for tlieand ‘“the
facts or data considered by the witn@sg$orming them . . . ” Fed. R. Civ. Proc. 26(a)(2)(B)(i)
(i) (emphasis added). Dr. Kiley’'s report fails to meet these requiremewtgharplaintiffs @
not provide any justification for her omissions. “Proposed testimony must be suppgrte
appropriate validation-i.e., ‘good grounds’ based on what is knowB&aubert 509 U.S. at 590.
Without information about which studies Dr. Kiley relied upon in forming each robpi@ions
in her report, | am unable to conclude whether her opinions are based on a reliable method.
Therefore, Dr. Kiley’s general causation opinionsEXCLUDED .

2. Speciic Causation Opinions

Dr. Kiley also seeks to offer specific causation opinions as to Ms. Eghnayem. |
particular, Dr. Kiley opines that “to a reasonable degree of medical certaiptyinjtiries
sustained by Amal Eghnayem are caused by the Boston Scientific Pinystel®.sThe pelvic

pain, dyspareunia, bleeding with intercourse, urinary incontinence, vaginal tessdantemesh

67



erosion were caused by infection, inflammation, nerve entrapment, shrinkageaaimgy sxf the
mesh.” (Kiley Report [Docket 10B8], at 6). BSC argues that Dr. Kiley's specific causation
opinions are unreliable because she failed to conduct a proper differentradgisag

“[A] reliable differential diagnosis provides a valid foundation for an expert opinion.”
Westberry v. GislaveGummi AB 178 F.3d 257, 263 (41Gir. 1999). It “typically, though not
invariably, is performed after ‘physical examinations, the taking of medistdries, and the
review of clinical tests, including laboratory tests,” and generally is guitsined bydetermining
the possible causes for the patient's symptoms and then eliminating each opdteseal
causes until reaching one that cannot be ruled out or determining which of those that cannot be
excluded is the most likelyId. at 262 (citation omitted). BSC alleges that Dr. Kiley failed to
properly rule out Ms. Eghnayem’s piraplantation pelvic pain, the care of treating physicians,
and “patiertspecific factors” such as “genetics or-morbidities.” (BSC’'s Mem. re: Kiley
[Docket 103], at 8seeKiley Dep. [Docket 102], at 112:39 (noting Ms. Eghnayem’s pre
implantation “vaginal pressure and pain that radiated to her bade€)id.at 112:1416 (noting
Ms. Eghnayem’s pre-implantation complaints of “painful intercourse”)).

Dr. Kiley's expert reportreveals that she reviewed Ms. Eghnayem’s medical history,
conducted an exam of Ms. Eghnayem, and treated $eeK{ley Report [Docket 103], at 4-
6). Dr. Kiley testifies that she always performs a differential diagnosadl oh her patients:

A: | always have a differential diagnosis for every patient | see who comes
with a complaint . . .

Q: Okay. So tell us how you went about that process.
Well, when a patient presents as stas she presents her history to me, |
start to think about what could be the cause of her problems. That's the

differential diagnosis. It's an automatic process that takes place as a
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physician when | evaluate someone. So a history is what begins the
differential diagnosis. | have pain. | feel there’s something,hosband

has pain, | start to think about, well, whatvhat could be the cause of
that. Then | do the examination. | see what | see. That narrows my
differential diagnosis significantly. We start with a list of five or ten
things, we go down to one or two things, all right, and then eventually
treatment plan based on differential diagnosis, cancelling [sic] of the
patient is undertaken and then poperatively we get what we get. We
get our confirmation or not.

(Kiley Dep. [Docket 132], at 167:22168:173. Contrary to BSC’s assertions, Dr. Kiley did
consider Ms. Eghnayem’s pexdisting pain during the course of treatment:

Q: Okay. You were in a unique position in this case in the sense that not only
have you rendered this opinion about the relation ofsfiemptoms to the
product from having a chance to obviously look at her records but you
also cared for her obviously; correct?

A: Yes.

Q: You also had the benefit of being the physician who actually did the
revision surgery on her; correct?

A: That's correct.

Q: How did that help you in terms of making or drawing these conclusions
about the relationship between her symptoms and the product?

A: Well, simply because looking at her overall history and conducting her
exam, conducting her surgery and conducting her-qustative care
allowed me to see the continuum. And there was a period of time before
her surgery when she had distressful symptoms and they were fairly
specific and they mostly centered around more vaginal laxity. She wanted
to have a tighter vagina, some pressure, those kinds of things.

During the time that she had her implant, she had a different kind of pain
and her husband had pain. Once that was removed, her symptoms
improved.

My experience has shown that happens as a general rule when | see
patients with meskelated pelvic organ prolapse problems . ..

(Id. at 167:18169:20). Dr. Kiley observed mesh erosion and exposure intraoperatively in Ms.
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Eghnayem and provides @&xplaration as to how this erosion could have caused the pain the
plaintiff and her husband experiencefeé idat 170:16171:15; Kiley Report [Docket 103],
at 56). Also, during the 2012 removal procedure, Dr. Kiley “found significant scaemn
vaginal \aricosities in vesseis the area of the Boston Scientific Pinnacle nie@filey Report
[Docket 1031], at 6 (emphasis added)). Dr. Kiley has placed a biologic graft in Ms. Eghnayem
and states that she does not “believe that the biologic graft thatlacaesl played any adverse
role in her recoverybecausehe plaintiff's symptoms have improved after the removal of her
Pinnacle. (Kiley Dep. [Docket 133-2], at 170:3-15).

In sum, Dr. Kiley testifies:

Q: Okay. What is the basis of that opinion that thetBosScientificPinnacle
system caused these symptoms and conditions in Ms. Eghnayem?

A: It's based on the fact that she presented-ppstatively with symptoms
that were new and different from symptoms she had had previously and
my physical examinationfoher, my evaluation of her preoperatively,
intraoperatively, and postperatively are- and observing how she has
done longterm since her surgery and that she was vastly improved after
the removal of the system is what my opinion is based on for her.

Q: Okay. So would it be a fair statement to say that this opinion that you've

expressed that Ms. Eghnayem’s symptoms are related to the Boston
Scientific Pinnacle system is based upon your care and treatment of her?

A: Yes.

Q: Is it based upon your ovelalinical experience having cared for patients
in the past with this condition?

A: Yes.
(Id. at 166:19167:16 (counsel names and objections omitted)). Dr. Kiley’'s diagnosis of Ms.
Eghnayem is sufficiently reliable to survii@aubert scrutiny. | DENY BSC’s motion with
respect to Dr. Kiley’s specific causation opinions.
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Therefore, IGRANT IN PART (with respect to general causation opinion testimony
andDENY IN PART (with respect to specific causation opinion testimony) BSC’s motion on
Dr. Kiley [Docket 102].

J. Motion to Exclude the Testimony of Vladimir lakovlev, M.D.

BSC seeks to exclude the opinions of Dr. Vladimir lakovlev. Dr. lakovlev is an
anatomical pathologist and director of Cytopathology at the Deparwhé&aboratory Medicine
at St.Michael's Hospital in Toronto, Canada. (lakovlev Report [Docket-1]0%t 2). In his
expert report, Dr. lakovlev describes a study he participated in with Dr. RBbadavid
beginning in 2012 to “analyze explanted mesh and . . . provide a correlatimeehe
pathological findings and clinical symptoms.ld.j. Based on this study, as well as his
background in pathology, Dr. lakovlev concludes “that women implanted with pelvic mesh
devices are at an increased risk of suffering chronic and debilitativig pain and dyspareunia
as a result of the higher innervation of that anatomical region of the body contpaiteel
anterior abdominal wall.” I§. at 3). BSC makes the following arguments against the
admissibility of Dr. lakovlev’'s opinions und®&aubert (1) his general causation opinions are
unreliable; (2) his deformation opinions based on the “stretch test” are unre(@plee is
unqualified to opine on mesh design and deformation and his opinions are unreliable; (4) he is
unqualified to opine on polypropylene degradation and his opinions are unrediadh(&) he is
unqualified to offer specific causation opinions and his opinions regarding Ms. Eghnaem ar
unreliable. See generalflBSC’s Mem. of Law in Supp. of Its Mot. to Exclude the Ops. & Test

of Vladimir lakovlev, M.D. (BSC’s Mem. re: lakovlev”) [Docket 105]). For the reasons
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discussed below, BSC’s motion [Docket 104]GRANTED IN PART and DENIED IN
PART.
1. Opinions Based on the Stretch Test

BSC challenges the reliability of Dr. lakovlev's opinions drawn from his mechanical
testing of BSC devices. Dr. lakovlev performed a “stretch test” on BSC mesmulate forces
acting on the device in the body and confirm his hypothesis that mesh deftemstratching
forces are applied to itS€elakovlev Report [Docket 10%], at 12;see alsolakovlev Dep.
[Docket 1054], at 350). Dr. lakovlev placed the mesh on a flat surface against a scale and
secured the ends with clamps. (lakovlev Dep. [Docket4p%t 345). Then, by pulling the
clamps apart, he stretched the mesh to 120% of its original letdy)h.[r. lakovlev observed
permanent bowing, lengthening, and raised edges, which he opines is similar toutaé nat
deformation that takes place idsithe human bodySgelakovlev Report [Docket 10%], at
12).

In particular, BSC makes the following arguments as to why Dr. lakovlestimgewas
methodologically flawed: (1) his testing method was not based on any testidgrasgand did
not have awritten protocol; (2) he did not regulate or measure how much force he applied to the
mesh samples; (3) he set clamps on the mesh, but cannot provide measurements; (#elde inte
to stretch the mesh to reach 120% of the original length, but does nothkmowe arrived at
that result or how to repeat the test; (5) he could not describe or comprehend how hieaontrol
his test for confirmation bias; (6) he does not know whether mesh responds torgjretithi
clamps the same way it does when implantethenhuman body, nor has he done mechanical

testing on mesh in the body; (7) he cannot validate that stretching mesh on a megiates
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the behavior of mesh in the body because he only measured unilateral forces, aneés@oiiorc
multiple directionsor the amount of force used; and (8) he has no knowledge of any general
acceptance of his methodologythe scientific community. (BS€ Mem. re: lakovlev [Docket
105], at 7). BSC’s objections can be divided into two categories: (1) testing staadd(@}in
Vivo environment.

| have previously reviewed the opinion testimony of Dr. lakovlev umferbert See
Tyree, et al. v. Boston Scientific, Corido. 2:12cv-08633,2014 WL 5320566, at *3913 (S.D.
W. Va. Oct. 17, 2014)The parties in this case assthe same arguments regarding the reliability
of Dr. lakovlev’s stretch teghat | addressed iifyree To the extent that there are differences in
fact and exhibits, the court does not find them sufficiently material. T{/neeexcerpts quoted
below ae to explicate the conclusions the court reaches on the reliability of Dr. lakovlev’
stretch test:

a. Testing Standards

Many of BSC’s arguments incorporate Dr. lakovlev’s failure to adhere tagest
standards or a written protocol. In his deposition, Dr. lakovlev states that he
developed the stretch test method; however, he failed to follow a written protocol
other than the brief description included in his expert report. (lakovlev Dep.
[Docket 2253], at 345). When describing the methodology he employed, Dr
lakovlev admits that he did not wear gloves, clean or sterilize the mesh, or use
machinery to regulate the amount of force exertietl.af 34748). Dr. lakovlev
insists that because the criterion for the test was length rather than force, the
regulationof force was irrelevantld. at 348). Nevertheless, Dr. lakovlev readily
admits that he developed and performed the stretch test himself, without taking
care to standardize his method or the resulis.af 345, 350). Additionally, Dr.
lakovlev has no knowledge of whether his methodology is generally accepted in
the medical communityld. at 350). Finally, when asked how he can be sure his
results were not caused by the way he pulled the mesh, Dr. lakovlev’'s only
response is that the stretch test wasnaulation, which IFIND insufficient to
establish reliability.Ifl. at 351-52).

b. In Vivo Environment
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BSC’s remaining two arguments are in regard to Dr. lakovlev’s failure to
replicate an in vivo environment. Although Dr. lakovlev states that he performed
the stretch test to simulate forces acting on the device in the body, BSC contends
that Dr. lakovlev has no way of knowing whether mesh responds to stretching
with clamps the same way it does when implanted inside of a woman. (Def.’s
Mem. re: lakovlev [Doket 226], at 7). BSC further argues that Dr. lakovlev’'s
tests failed to replicate the forces in the female pelvic floor because he measured
uniaxial forces, while the forces in the female pelvic floor are generallir-mu
directional. Gee id).

The mee fact that Dr. lakovlev's study was uniaxial does not alone render his
methodology unreliable; however, the fact that he did not account for- multi
directional forces inside of the female pelvis weighs heavily againgsaibility.

Much like his responséo BSC’s question regarding confirmation bias, when
asked about the way mesh responds inside and outside of the body, Dr. lakovlev
states that “the assumption is that if the forces are similar, the behavior will be
similar. That's a limitation of all expenental studies.” (lakovlev Dep. [Docket
225-3], at 352). Dr. lakovlev’s “assumption” that the force he applied by pulling
on the clamps accurately represents the forces inside the human body is hardly
sufficient to surviveDaubertscrutiny. Accordingly,l FIND that Dr. lakovlev’'s
opinions based on his “stretch test” are unreliable and BXGSLUDED .

Tyree 2014 WL 5320566at *42-43. Therefore, ADOPT my prior ruling on Dr. lakovlev, as

stated inTyree andFIND that his opinions related to the “stretch test” are unreliable, and thus,

EXCLUDED .*?

2. General Causation Opinions

BSC argues that Dr. lakovlev lacks reliable methodology for his generalticausa

opinions related to his review of explanted mesh as part of the Bendavid study. hingrasa

expert report, Dr. lakovlev examined over 130 mesh explants, approximately siggntpef

which were transvaginal mesh devices. (lakovlev Report [Docketl]L(0& 3). The explanted

mesh types included heavy and lightweight knitted polypropylene, GoreTex, mmdesigns,

12 Although BSC does not raise this objection, | question the relevance tfkbrlev’s testing because it appears
he only tested BSC slings, which ai@ at issue in the present case.
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andtwenty-three™ samples from BSCId. at 3-4). BSC arges that because this study was not
confinad to polypropylene mesh and DOakovlev provides no information on how the mesh
explants were chosen, the results are irrelevant and unreli@8€’'y Mem. re: lakovlev
[Docket 105], at 56). The plaintiff contends that Dr. lakovlev’s study is grounded in reliable
methodology because he followed “standard operating procedures of St. MichaeitwMHaad
saw nerve entrapment, nerve ingrowth and degradation in 100% of thexgfhts.” (Pl.’s
Resp. in Opp’'rto BSC’s Mot. & Mem. of Law to Exclude the Test. of Vladimir lakovlev, M.D.
(“Pl’s Resp. relakovlev”) [Docket 129], at 12—-13n Tyree | found as follows:

Dr. lakovlev provides no information on how the mesh explants were chosen or
prepared for examinatn. (Def.’'s Mem. re: lakovlev [Docket 226], at&. Dr.
lakovlev testified that the 21 BSC samples he examined were provided by
plaintiffs’ counsel. (lakovlev Dep. [Docket 2€8, at 42). | also note, in his
deposition for Edwards Dr. lakovlev further tstified that he requested all
available meshes for examination, but had no way of knowing what methodology
the plaintiffs’ lawyers employed in providing him with the number of meshes they
did. (d. at 15761). Dr. lakovlev “has given no explanation as to whether [his] is
a representative sample size or how he chose the particular explants analyzed.”
Lewis 2014 WL 186872, at *8. “Therefore, | have no information as to the
‘potential rate of error’ inherent in [his] observationkd’ (citing Daubert 509

U.S. at 594). By simply highlighting the fact that Dr. lakovlev performed an
independent analysis, the plaintiffs have not demonstrated that Dr. lakovlev’'s
opinions regarding pelvic mesh explants were derived using scientific methods.
Therefore, Dr.lakovlev’'s general causation opinions related to the Bendavid
study areEXCLUDED.

Tyree 2014 WL 5320566, at *41.

In Edwards | allowed Dr. lakovlev to testify regarding Ms. Edward’s mesh because his
specific causation opinions did not present the safiebility concerns as his general causation

opinions.SeeNo. 2:12cv-09972, 2014 WL 3361923, at *23 (S.D. W. Va. July 8, 2014) (“Dr.

131n his expert report, Dr. lakovlev writes that he examined twémge BSC samples, but in his deposition, he
states he examined only twertipe. See idat 4.But sedakovlev Dep. [Docket 104], at 42).
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lakovlev may not testify regarding his general conclusions about mesh becaub®ibés of
samples lacks scientific nteidology. However, this is not a reason to exclude his testimony
about Ms. Edward’s mesh, which was made after a review of her explant.”) B&€eseeks to
exclude Dr. lakovlev’s expert opinions on mesh design, mesh deformation, and polypropylene
degrad#on in the context of his general causation analysis based on the Bendavid study, which |
have determined to be unreliable. Therefor&INID that Dr. lakovlev’'s opinions on mesh
design, mesh deformation, and polypropylene degradation based on the Bendavith@ildly s
be EXCLUDED.
3. Specific Causation Opinions®
Based on the receipt and review of Ms. Eghnayem’s explanted mesh, Dr. lakovleveaatso off

specific causation opinions. Dr. lakovlev opines that

Ms. Eghnayem’s mesh devices caused foreign body type reaction, chronic

inflammation, degradation of the mesh, bridging fibrosis, scarring withpsate

formation, nerve entrapment, smooth muscle damage and vascular abnormalities,

all of which were signitant contributing factors to Ms. Eghnayem’s symptoms

and subsequent treatment interventions.
(lakovlev Report [Docket 10%] at 71). BSC argues that Dr. lakovlev’'s specific causation
opinions should be excluded because (1) as a pathologist, Dr. lakevietrqualified to render
a clinical opinion and (2) the bases for these opinions are unreliable because Dr. |akiontegyv ¢

make a clinicaldifferential diagnosis. (BSC'8/1em. re: lakovlev [Docket 105], at 412). |

address each objection in turn.

To theextent that BSC seeks to exclude all of Dr. lakovlev’s testimonyuseaaf the unreliability of his samples,
this argument is without merit. Dr. lakovlev may not testify regaydiis general conclusions about mesh because
his choice of samples lacks guiéic methodology. However, that is not a reason to exclude his tasfispecific

to Ms. Eghnayem’s mesh, which was made after a review of hemexpleerefore, BSC's motion BENIED to

the extent that it seeks to exclude Dr. lakovlev's mesh desigsh mieformation, and polypropylene degradation
opinions specific to Ms. Eghnayem.
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a. Qualifications as a Pathologist

BSC argues that Dr. lakovlev is unqualified to offer clinical opinions because &e
pathologist, not a urogynecologistiid.(at 11). A pathologist is a clinician who provides
diagnoses for patient care based on the examination of specimens they receivevamd rel
clinical information.Edwards 2014 WL 3361923, at *24 (citation omitted). In his expert report,
Dr. lakovlev states that his “professional activities include diagnosticieation of specimens
surgically removed from human patients” where his “annual practice volume amobsa8Q
cases.” (lakovlev Report [Docket Q% at 2). Dr. lakovlev describes himself as an “academic
physician” who “pursue[s] research endeavors and teach[es] medical studenesidadts.
(Id.). BSC does not question Dr. lakovlev’'s pathology credentials; rather, it only dhgies a
pathologist, he is unqualified to render these opinions. However, throughout these MDles, | hav
allowed numerous pathologists to testify regarding the properties of ppilypne meshSee,
e.g, Sanchezet al. v. Boston Scientific CorfNo. 2:12cv-05762,2014 WL 4851989, at *120
(S.D. W. Va. Sept. 29, 2014) (discussing Dr. Richard W. Trepetag C. R. Bard, In¢.948 F.
Supp. 2d 589, 621 (S.D. W. Va. 2013) (discussing Dr. Bernd Klosterhdtidayt, inEdwards
| determined that Dr. lakovlev was qualified to render opinions specititatoplaintiff’'s mesh
based on his experience as a patholo§st Edwards2014 WL 3361923, at *2485. Therefore,
| FIND that Dr. lakovlev is qualified to offer specific causation opinions regarding Ms.
Eghnayem based on his pathological examination of her mesh explants.

b. Reliability
Finally, BSC contends that Dr. lakovlev’s specific causation opinions are abieeli

because he “admits” that he is unable to make a clinical differential diagB3&'s(Mem. re:
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lakovlev [Docket 105], at 12). BSC mistakenly objects to Dr. lakovlev’s failure taas@
clinician, when a clinicia is not what Dr. lakovlev purports to be. A reliable differential
diagnosis is typically performed after a physical examination of the paBeaWestberryv.
Gislaved Gummi AB178 F.3d257, 262(4th Cir. 1999). Pathologists do not perform physical
examinations or base their conclusions on them. Instead, Dr. lakovlev explains thébimeeuke
a “morphological differential diagnosis.” (lakovlev Dep. Il [Docket 4¥)5at 153) Morphology
is the study of human tissue and morphological findings pravasgs for clinical symptoms.
(lakovlev Dep. [Docket 128], at 633). In preparing his expert report specific to Ms. Eghnayem,
Dr. lakovlev reviewed Ms. Eghnayem’s clinical records and examined two speciofeher
explanted mesh to make morphological findings that explain her sympt&®aslakoviev
Report [Docket 104], at 69;see alsdakovlev Dep. Il [Docket 1083], at 152). Additionally,
Dr. lakovlev relied on clinical colleagues to provide clinicopathologioaletation and rule out
alternative cawss. Geelakovlev Dep. Ill[Docket 1053], at 164, 643). Reviewing Dr. lakovlev’'s
report and deposition testimony as a whole, | find that Dr. lakovlev based hisrspinilarge
part on reliable pathology methods. He reviewed clinical records, examinddntexip
specimens, considered possible causes of pain, and came to a diagnostic conclusoige€ha
as to the accuracy of Dr. lakovlev’'s diagnostic conclusion are better swatedrdss
examination. Thus, IDENY BSC’s motion to exclude Dr. lakovlev's egific causation
opinions.

In conclusion, BSC’s Motion to Exclude the Testimony of Dr. lakovlev [Docket 104] is
GRANTED IN PART andDENIED IN PART .

K. Motion to Exclude the Testimony of Konstantin Walmsley, M.D.
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BSC seeks to exclude the opinions of Bionstantin Walmsley. Dr. Walmsley is a
urologist who “specializes in the evaluation and management of pelvic organ prolapas; uri
incontinence, and voiding dysfunction in women.” (Walmsley Report re: Betandocket
1104], at 1)* Dr. Walmsley offes general opinions on the suitability of BSC’s Pinnacle device
for treatment of POP. Additionally, Dr. Walmsley provides case reportdfispto Plaintiff
Juana Betancourt and Plaintiff Mania Nunez. First, BSC argues that thelmmuld exclude Dr.
Walmsley's general opinions because he is unqualified to make them, partichDlarly
Walmsley’'s opinions on (1) polypropylene design, testing, and warnings; and (@ppesties
of polypropylene mesh. (BSC’s Mem. of Law in Supp. of Its Mot. to Exclude tlse &pest. of
Konstantin Walmsley, M.D. BSCs Mem. re: Walmsley”) [Docket 110], at-8). BSC also
asserts that Dr. Walmsley’s general opinions on “persisterdltiéeing complications” and safer
alternatives to mesh are unreliablil. @t 8-11). Next,BSC seeks to exclude Dr. Walmsley's
opinions that constitute legal conclusions or speculate on BSC'’s state of Hdirat. 11-13).
Finally, BSC contends that the court should exclude Dr. Walmsley’'s speaifs@atton opinions
because they are unreliab{td. at 13-17). The plaintiffs state that Dr. Walmsley will not offer
opinions regarding (1) polypropylene design, testing, and warnings; (2) the @E®paift
polypropylene; (3) legal conclusions; and (4) state of mind. Therefore, B&Eien with regeat
to those opinions I®ENIED as moot. For the reasons discussed below, BSC’s motion with
regard to Dr. Walmsley’s remaining opinions is dM6NIED.

1. Mesh Complications

!> The plaintiffs provided one expert repobly Dr. Walmsleyspecific to Ms. Betancourt and one expert report
specific to Ms. Nunez(SeeWalmsley Report re: Betancourt [Do¢kELO-1]; see alsoNalmsley Report re: Nunez
[Docket 1162]). However, the reports are identical, except as to the medical history of eadtff pldierefore,l

will refer mostlyto Ms. Betincourt’s report, unless | am specifically discussing Ms. Nuneetical history.
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First, BSC argues that Dr. Walmsley’s opinions on mesh complicationsnegkable
because they are based solely on his personal experience rather than factgldr @&a8). BSC
takes particular issue with Dr. Walmsley's statements regardingthiliBatening outcomes” and
“life -altering complications.”l(l. at 9 (quoting WalmslefReport re: Betancourt [Docket 1-10),
at 3)). BSC contends that Dr. Walmsley has only treated five patients ukfieoed from the
serious complications he describes and that his only other basis is the experievltagles.
(Id.) While | agree that DrWalmsley has limited clinical experience with patients who have
suffered serious and significant mesh complications, he has extensiveeegpemvith
polypropylene POP repair kits generally and makes an attempt to expldowtheimber of
patients in hisdeposition: “But you also have to understand that, first off,al lot of these
patients | feel much more comfortable sending to an academic center because tylmuhase
their problems fixed as quickly and safely as possible as opposed to havingensuitgeries.”
(Walmsley Dep. [Docket 141-2], at 262).

Additionally, although Dr. Walmsley’s statement in his report regarding spepakith
peers is vague, he also supports his opinions with citations to scientificuliger@tvalmsley
Report re:Betarcourt [Docket 116€1], at 7~9; see alsdNalmdey Dep. [Docket 14P], at 286
81 (noting that Dr. Walmsley cited reported literature on complication and exposess
generally and specifically related to the Pinnacle)). Both the Altedeaand Blandon &rcle
cited in Dr. Walmsley’s report speak to his premise that vaginal mesh and giaftalaacause
persistent complicationSSeeAbed, et al.Incidence & Management of Graft Erosion, Wound
Granulation, & Dyspareunia Following Vaginal Prolapse RepairthwiGraft Materials: A

Systematic Reviewnt'| Urogynecol. J. (2011)see alsoBlandon, et al.Complications from
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Vaginally Placed Mesh in Pelvic Reconstructive Surgényl Urogynecol. J. Pelvic Floor
Dysfunct. (2009). Accordingly, FIND that Dr. Walnsley’'s knowledge, experience, and review
of scientific literature provide sufficiently reliable bases for his @uigiundeDaubert
2. Safer Alternatives

Next, BSC contends that Dr. Walmsley’s opinions on safer alternatives areabiereli
because he falto cite any peer reviewed studies and “disavows” his opinions throughout his
deposition. Both of BSC’s contentions on this issue are misplaced. In his expert report, D
Walmsley cites the Nyaard article in support of his proposition that safe and &fkec
alternatives to mesh surgery exiélValmsley Report re: Betancourt [Docket 11J) at 7 (citing
Nygaard, et al.,Abdominal Sacrocolpopexy: A Comprehensive Revi@G Vol. 104, No. 4,
(2004) Additionally, in his deposition, Dr. Walmsley responds toqaestion about the
comparable complication rates in mesh and-m&sh based repairs as follows: “I haven't seen
numbers much higher than 3, 5 percent at highest for, let's say, native tissug repareas,
I've seen two to three times those numbershemmesh literature (Walmsley Dep. [Docket
141-2], at 37172 (emphasis addedpee alsdryree et al. v. Boston Scientific CorpNo. 2:12
cv-08633,2014 WL 5320566, at *55 (S.D. W. Va. Oct. 17, 20{Dr. Walker stated that
although he did not rely oparticular studies in preparing his report for this case, he read peer
reviewed literature and scientific studies on midurethral slings ‘very, frequently’ in his
clinical practice, which involves treating women with urologic dysfunction.”)

Furthermore, peeteviewed literature is merely one tool an expert witness can use to
support his opinion. Dr. Walmsley has extensive experience performing POP precatiliteas

witnessed firshand the difference in complications between polypropylene and non
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polypropylene treatments. In fact, his past experience with synthetichraedbad him to rarely
use it in his current practicess¢eWalmsley Dep. [Docket 142], at 4950 (“Q: When you say
you do very little synthetic mesh, dodo you continue to use synthetic mesh as an option? A:
Less and less so. | mean, | have done, for example, one case this yaat gedrll did between
three and four.”)).

BSC'’s contention that Dr. Walmsley “disavows” his opinions is a misinterpretatilois
depositiontestimony regarding his use of synthetic mesh products. Dr. Walmsley stattes th
synthetic mesh can be a viable option in a very narrow and specific set of(Eageslat 51).

For example, the benefit might outweigh the risks for an elderly patilentdoes not want to
undergo invasive surgery and is not sexually actike) However, Dr. Walmsley specifically
states that even in those situations, synthetic mesh is “a heroic kind-ditdaspvption.” (d.).
Additionally, Dr. Walmsley’s discussion of the standard of care in 2008 and 2010 is based on his
opinion that doctors did not have enough information about mesh products at those times to
adequately warn their patients and obtain informed condentat(410). Simply because Dr.
Walmsley believeshat polypropylene mestievices are functional produai®es not mean he
cannot opine that there are safer available alternatives. More importantly, eoeldisus
Betancourt and Ms. Nunez do not meet the narrow criteria Dr. Walmsleytass@s mentioned
above, his opinions on safer alternatives are particularly pertinent to thest éasordingly, |

FIND that Dr. Walmsley’s opinions on safer alternatives are sufficiently relisiolerDaubert

3. Specific Causation
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Finally, BSC asserts that Dr. Walmsley’s specific causation opinionsdregaMs.
Nunez and M. Betancourt are unreliable because they are based solely on his “personal
unscientific observations.BSC’s Mem. re: Walmsley [Docket 110], at 13).

a. Mania Nunez

The crux of BSC’s argument regarding Ms. Nunez is that Dr. Walmsley opiaeshe
will “c ontinue[ ] to be plagued with complications,” when her medical records do not indicate
any current symptoms. (Walmsley Report re: Nunez [Docket2],18t 11). In opposition, the
plaintiff contends that Dr. Walmsley performed a reliable differential disignto come to the
conclusion that mesh erosion is the cause of her pain and will continue to be in the future.
Whether BSC disagrees with Dr. Walmsley's ultimate conclusion is not a swoffflesesis to
object undemDaubert given that he performed a reliable differential diagnosis. | note that, “a
physician may reach a reliable differential diagnosis without persopatforming a physical
examination.”Cooper v. Smith & Nephew, In@259 F.3d 194, 2034th Cir. 2001). Here, Dr.
Walmsley reviewed Ms. Nunez’'s medical records, her pathology report, and her ideposit
Additionally, throughout his deposition testimony, Dr. Walmsley considers possiaieative
causes of pain and subsequently dismisses t{teee, e.g.Walmsley Dep. [Docket 142], at
437 (discussing Ms. Nunez’'s HPV: “In my research of the medical literatueendt come
across instances where that specific finding has been attributed to idcrs&sef erosion.”);
see also idat 441 (discussing Ms. Nunez’s vaginal cuff cellulitis: “YWélunderstand your
question and | would say yes if, in fact, the infected tissue were sskmireThe issue | have
here is that the tissue’s gong.”Any potential errors in Dr. Walmsley’s differential diagnosis

“affect the weight that the jury shaligive the expert’s testimony and not the admissibility of the
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testimony.”Westberry 178 F.3d at 265 (internal quotations omitted). Therefdeé\ND that Dr.
Walmsley adequately considered and eliminated alternate causes of Ms. NumgztsTsy such
thathis differential diagnosis is reliable.
b. Juana Betancourt

BSC makes similar objections in regard to Dr. Walmsley’s opinions on Ms. d®etdn
in addition to emphasizing the fact that Dr. Walmsley’'s case specific repemnsoatly identical,
except forthe names of the patients. BSC points out that in Ms. Betancourt’s report, Dr.
Walmsley failed to change the name in several places from “Martinez” to “Betahd®8C
argues that this typographical error is evidence that Dr. Walmsley alal@sthe gae position
“without any independent analysis.” (BSMMem. re: Walmsley [Docket 110], at 14). | disagree.
In his deposition, Dr. Walmsley explains his mistake:

Q: And when you saw the concerns you voiced in relation to Ms. Martinez, it
looks to me likehe factual statements about the injuries you have made in
this — in Ms. Betancourt’s report are identical to the injuries you've set
forth in Ms. Nunez’ report; is that correct?

A: Well, I — I don’t believe that’s fair to say, because keep in mind ttieat
first part of my report gives a timeline that describes the injuries. And then
what | start to summarize and describe my opinions, what you have to
understand is a lot of these meashated complications do have overlap:
Pelvic pain, dyspareunia, mesh erosion, mesh extrusion. Unfortunately in
the case of both Ms. Martinez and Ms. Betancourt, they had a very similar
spectrum of complications.

A: But for the purposes of this report, understand the medical records were
very closely vetted by myself. | considered if there was any sort of
deviations in the standard of care on the part of the doctors in terms of
assessing or formulating my opinion for better, for worse, because a lot of
the similar complications that | saw with Ms. Martinez, whichhev@esh
specific complications, that tended to be fairly redundant and reproducible
element to my report.
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(Walmsley Dep. [Docket 141-2], at 98—100).

Furthermore, as discussed above, it is clear that Dr. Walmsley did in facthpeufor
independent analysis by reviewing Ms. Betancourt’s medical recordslqgy report, and
deposition. Additionally, throughout his deposition testimony, Dr. Walmsley considestblpos
alternative causes of pain and subsequently dismisses tBea).€.g.Walmsley Dep. [Doket
1412], at 178 (“[Blased on my review of the medical records, | don’'t see anything within t
medical records that says dyspareunia pain at vaginal cuff, you know, likslgréctomy
related. This- this — these setbacks occurred over two years @fterhysterectomy had been
finished. So | am not of the opinion that her dyspareunia that she describes in 2012ddaela
her hysterectomy.”)see also idat 337 (“I don’t necessarily think that estrogen deficiency as a
result of now having her bodyaking estrogen is as relevant of an issue in the first year or two
of this whole thing, if that makes sense to you.”)). Any potential errors in Drmgl&y’s
differential diagnosis “affect the weight that the jury should give the espedtimony and ro
the admissibility of the testimonyWestberry 178 F.3d at 265 (internal quotations omitted).
Therefore, IFIND that Dr. Walmsley adequately considered and eliminated alternate causes of
Ms. Betancourt’'s symptoms such that his differential diagnosis is reliable.

In conclusion, IDENY BSC’s Motion to Exclude the Testimony of Dr. Walmsley
[Docket 109].

L. Motion to Exclude the Opinions & Testimony of Jorge Pando, M.D.

Dr. Pando, a licensed obstetrician and gynecologist, treated Ms. Betaaifteushe had

undergone mesh implant surgery. Dr. Pando diagnosed Ms. Betancourt “with anterior and

posterior exposure of vaginal mesh and erosion,” and he performed surgery ity paniave
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the mesh. (Pando Report [Docket 485 at | 2). The plaintiffs seek to offer Dr. Pando as a
“non-retained expert” to testify about his treatment of Ms. Betancourt andpimion that “the
cause of Ms. Betancourt’s pelvic pain and dyspareunia is the Pinnacle mesh andatierproy
which it is implanted as directed by Boston Scientific Corporatidd.”at 6). BSC moves to
exclude the opinions and testimony of Dr. Pando on the basiththglaintiffs did not timely
designate Dr. Pando as an expe3edDef.’s Mem. of Law in Supp. of its Mot. to Exclude the
Ops. & Test. of Dr. Pando (“Def.’s Mem. re: Pando”) [Docket 156],-a).6BSC also argues
that this court should limit Dr. Pandotestimony to his care and treatment of Ms. Betancourt.
(Id. at ~12). Because | find that the plaintiffs did not timely disclose Dr. Pando aspamt in
accordance with this court’s pretrial orders, | need not address the s¢opéestimony.

Fedeal Rule of Civil Procedure 26 requires a party to disclose to other patties
identity of any witnesses it may use at trial to present [expert] evidened.” FE Civ. P.
26(a)(2)(A. Furthermore, “if the witness is one retained or specially employedwadprexpert
testimony,” a party must accompany this disclosure with a written report detaliogiplete
statement of all opinions the witness will express and the basis and reasthesfdrFed. R.
Civ. P. 26(a)(2)(B). Expert reports under Rulé(8(2)(B) are not required for treating
physicians,seeL.R. Civ. P. 26.1, but parties must still supply an expert report under Rule
26(a)(2)(C), stating the subject matter of the testimony and providing a syrofithe witness’s
opinion testimony. Fed. R. Civ. P. 26(a)(2)(C). The plaintiffs’ report for Dr. Pantsfissithe
requirements of Rule 26(a)(2)(ChdePando Report [Docket 158, at f11-10 (outlining the
opinions Dr. Pando is expected to offer at trial)).

Rule 26, however, also requires “a party [to] make these disclosures at tharidnes
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the sequence that the court orders.” Fed. R. Civ. P. 26(2)(D). This court set forthirzetiorel
expert discovery in Pretrial Order998 and #104. As demonstrated the following table, the

plaintiffs did not timely disclose Dr. Pando as an expert in accordance witburés directive.

June 9, 2014 Deadline for plaintiffs’ expert reports (Pretrial Orde®3).
June 20, 2014 The plaintiffs met wth Dr. Pando for the first time to discuss N
(approximately) Betancourt’s medical record. (Pando Dep. [Docket 155-2], at 56:3-23).
July 18, 2014 Deadline for the completion of expert discovery (Pretrial Order # 104
July 18, 2014 Deadlinefor the filing of Daubertmations (Pretrial Order # 95).
July 22, 2014 Deposition of Dr. Pando (Pando Dep. [Docket 155-2], at 1).
July 25, 2014 Deadline for filingDaubertbriefings (Pretrial Order # 95).
July 30, 2014 PIaiptiffs disclosed their Rule 26 designation of Dr. Jorge Pando as-¢

’ retained expert. (Def.’s Mem. re: Pando [Docket 156], at 6).
August 1, 2014 Deadline for casspecific discovery (Pretrial Order # 95).

The plaintiffs provided BSC with an expert report for Dr. Pando-tftg days after the June 9
deadlne. The disclosure for Dr. Pando was therefore untimely under Pretrial Order # 95.
Consequently, the plaintiffs may not use Dr. Pando as a witness at trial unietsltie to file
a timely disclosure “was substantially justified or is harmless.” RedCiv. P. 37(c)(1). The
Fourth Circuit has offered guidance in applying this rule:
In determining whether nondisclosure of evidence is substantially justified or
harmless, we consider: (1) the surprise to the party against whom the witrsess w
to have tefied; (2) the ability of the party to cure that surprise; (3) the extent to
which allowing the testimony would disrupt the trial; (4) the explanation for the
party’s failure to name the witness before trial; and (5) the importanceeof th
testimony.
Hoyle v. Frightliner, LLG 650 F.3d 321, 3280 (4th Cir. 2011) (internal citation omitted).
Here, weighing these considerations demonstrates that the plaintiffs’ feolurie a timely
disclosure for Dr. Pando was not substantially justified and is notdéssm

First, the plaintiffs’ untimely disclosure of Dr. Pando unfairly surprised BSwirtg not

received a Rule 26 disclosure for Dr. Pando, BSC prepared to depose Dr. Pando as a fact
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witness, rather than an expert witness, in accordance with the 'pagtiesd upon schedulé&Sde

Def.’s Mem. re: Pando [Docket 156], at 6 n.4). Then, at deposition, BSC questioned Dr. Pando
as a fact witness, allowing the plaintiffs to “[take] the lead” and to “gquE$tDr. Pando first
pursuant to the parties’ agreement on deposition priority for treating physiciahy If the
plaintiffs had timely served their expert disclosure, BSC would not have apptbdbe
deposition in this manner and would have instead treated Dr. Pando as an expert Sgeasds. (

at 7 (‘Had Plaintiff served her disclosure prior to the deposition, Boston Scientific would not
have allowed plaintiff to take the lead. and do the initial examination of Dr. Pando.”)).

Moreover, with timely disclosure, BSC would have had “full notice of Dr. Pando’s
opinions prior to deposition” and could have questioned Dr. Pando about his “inconsistent”
opinions. (d.). In response, the plaintiffs analogize this cas&tddman v. Phillips & Son
Drilling, Inc., in which the court allowed the expert to testify even though the expert report was
nine days late. No. 3:18+152, 2014 WL 3407066, at *3 (N.D. W. Va. July 10, 20BBpldman
does not assist the plaintiffs in this case, when they submitted their expent for Dr. Pando
fifty-onedays after theleadline set forth in Pretrial Order # 95.

The next factor, the ability to cure the surprise, also weighs againstdingéfis. The
plaintiffs argue that they “cured” the surprise by “submitting the disclasuBSC just shortly
[Jafter” the deposition and “prior to the close of discovery.” (Pls.” Resp. to Dbfds to
Exclude the Ops. & Test. of Dr. Pando [Docket 175], at 6). To be more precise, the plaintiffs
submitted Dr. Pando’s report eight days after his deposition and one day before thef close
discovery. Compared t&oldman wherein the party filed the expert report one day after the

deposition,Goldman 2014 WL 3407066, at *3his “cure” is not satisfactory. Furthermore, the
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plaintiffs’ failure to timely disclose Dr. Pando as an expert preven&d Bom timely filing a
Daubert objedion to Dr. Pando’s expert testimony. (Pretrial Order # 95 (requiDlagbert
motions to be submitted by July 18, 2014)). The plaintiffs did not attempt to cure thiatisdue

This case does not implicate the third factoHmyle | thus move to théourth factor,
which again favors BSC’s motion. In an attempt to excuse their untimelinesplaihéffs
maintain that Dr. Pando was not available for deposition at any time prior to July 22, 2644. E
if this is true, the plaintiffs could have taken various actions to prepare BSC .f¢tabDdo’s
expert testimony. For instance, the plaintiffs could have strategized aboutsth@f Dr. Pando
when they met with him the first time, a month before his deposition. (Pando Dep. [Docket 155
2], at 56:3). In addition, the plaintiffs could have filed a motion with the court, reqgestin
extension for submitting an expert report for Dr. Pando. Instead, the plaintitedviidiy-one
days after the deadline set forth by this court to notify BSC that Dr. Pamld vestify at trial
as an expert for specific causation.

Finally, with respect to the fifth factor, the importance of Dr. Pando’srtesy carries
little weight here, considering that at least one other expert for the plaintiffy@ade specific
causation opinions for Ms. Betancourgde, e.g.Walmsley Report [Docket 1100] (providing
specific causation opinion testimony for Ms. Betancousge also Tyree v. Boston Scientific
Corp.,, 2:12¢cv-08633, 2014 WL 5320566, at *59 (S.D. W. Va. Oct. 17, 2014) (concluding that
“Dr. Shobeiri’s report is not necessarily crucial to the plaintiff's abtlityoe heard on the merits
of her case” because another expert is available to opine on specific causation).

Under the Federal Rules of Civil Procedure &tayte the plaintiffs’ disclosure of Dr.

Pando is untimely, and | find that the untimeliness is not substantially justifibaromless.
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Accordingly, | GRANT BSC’s Motion to Exclude the Opinions and Testimony of Dr. Pando
[Docket 155].
IV.  Plaintiffs’ DaubertMotions

The plaintiffs move to limit or exclude the testimony of Dr. Stephen H. Spiegelberg

Stephen Badylak, Dr. Matthew F. Davies, Dr. Christine L. Brauer, and Dy.LG#Yinn.
A. Motion to Exclude the Testimony of Stephen H. Spiegelberg, Ph.D.

The plaintiffs seek to exclude the opinions of Dr. Stephen H. Spiegelberg. Dr.
Spiegelberg is a chemical engineer who has extensive experience in polymee. Sciems
expert report, Dr. Spiegelberg concludes that polypropylene is a safe biamiteuse in
BSCs pelvic mesh devices and polypropylene remains the state of the art fagtisygthft
materials. On June 2, 2014, Dr. Spiegelberg filed a supplemental report becaupesiodef
Frank Zakrzewski, corporate representative for Chevron Phdligsmical Company (“Chevron
Phillips”), provides additional support for the following two opinions: (1) The Meédica
Application Caution in the Material Safety Data Sheet (“MSDS”) for Marlex HIBE-01
polypropylene resin has no scientific or medical bg&sBSCs pelvic mesh devices contain
two different antioxidants; therefore, BSC mesh does not undergo oxidative degrada&ivo.
(Spiegelberg Supplemental Report [DocHldil-1], at 1). The plaintiffs argue that (1) Dr.
Spiegelberts opinions regardingosition statements by medical organizations; and (2) his state
of mind or intent opinions related to the MSDS should be struck! (®ésn. of Law in Supp. of
their Mot. to Exclude the Ops. & Test. of Stephen H. Spiegelberg, Ph.D.” (\dsn. re:

Spiegdberg”) [Docket112], at 1).
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| have previously reviewed the opinion testimony of Dr. Spiegelberg WDaldrert See
Tyree, et al. v. Boston Scientific Cqrplo. 2:12cv-08633, 2014 WL 5320566, at *662 (S.D.

W. Va. Oct. 17, 2014). While the parties imst case have not relied on precisely the same
arguments, my reasoning and conclusions figmeestill govern. Furthermore, to the extent that
there are differences in fact and exhibits, the court does not find them sufficretdrially.
1. Opinions Regarding Position Statements by Medical Organizations

The plaintiffs seek to exclude Dr. Spiegelbsrgeferences to physician organization
statements promoting the safety and efficacy of polypropylene matadhklding those of the
American Urogynecological Society (*AUGS”) and the Society for Female ogyoland
Urodynamics (“SUFU”). Dr. Spiegelberg writes that “this history ofesafe has been
recognized by leading medical organizations for the treatment of female petriclisorders.”
(Spiegelbergsupplemental Report [Docket 111-1], at 3).

Plaintiffs argue that Dr. Spiegelbésgcharacterization and use of these statements should
be excluded because Dr. Spiegelberg is unqualified and lacks reliable methodology. As |
indicated previously during these MDLs, position statements are not expert ophhuskgy v.
Ethicon, Inc, No. 2:12cv-05201, 2014 WL 3362264, at *33 (S.D. W. Va. Jul. 8, 2014). Dr.
Spiegelberg is not using his “scientific, technical, or other specialized knowl&udgeaking
these wmtements. Fed. R. Evid. 702. Therefore, | will not address the abiifitissof this
testimony here anRESERVE this ruling for trial.

2. Opinions Related to Chevron Phillipss State of Mind or Intent
The plaintiffs also seek to exclude Dr. Spiegelbergpinions in both his expert and

supplemental report related to the MSDS created by Chevron Phillips, the compasg
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polypropylene BSC used in the manufacturing of POP mesh. The plaintiffs argubedba
MSDS opinions are a “backdoor attempt” to opine about Chevron Ptullgtate of mind or
intent. (PIs. Mem. re: Spiegelberg [Docké&t 2], at 5). The majority of Dr. Spiegelb&gexpert
report properly reviews BSC records, scientific literature, and oRparereports to come to his
conclusions. Section | (Polypropylene Raw Material was Appropriate far ibsBoston
Scientifics Devices), however, crosses the line into state of mim@yree | ruled as follows:

Although Dr. Spiegelbetg opinion that the Medical Application Caution was
not addedor any scientific reasqrtould have been based on the analysis present
throughout his report, instead, he specifically refers to a history of “liabilit
concerns.” (Spiegelberg Report [Docket 21F, at 40 (“Resin manufacturers,
mindful of Dow Cornings lawsuits involving their supply of silicone for breast
implants, are often reluctant to supply raw material for medical devices based
purely on liability concerns, rather than performance concerns.”)). Dr.
Spiegelberg infers that Chevron Phillips added the Medical Application Caution
because it was concerned with liability merely because it is his petsdiedland

he discovered no evidence to the contrary.

In his supplemental report, Dr. Spiegelberg reiterates his belief that d@hevr
Phillips “did notadd the statement based on any scientific or medaaterns

with transvaginal mesh.” (Spiegelberg Supplemental Report [Dockel]285 3
(emphasis added)). He bolsters this conclusion by relying on a deposition that is
both vague and unclear. Dr. Spatberg filed a supplemental report after
reviewing the deposition of Mr. Zakrzewski. While Dr. Spiegellstegeshat the
deposition provides additional support for his opinions, it is in fact an unreliable
source. Mr. Zakrzewski clearly indicates thathas no knowledge of who wrote

the MSDS or why it was writtenSeeZakrzewski Dep. [Docket 2154], at 45).

Dr. Spiegelberg uses the deposition to unequivocally opine that there is no
scientific evidence behind the MSDS; however, Mr. Zakrzewski onlgssthtat

he was not aware of any scientific testindgd. (at 47). Mr. Zakrzewsks
statements are inconclusive and in no way enable Dr. Spiegelberg to infer that
Chevron Phillips lacked a scientific basis in adding the caution.

While an expert may testifgs to a review of internal corporate documents solely
for the purpose of explaining the basis for his opinieassuming the opinions

are otherwise admissibleChevron Phillipss knowledge, state of mind, alleged

bad acts, failures to act, or other matters related to corporate conduct and ethics
are not appropriate subjects of expert testimony because opinions on these matte
will not assist the jurySee, e.gln re Rezulin Prods. Liab. Litig309 F. Supp. 2d
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531, 547 (S.D.N.Y. 2004) (“Inferences about the intent or motive of parties or
others lie outside the bounds of expert testimony . . . the question of intent is a
classic jury question and not one for the experts.”) (internal quotation marks
omitted);In re Fosamax Prods. Liab. Litig645 F. Supp. 2d 164, 192 (S.D.N.Y.

2009) (precluding testimony as to “the knowledge, motivations, intent, state of

mind, or purposes of” a company and its employees because it “is not a proper

subject for expert or even lay testimony”). Accordingly,FIND that Dr.

Spigyelbergs opinions related to Chevron Phillipsstate of mind or intent

associated with the MSDS should BXCLUDED..

Tyree 2014 WL 5320566, at *61. ThereforeADOPT my prior ruling on Dr. Spiegelberg, as
stated inTyree andFIND that his opinions related to Chevron Phillips’s state of mind associated
with the MSDS should bEXCLUDED .

Thus, the plaintiffs’ Motion to Exclude the Testimony of Dr. Spiegelberg [Docket 111] is
RESERVED IN PART andGRANTED IN PART .

B. Motion to Exclude the Testimony of Stephen Badylak, M.D.

The plaintiffs seek to exclude tlopinionsof Dr. Stephen H. Badylak. Dr. Badylak is a
medical doctor and biomaterials expert with research experience related to pykmpeo In his
expert reportDr. Badylak concludes that (1) polypropylene mesh is an appropriate implantable
material to reinforce soft tissue; (2) there is no evidenceB8ars mesh experiensany form
of device failure; (3) pathologic evaluation of the mesh shows no evidemptg/sital fracture,
deformation, failure, or polypropylene degradation; (4) BSC reasonably waliea preclinical
study in proceeding to market with the mesh; (5) BSdesign history files are complete; (6)
Type-1 polypropylene mesh is ndaxic, norcarcinogenic, and noedegradable in the body; (7)

implanting the mesh transvaginally does not increase risk of infection; (8) tiya desi testing

of the BSC devices complied with accepted industry and scientific standards;9and (

93



examination of two specimens is consistent with the expected response to pobmeapgterial
and does not evidence product defect. (Badylak Report [Docket 113-6], at 4, 8, 10-17).

On June 16, 2014, Dr. Badylak filed a supplemental report because the deposition of
Frank Zakrze/ski provides additional support for Dr. Badylakopinion that the Medical
Application Caution in the MSDS for the raw polypropylene material used in 8S@gical
mesh was not based upon or supported by safety concerns, scientific testingytdic steta.
(Badylak Supplemental Report [Docket 113-1], at 1).

The plaintiffs argue thafl) Dr. Badylak’'sopinions regarding position statements by
medical organizations; and (2) his state of mind or intent opinions related to MSD8 bhoul
struck. (PIs. Mem. of Law in Supp. of their Mot. to Exclude the Ops. & Test. of Stephen F.
Badylak, D.V.M., Ph.D., M.D. (“PlsMem. re: Badylak”) [Dockel14], at ).

| have previously reviewed the opinion testimony of Dr. Badylak uiierbert See
Tyree, et al. vBoston Scientific CorpNo. 2:12cv-08633,2014 WL 5320566, at *685.D. W.

Va. Oct. 17, 2014) While the parties in this case have not relied on precisely the same
arguments, my reasoning and conclusions figmeestill govern. Furthermore, to the extehat
there are differences in fact and exhibits, the court does not find them sufficretdrially.

1. Opinions Regarding Position Statements by Medical Organizations

The plaintiffs seek to exclude Dr. Badylakreferences to physician organization
staements promoting the safety and efficacy of polypropylene material, inglutiose of
AUGS and SUFU. Dr. Badylak writes that “[t]his resin has a long histbisafe and effective
use in the body and continues to be used today.” (Badylak Supplementdl [Repéet 113-1],

at 3). He subsequently quotes the same position statement regarding polypropylene. that D
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Spiegelberg references in his testimony. As discussed more duftya related to Dr.
Spiegelberts expert opinions and consistent with those findings, | will not address the
admissibility of this testimony here because position statements are not expernspluskey

v. Ethicon, Ing. No. 2:12cv-05201,2014 WL 3362264, at *38S.D. W. Va. July 8, 2014)
RESERVE these evidentiary rulings faral.

2. Opinions Related to Chevron Phillipss Knowledge, State of Mind, and
Corporate Conduct

The plaintiffs also seek to exclude Dr. Badyklopinions in both his expert and
supplemental report related to the MSDS created by Chevron Phillips, the compasg
polypropylene Boston Scientific used in the manufacturing of POP mesh. Thsffglairgue
that these MSDS opinions are a “backdoor attempt” to opine about Chevron Rhglae of
mind or intent. (PI$.Mem. re: Badylak [Docket14], at 5. A portion of the MSDS testimony in
Dr. Badylaks report, as well as all MSDS testimony in the supplemental report are almost
identical to Dr. Spiegelberg testimony. (Badylak Report [Dockei3-4, at 7 (“I have not seen
any evidence to indicate the addité language was supported by safety concerns or other
scientific data.”); Badylak Supplemental Report [DockéB-1], at 1, 3 (“Mr. Zakrzewsks
testimony lends additional support to my opinion that the medical application statentleat in
MSDS for the rav polypropylene material used in Boston Scient#fisurgical mesh was not
based upon, nor supported by, safety concerns, scientific testing or data.”)). Asedisooss
fully suprarelated to Dr. Spiegelberg expert opinions and consistent with thoiselihgs, |
FIND that Dr. Badylaks opinions related to Chevron Phillipstate of mind or intent associated
with the MSDS should bEXCLUDED .

Thus, the plaintiffs’ Motion to Exclude the Testimony of Dr. Badylak [Docket 113] is
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RESERVED IN PART andGRANTED IN PART.

C. Motion to Exclude the Testimony of Matthew F. Davies, M.D.

Plaintiff Mania Nunez seeks to limit or exclude the testimony of Dr. Matthew Fie®av
because “[his] methodology and resulting opinions related to-axmeng infectious etiology
for mesh complications genegaland in Ms. Nunez specifically are not based upon sufficient
underlying facts and data and are not the product of reliable scientific pesa@pti methods.”
(Pl. Mania Nunez’s Mem. of Law in Supp. ofdtl Mot. to Limit the Ops& Test. of Dr.Matthew
F. Davies, M.D. (“Pl.’'s Mem. re: Davies”) [Docket 116], at 4). Dr. Davies is a bcatdied
physician of Obstetrics and Gynecology, as well as the director of the dbivisf
Urogynecology and Minimally Invasive Surgery at Pestate Milton S. Hershey Medical
Center. Dr. Davies’s clinical practice is focused on the treatment of womerpeiitic floor
disorders, and he has completed over 600 rhaskd prolapse repairs. In his expert report, Dr.
Davies concludes that the plaifisf extrusions do not indicate a defect in the Pinnacle device
and that the mesh extrusion that occurred wsteada “healing issue.” (Davies Report [Docket
115-2], at 14).

| note that Dr. Davies’s report includes multiple risk factors that he beleargsbuted

to the plaintiff's“improper healing.” [d. at 10).Neverthelessthe plaintiff has chosen to object
to Human Papillomavirus BPV’) as a risk factor and not one of the many others mentioned.
(Seeid. (“Research has shown there are other risk factors which increase the incidence of
extrusions. Such risk factors include concomitant hysterectomy espesitdlya T — incision,
and a midline incision compared to a transverse incision at the urethrovesical jujctea.”

alsoid. at 15(“As to he third extrusion, Ms. Nunez was at that time suffering from atrophic
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vaginitis and hypoetrogenism . . . The decrease in estrogen causes a weakeagigabtissue

which also can lead to a higher risk of mesh extrusigreed alsad. (“Her third extusion was

associated with atrophic vaginal changes from her surgical menopausetetsesrlier, these
thinner tissues certainly place her at risk for mesh extrudindgtwjther incision line.”)).

The plaintiff specifically challenges Dr. Davies'simipns regarding prexisting tissue
infection related to the human papillomavirus (“HPV”) as the cause of thaetifila
complications. The plaintiff argues that Dr. Davies’s testimony is ‘tbase his unfounded
premise that (1) such an infection can smumesh complications generally, (2) Plaintiff was
positive for HPV at the time of her implant surgery, and (3)gxisting HPV caused Plaintiff's
mesh complications poesperatively.”(Pl.’'s Mem. re: DaviefDocket 116], at 3). The plaintiff's
motion isnot organized according to the objections cited above. Instead, it cites a number of
instances where the plaintiff believes Dr. Davies incorrectly testifies wierplaintiff was
diagnosed with HPV. For the reasons explained below, the plaintiff's metENIED .

1. HPV Diagnosis

By way of brief background, on February 22, 2008, Ms. Nunez visited her primary care
physician, Dr. Lugo, reporting heavy bleeding during her period and pelvic pavieé Report
[Docket 1152], at 9). On May 12, 2008, Dr. Lugo diagnosed Ms. Nunez with fibroids,
menorrhagia, and a rectoceltd.). Dr. Lugo referred Ms. Nunez to Dr. Salom, a specialist, to
evaluate her gynecological issues and prolapdg. ©On August 27, 2008, Dr. Bratter, assisted
by Dr. Salom, performed attl vaginal hysterectomy with ovary preservation and a posterior
repair using Pinnacle PFR systerid.), Following her first surgery, Ms. Nunez visited her

doctors at least seven times presenting with complicati®@e®id. at 16-11). On August 20,
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2010, Ms. Nunez was diagnosed with HPVMd.(at 11). On October 27, 2010, Dr. Mendez
performed a bilateral salpingooophorectomy (removal of her ovaries) and excisiogiral va
mesh. [d.). Following her second surgery, Ms. Nunez visited her doctors at leaitms&s
presenting with complicationsSé¢eid. at 12-13). On June 19, 2012, Dr. Mendez performed an
excision of a two by one centimeter portion of mesh from the posterior vagina ihfimate
involved with the rectum.d. at 13). Following her third surgery, Ms. Nunez visited Dr. Mendez
three times, presenting with no symptoms or complicati@ee {dat 13-14).

The plaintiff argues that Dr. Davies incorrectly opines that the pidrad HPV in 2008
before her first surgery. The court has reviewed Drvi€ss epert report and deposition
thoroughly, noting every reference he makes to HPV. Not once does Dr. Davies opihe that t
plaintiff had HPV at any time before August 10, 2010, when she was diagnosed. All of Dr.
Davies’s references to HPV are accusitgements of fact based on the record.

Furthermore] agree withBSCthat the plaintiff “misconstrues Dr. Dav|ésg opinions on
this matter.” (Mem. in Opp to Pls. Mot. to Limit the Ops. & Test. of Dr. Matthew F. Davies,
M.D. (“BSCs Resp. re: Davi€s [Docket 136], at 2). For example, the plaintiff objects to Dr.
Davies’s recitation of the plaintiff's prexisting medical history, specifically his reference to
chronic cystic cervicitis. Chronic cystic cervicitis is not HPV. In hipagtion, Dr. Dales
discusses HPV as a possible cause of chronic cystic cervicitis, indicainthély are not the
same thing. (Davies Dep. [Docket 13f( at 214). He also clearly states that there are other
possible causes of chronic cystic cervicitis, and he cannot confirm whether oPYiow&t the
official cause without a diagnosisd)).

The plaintiff also objects to Dr. Davies’s explanation of possible factors comighuat
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her mesh extrusion and excision proced=eDavies Report [Docket 118], at 10 (“This
mesh extrusion and the excision procedure it necessitated is not attributablefeot andieer
Pinnacle mesh, but rather, as explained more fully below, is likely the resulbofanation of
factors including improper healing due to her conconitgssterectomy, placement of the sling
which was potentially too superficial, and gross vaginal infection in hesioncsite.”). Again,
the plaintiff incorrectly emphasizes “gross vaginal infection” with the beliaf this is a
reference to HPV. In hideposition, Dr. Davies clarifies that the gross vaginal infection he is
referring to is vaginal cuff cellulitis, not HPV. (Davies Dep. [Docket -BR6at 238).
Accordingly, IFIND that Dr. Davies is permitted to testify about the plaintiff's HPV diagnosis

2. HPV Effect on Mesh

The plaintiff objects to two statements made by Dr. Davies regarding heldssaaoaery
on October 27, 2010wvhich the plaintiff contends relate to the premise that HPV causes mesh
complications generally

For the second surgery (in October 2010), Ms. Nunez had ongoing viral infection

in her vaginal tissue due to mild squamous dysplasia and HPV. Such a viral

infection of vaginal tissue resulted in pain and dyspareunia as well as enberas

risk of mesh extrusions.

Secondly, her irdctions with HPV and bacterial vaginosis lead to discharge, pain
and dyspareunia as seen at the timleenfsecond extrusion surgery.

(Davies Report [Docket 118], at 15)*° The plaintiff argues that Dr. Davies’s conclusions are
unreliable ipse dixit opinions, which are unsupported by any testing or other reliable
methodology.(Pl.’'s Mem. re: DaviegDocket 116], at 5)District courts have “considerable

leeway” in applyingDaubert’sreliability factors, and &ull reading of Dr. Davies’s experéport

%1t is unclear why the plaintiff chose to object to these two statemenex; Wh. Davies makes additional
references to HPV and the second surgery at the end of his. FEpertfore, | will assume that the plaintiff objects
to all references regarding the effect HPV had on the plaintiff's secondgsurger
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illustrates his conclusions and methodology regarding HPV are déumtho TireCo., Ltd. V.
Carmichae)] 526 U.S.137, 152 (1999)Dr. Davies opines that HPV weakens vaginal tissue,
which in turn increases the risk of mesh extrusions. Dr. Davies’s opinioaised on “(1) his
observations during his twenty plus years clinical experience with mesh;s(Xnbwledge
based on his medical training and education; (3) his knowledge based on his research and
publications on mesh based POP repair; and (4) his knowledge based on his review of the
medical and scientific literature(BSCs Resp. re: Daviefocket 136], at 5). Additionally, Dr.
Davies has ample clinical experience, having completed @d@meskbased prolapse repairs
andhas researched and written about HPV. (Dabies. [Docket 13&3], at 207);Davies Report
[Docket 1152], at 14). Accordingly, FIND that Dr. Davies is permitted to testify about HPV
infections causing mesh complications generally.

Thus, Plaintiff Nunez’s Motion to Exclude the Testimony of Dr. Davies [Docket 115] is
DENIED.

D. Motion to Exclude the Testimony of Christine L. Brauer, Ph.D.

The paintiffs seek to exclude or limit thexpert opinionf Dr. Christine Brauer. Dr.
Brauer is a former FDA employee and regulatory consultant who offemgns regarding the
FDA regulatory process and BSCregulatory activities. Plaintiffs argue that Dr. Braser
“opinion testimony regarding: (1) the FDA&gulatory scheme; (2) the FDA clearance of BSC
devices at issue in this litigation; (3) BSCDirections for Use, Patient Labeling and Patient
Brochures; (4) FDA MAUDE Database and MDR Reports; (5) FDA AdvisonePlsleetings;
and (6) BSGCs Corporate Warning Letter” should be excluded in its entirety. (R&=m. of Law

in Supp. of Mot. to Exclude, or Limit the Test. of BSExpert Christine Brauer, Ph.D. [Docket
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119, at1-2).

| have previously reviewed the opinion testimony of Dr. Brauer ubirribert See
Sanchez, et al. v. Boston Scientific Cpifgo. 2:12cv-05762, 2014 WL 4851989, at *387
(S.D. W. Va. Sept. 29, 2014). The parties in this case assert the same argumeditgyrdga
admissibility of Dr. Brauer’'s expert opinions und@aubertthat laddressed isanchezTo the
extent that there are differences in fact and exhibits, the court does not findutfieransly
materially. TheSanchezxcerpts quoted below are to explicate the conclusions the court reaches
on the issue of Dr. Brauer’s expert opinions:

| have repeatedly and thoroughly considered the admissibility of the’sFDA
510(k) process, and | have consistently found that the 510(k) process does not
relate to safety or efficacyewis v. Johnson & Johnspf891 F. Supp. 2d 748, at
753-% (S.D. W. Va. 2014). Therefore, the parties may not present evidence
regarding the 510(k) clearance process or subsequent FDA enforcement actions
This is consistent with prior rulings by this co8ee, e.g.Cisson v. C. R. Bard,

Inc,, No. 2:1%cv-001%, 2013 U.S. Dist. LEXIS 102699, at *22 (S.D. W. Va.
July 23, 2013) (“The FDA 510(k) process does not go to safety and effectiveness
and does not provide any requirements on its own. Basically, it has no operative
interaction with state tort laws.”) (inteal reference omitted); OrdeZjsson v. C.

R. Bard, Inc, No. 2:11ev-00195 (S.D. W. Va. July 1, 2013), [Docket 309], at 3—4
(“Under United States Supreme Court precedent, the FDA 510(k) process does
not go to whether the product is safe and effective Because the FDA 510(k)
process does not go to whether the [mesh] products are safe and effective and the
510(k) process does not impose any requirements on its own, the 510(k) process
is inapplicable to this case. This evidence is excluded under Federal Rule of
Evidence 402 as irrelevant, and under Rule 403 for the reasons previously stated,
including the very substantial dangers of misleading the jury and confusing the
issues.”); Mem. Op. & Orde€isson v. C. R. Bard, IndNo. 2:11cv-00195 (S.D.

W. Va. June 27, 2013) [Docket 302], at43(holding that evidence regarding the
510(k) process and enforcement should be excluded under Rule 403); Mem. Op.
& Order, Huskey v. Ethicon, IncNo. 2:12cv-05201 (S.D. W. Va. May 12, 2014
[Docket 223], at 1 (“Tts is not the first time | am confronted with determining

the admissibility of evidence relating to marketing clearance under thésFDA
510(k) process . . . In all previous cases, | excluded all evidence relating to the
510(k) process because it does nottgothe safety and efficacy of medical
devices and because of the potential to mislead and confuse the jury.”).
Accordingly, | FIND that Dr. Braués opinions should be excluded in their
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entirety.

Sanchez2014 WL 4851989, at *36—37. TherefordDOPT my prior ruling on Dr. Brauer, as
stated inSanchezandEXCLUDE her opinions in their entirety.
E. Motion to Exclude the Testimony of Gary L. Winn, Ph.D.

The plaintiffs seek to exclude the opinions of Dr. Gary L. Winn. Dr. Winn is a professor
in Industrial and Management Systems Engineering in the Safety Manageogmanpat West
Virginia University who has approximately 30 years of experience itysdiealth, and training.
(Winn Report [Dockefl19-1], at 1). In his expert report, Dr. Winn offers opinions with regard to
the nature and purpose of Material Safety Data Sheets (“MSDS”) and as toSIDE For
polypropylene used by BSC in the manufacture opétwic mesh productsid.). The plaintiffs
argue thaDr. Winn concedes he will not be offering any relevant opinions at trial, antithat
opinions should be struck entirely because (1) he is unqualified; (2) his methodology is
unreliable; and (3) his opinions are impermissible legal conclusions and faetuatives
speculating about Chevron Phillips’s knowledge. (Pls.” Mem. of Law in Supp. of their &ot. t
Exclude the Ops. & Test. of Gary L. Winn, Ph.D. (“Pls.” Mem. re: Winn”) [Dodia€}, at 2-4).

BSC construes the plaintiffs’ motion as support for BSC’s contention that the MSDS is
irrelevant, but opposes all of the plaintiffs’ argumesgpecific toDr. Winn. (See generally
BSCs Mem. in Opfn to PIs.” Mot. to Exclude the Ops. & Test. of Gary L. Winn, Ph.D.
(“BSCs Mem. re: Winn”) [Docke81)).

| have previously reviewed the opinion testimony of Winn underDaubert See Tyree
et al. v. Boston Scientific CordNo. 2:12cv-08633,2014 WL 5320566, at *63S.D. W. Va.

Oct. 17, 2014). While the p#&s in this case have not relied on precisely the same arguments,
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my reasoning and conclusions fragreestill govern. Furthermore, to the extent that there are
differences in fact and exhibits, the court does not find them suffigierdterially.In Tyree |
ruled as follows:

In his expert report, Dr. Winn describes (1) the development of the hazard
communication standard; (2) the standardization of the content of MSDSs; and (3)
uses of MSDSs in the field. (Winn Report [Docket 229at 3-8). Dr. Winn
concludes that raw polypropylene is not hazardous based on anecdotal evidence
involving other MSDSs; and therefore, the 2004 Chevron Phillips MSDS is
extraneous.ld. at 8-10). Although | believe that the warning provided in the
MSDS is relevant, | do noteieve an expert is required to discuss MSDSs
generally or the issue of whether polypropylene requires an MSDS because of its
hazardous nature. A narrative review of the history and development of MSDSs
and who uses them in the field is not helpful to the jury. The pertinent issue is that
the MSDS contained a warning (Medical Application Caution) allegedly not
heeded by BSC, not that an MSDS itself existed. This warning from the supplier
could have taken any forhi.Accordingly, | FIND that Dr. Winn's opinios
regarding MSDSs should be excluded in their entirety.

Tyree 2014 WL 5320566, at *63 -herefore, ADOPT my prior ruling on Dr. Winn, as stated in
Tyree andFIND that his opinions related to MSDSs shouldECLUDED in their entirety.
V. Effect of Daubert Rulings

| emphasize that my rulingsxcludingexpert opinions under Rule 702 abdubertare
dispositive of their admissibility in these cases, but my rulimgo excludexpert opinions are
not dispositive of their admissibility. In other words, to the extent that certamapimight be
cumulative or might confuse or mislead the jury, they may still be excluded unded®ilor
some other evidentiary rule. | will take up these issues as they arise.

VI. Conclusion

n fact, in another pleading, there is evidence of an agreeletween BSC and its supplier indicating it was
BSC's responsibility to determine the suitability of polypropylene applicati{SeeAgreement [Docket 288], at
3-4; see alsdVinn Report [Docket 224], at 10).
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To reiteratefor the reasons explained below, the defendant’s motion with respect to Dr.
Trepeta [Docket 86] ISRANTED IN PART andDENIED IN PART . The defendant’'s motion
with respect to Dr. Margolis [Docket 88] GRANTED IN PART andDENIED IN PART.

The defendant’s ntmn with respect to Dr. Barker [Docket 90|GRANTED. The defendant’s
motion with respect to Drs. Mays and Gido [Docket 9ZRANTED IN PART andDENIED

IN PART. The defendant’'s motion with respect to Dr. Salom [Docket 94HESIIED. The
defendant’s motion with respect to Dr. Pence [Docket 96GRANTED IN PART and
DENIED IN PART . The defendant’s motions with regard to Dr. Slack [Dockets 98 and 147] are
GRANTED and DENIED, respectively. The defendant’s motion with respect to Dr. Raybon
[Docket 100] isGRANTED IN PART andDENIED IN PART . The defendant’s motion with
respect to Dr. Kiley [Docket 102] iISRANTED IN PART and DENIED IN PART. The
defendant’s motion with regard to Dr. lakovleddcket 104] is GRANTED IN PART and
DENIED IN PART. The defendant’s motion with regard to Dr. Walmsley [Docket 109] is
DENIED IN PART and DENIED AS MOOT. The defendant’s motion with respect to Dr.
Pando [Docket 195s GRANTED.

The plaintiffs’ motion with regard to Dr. Spiegelberg [Docket 111GRANTED IN
PART andRESERVED IN PART. The plaintiffs’ motion with respect to Dr. Badylak [Docket
113] isGRANTED IN PART andRESERVED IN PART. The plaintiff's motion with regard
to Dr. Davies [Docket 115] i©ENIED. The plaintiffs’ motion with regard to Dr. Braue
[Docket 117] isGRANTED. The plaintffs’ motion with regard to Dr. Winn [Docket 119] is

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

ENTER: October 27, 2014

( 5 / // / J
\ b 4 /’ ) # Q
\ e [ /< wglun,
~JOSEPH R GOODWIN  /
UNITED STATES DISTRICT JUDGE
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