Canterbury v. Boston Scientific Corporation PT... THE CONSOLIDATED CASES ARE TO BE DOCKETED HEREIN. Doc. 473

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

CHARLESTON DIVISION

JACQUELYN TYREE, et al.,
Plaintiffs,
V. CIVILACTION NO. 2:12-cv-08633
BOSTON SCIENTIFIC CORPORATION,
Defendant.
AMENDED MEMORANDUM OPINION AND ORDER
(DaubertMotions)

The Memorandum Opinion and Ord&@aubertMotions) entered on October 17, 2014
[Docket 444] isAMENDED. The only changes to this decisiare on pages 11 and 49 to correct
minor typographical errors (changing “his expapinion” to “BSC’s motion”). These changes
do not alter my rulings.

The following motions have been brought bg ttefendant, Boston Scientific Corporation
(“BSC”): (1) Defendant’s Motion to Exclude Plaintiffs’ Exp&rtOpinion that Polypropylene
Mid-Urethral Slings Ae Defective [Docket 227]; (2) DefendaMotion to Exclude the Opinions
and Testimony of Michael Thomas Margolis, M.[Docket 237] (3) Defendant’'s Motion to
Exclude the Opinions and Testimony of RichardMépeta, M.D. [Docket 235]; (4) Defendant’s
Motion to Exclude the Opinions and TestimonyJohmy W. Mays, Ph.Dand Samuel P. Gido,
Ph.D. [Docket 221]; (5) DefendastMotion to Exclude the Opians and Testimony of Peggy
Pence, Ph.D., RAC, FRAPS [Daat 219]; (6) Defendant’'s Motioto Exclude the Opinions and

Testimony of Thomas H. Barker, Ph.D. [Dotk23]; (7) Defendant’'s Motion to Exclude the
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Opinions and Testimony of Donald R. Osteyavl.D. [Docket 217]; (8) Defendant’s Motion to
Exclude the Opinions and Testimony of Vladinakovlev, M.D. [Docket 225]; (9) Defendant’s
Motion to Exclude the Opinions and Testimoaf Jerry Blaivas, M.D. [Docket 239]; (10)
Defendant’s Motion to Exclude the Opinioaisd Testimony of AlisoWredenburgh, Ph.D., CPE
[Docket 241]; (11) Defendant’s Motion to Exckidhe Opinions and Testimony of Bruce Allen
Rosenzweig, M.D. [Docket 251]12) Defendant’s Motion to Excludibe Opinions of Christopher
Walker, M.D. [Docket 247]; and (13) Defendanti®tion to Strike Rebuttal Report of Dr. Abbas
Shobeiri [Docket 400].

The following motions have been brought the plaintiffs: (1) Paintiffs’ Motion to
Exclude the Testimony of Stephen H. SpiegelbBtgD. [Docket 215]; (2Plaintiff's Motion to
Exclude the Testimony of Stephen F. Badylak, MV Ph.D., M.D. [Docket 213]; (3) Plaintiffs’
Motion to Exclude the Testimony of Gary L. WiinPh.D. [Docket 229]; (4Plaintiffs’ Motion to
Exclude or Limit Testimony of Gfstine Brauer, Ph.D. [Dockéx31]; (5) Plaintiffs’ Motion to
Limit the Testimony of Patrick Culligan, M.D. fizket 233]; and (6) Plaintiffs’ Motion to Limit
the Testimony of Lonny Green, M.D. [Docket 354].

For the reasons explained below, the dééat's motion with respect to Plaintiffs’
Experts’ Opinion that Polypropylene Mid-Uneal Slings Are Defective [Docket 227] is
DENIED. The defendant’s motion with respéotDr. Margolis [Docket 237] ISRANTED IN
PART and DENIED IN PART and RESERVED IN PART. The defendant's motion with
respect to Dr. Trepeta [Docket 235]GRANTED IN PART andDENIED IN PART. The
defendant’s motion with respect Bys. Mays and Gido [Docket 221] GRANTED IN PART

andDENIED IN PART . The defendant’s motion withgpect to Dr. Pence [219] GRANTED



IN PART andDENIED IN PART . The defendant’'s motion with spect to Dr. Barker [Docket
223] is GRANTED. The defendant’'s motion with respect Dr. Ostergard [Docket 217] is
GRANTED IN PART andDENIED IN PART. The defendant’s motion with respect to Dr.
lakovlev [Docket 225] isSGRANTED. The defendant’'s motion withespect to Dr. Blaivas
[Docket 239] isSGRANTED IN PART andDENIED IN PART . The defendant’s motion with
respect to Dr. Vredenburgh [Docket 241{3RANTED. The defendant’s motion with respect to
Dr. Rosenzweig [Docket 251] BENIED. The defendant’s motion wittespect to Dr. Walker
[Docket 247] isDENIED. The defendant’s motion to strike the rebuttal repdrDr. Shobeiri
[Docket 400] iSGRANTED.

The plaintiffs’ motion with respedb Dr. Spiegelberg [Docket 215] RESERVED IN
PART andGRANTED IN PART . The plaintiffs’ motion with repect to Dr. Badylak [Docket
213]isRESERVED IN PART andGRANTED IN PART . The plaintiffs’ moton with respect to
Dr. Winn [Docket 229] iSSRANTED . The plaintiffs’ motion with rgpect to Dr. Brauer [Docket
231] is GRANTED. The plaintiffs’ motion with respécto Dr. Culligan [Docket 233] is
GRANTED. The plaintiffs’ motion with resgct to Dr. Green [Docket 354] GRANTED IN
PART andDENIED IN PART .

l. Background

This consolidated case resida one of seven MDLs assignedme by the Judicial Panel
on Multidistrict Litigation concerning the use of transvaginal surgical mesh to treat pelvic organ
prolapse and stress urinary incontinence. érsétven MDLSs, there aower 60,000 cases currently
pending, over 13,000 of which are in the Boston&ifie Corporation MDL, MDL 2326. In this

particular case, the four congldted plaintiffs were surgically implanted with the Obtryx



Transobturator Mid-Urethral Sling System €Etbtryx”), a mesh product manufactured by BSC.
(SeePretrial Order #78 [Docket 9], at 1-2All of the plaintiffs receive their surgeries in West
Virginia. They claim that as a result of implation of the Obtryx, they have experienced “erosion,
mesh contraction, infection, figh, inflammation, scar tissu@rgan perforation, dyspareunia
(pain during sexual intercounseblood loss, neuropathic amather acute and chronic nerve
damage and pain, pudendal nerve damage, d&aicdamage, and chronic pelvic paind.(at 4
(quoting the master complaint)). The plaintiffs gienegligence; strictdbility for design defect;
strict liability for manufacturingdefect; strict liability for failure to warn; breach of express
warranty; breach of implied warranty; and punitive damad@sai2). The spouse of one plaintiff
(Ms. Tyree) has also afied loss of consortiumld.). The parties have retained experts to render
opinions regarding the elements of these caon$extion, and the instant motions involve the
parties’ efforts to exclude or limit thexgerts’ opinions and gimony pursuant t®aubert v.
Merrell Dow Pharm., Ing.509 U.S. 579 (1993).
Il. Legal Standard

Under Federal Rule of Evidence 702, expedtimony is admissible if the expert is
“qualified . . . by knowledge, skill, experience, tiaig, or education,” anifl his testimony is (1)
helpful to the trier of fact in understanding thédewce or determining a faict issue; (2) “based

upon sufficient facts or data”; arf@) “the product of reliable prciples and methods” that (4)

'] originally consolidated the cases of @aplaintiffs implanted with the ObtryxSéePretrial Order #78 [Docket 9],
at 1 (naming Canterbury, Billings, Sexton, Hendricks, Modiyree, Campbell, Blankenship, Pugh, Workman, and
Wilson as consolidated plaintiffs). Four plaintiffs now remain in this acteelretrial Order #94 [Docket 67], at 1
(removingSextorcase from the consolidated West Virginia casgspulation of Dismissal [Docket 104] (dismissing
the claims of Donna Billings with prejudice); Order DismigsCanterbury Plaintiff [Docket 107], at 1 (dismissing the
claims of Karen Canterbury with prejudice); Stipulation of Dismissal [Docket 123] (dismissing the aldiidasha
Workman with prejudice); Stipulation &fismissal With Prejudic&ocket 426] (dismissing ith prejudice the claims
of Sharon Pugh, et al.); Stipulation of Dismissal With Prejudice [Docket 433] (dismissintifpl@ammy Hendricks
with prejudice); Stipulation of Dismissal With Prejudice [Docket 427] (dismissing plaintiff Dreama Moore with
prejudice)).
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have been reliably applied “to the facts of ttase.” Fed. R. Evid. 702. The U.S. Supreme Court
established a two-part test to govern the adiility of expert testimony under Rule 702—the
evidence is admitted if it “rests on a reliable foundation and is rele\@auiliert 509 U.S. at 597.
The proponent of expert testimony does not lhgddurden to “prove” anything to the couvid.
Cas. Co. v. Therm-O-Disk, Incl37 F.3d 780, 783 (4th Cir. 1998)e or she must, however,
“come forward with evidence from which the cboan determine that the proffered testimony is
properly admissible.Id.

The district court is the gatekeepelt.is an important role: “[E]xpert witnesses have the
potential to be both powerful and quite mislemlj]” the court must “ensure that any and all
scientific testimony . . . is natnly relevant, but reliable Cooper v. Smith & Nephew, In@59
F.3d 194, 199 (4th Cir. 2001) (citingestberry v. Gislaved Gummi AB78 F.3d 257, 261 (4th
Cir. 1999) andaubert 509 U.S. at 588, 595). In carrying oustlole, | “need not determine that
the proffered expert testimony is irrefutablecertainly correct’—*[a]s wth all other admissible
evidence, expert s8mony is subject to &#ing by ‘vigorous cross-axnination, presentation of
contrary evidence, and careful ingttion on the buten of proof.””United States v. Moreland 37
F.3d 424, 431 (4th Cir. 2006) (quotiDgubert 509 U.S. at 596%ee also Md. Cas. Cd.37 F.3d
at 783 (noting that “[a]IDaubertdemands is that the trial judgeke a ‘preliminary assessment’
of whether the proffered testimony is both reliable . . . and helpful”).

Daubert mentions specific factors to guide the court in making the overall reliability

determinations that apply to expert evidentleese factors include (1) whether the particular

2 With more than 60,000 cases related to surgical mesh products currently pending before me, this gatekeeper role
takes on extraordinary significance. Each of my evidentdeterminations carries substantial weight with the
remaining surgical mesh cases. Regardless, while | am cogofzhe subsequent implications of my rulings in these
cases, | am limited to the record immediated§ore me and the arguments of counsel.
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scientific theory “can be (and has been) tested'wiether the theory “has been subjected to peer
review and publication”; (3) the “known or potex rate of error”; (4) the “existence and
maintenance of standards colitng the technique’s operationgnd (5) whether the technique
has achieved “general acceptance” in the relevant scientific or expert comrouitigyl States v.
Crisp, 324 F.3d 261, 266 (4th Cir. 2003) (quotibgubert 509 U.S. at 593-94).

Despite these factors t]fie inquiry to be undertaken by tlistrict court isa flexible one’
focusing on the ‘principles and methodology’ eoydd by the expert, not on the conclusions
reached.'Westberry178 F.3d at 261 (quotiridaubert 509 U.S. at 594—-953ge also Kumho Tire
Co. v. Carmichael526 U.S. 137, 150 (1999) (“We agree wiitle Solicitor Genal that ‘[t]he
factors identified irDaubertmay or may not be pertinentassessing reliability, depending on the
nature of the issue, the expenparticular expertise, and thelgect of his testimony.”) (citation
omitted);see also Crisp324 F.3d at 266 (noting “th#esting of reliabilityshould be flexible and
thatDauberts five factors neither necessarily rexclusively apply to every expert”).

With respect to relevancipaubertfurther explains:

Expert testimony which does not relate to @&sye in the case i®t relevant and,

ergo, non-helpful. The consideration haeib aptly describely Judge Becker as

one of fit. Fit is not always obvious, asdientific validity for one purpose is not

necessarily scientific vality for other, unrelatedourposes. . . . Rule 702’s

helpfulness standard requires a valid stifie connection tahe pertinent inquiry

as a precondition to admissibility.

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

Finally, in several of the instaBtaubertmotions, a specific scientific methodology comes
into play, dealing with differential diagnoses or etiologies. “Differemtiajnosis, or differential
etiology, is a standard scientific techniquei@éntifying the cause of a medical problem by

eliminating the likely causes until the most probable one is isolaféestberry 178 F.3d at 262.
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The Fourth Circuit has stated that:

A reliable differential diagnosis typicgllthough not invariablyis performed after

“physical examinations, the taking of meditadtories, and the review of clinical

tests, including laboratory tests,” andhgeally is accomplished by determining the

possible causes for the patient’s symptamnsl then eliminating each of these

potential causes until reachinge that cannot be ruledtar determining which of

those that cannot be exded is the most likely.

Id. A reliable differential daignosis passes scrutiny und2asubert An unreliable differential
diagnosis is another matter:

A differential diagnosis that fails toke serious account of other potential causes

may be so lacking that it cannot providekable basis for an opinion on causation.

However, “[a] medical expert's cauga conclusion should not be excluded

because he or she has failed to rule exgry possible alternative cause of a

plaintiff's illness.” The #ernative causes suggested by a defendant “affect the

weight that the jury shoulgive the expert’s testimorgnd not the admissibility of

that testimony,” unless the expert can offer “no explanation for why she has

concluded [an alternative cause offet®dthe opposing party] was not the sole

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

Ultimately, the district court has broad distton in determining whether to admit or
exclude expert testimonynd the “the trial judge a1 have considerabledway in deciding in a
particular case how to go about determining Wweetparticular expert testimony is reliable.”
Cooper 259 F.3d at 200 (quotingumho Tire526 U.S. at 152).

Before | review these motions, | begin by aelhing three arguments that apply to many of
the parties’Daubert objections. First, as | have maimd throughout these MDLs, | will not
permit the parties to use expertagurp the jury’s fact-findingunction by allowing an expert to
testify as to a party’s state of miod on whether a party acted reasonaBlge, e.g.Huskey v.
Ethicon, Inc, 2:12-cv-05201, 2014 WL 3362264, at *3 (S.D. W. Va. July 8, 20%kiys, et al. v.
Ethicon, Inc, 2:12-cv-4301, 2014 WL 186872, at *21 (S.D. W. Va. Jan. 15, 2014} re C. R.
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Bard, Inc, 948 F. Supp. 2d 589, 611, 629 (S.D. W. Va.3)0Although an expert may testify
about his or her review of inteal corporate documents soldty the purpose of explaining the
basis for his or her opinions—assuming the opinions are otherwise admissible—a party’s
knowledge, state of mind, or othenatters related to corpoeattonduct and ethics are not
appropriate subjects okpert testimony because opinions on theasgters will not assist the jury.

Second, “opinion testimony that states a leggahdard or draws legal conclusion by
applying law to the facts is generally inadmissiblgdtiited States v. Mclverd70 F.3d 550, 562
(4th Cir. 2006). | have diligently applied this rateprevious expert testimony, and | continue to
adhere to it in this case. | wiibt parse the expert reports and démoss of each expert in relation
to these same objections. | trust that able counsel in this matter will tailor expert testimony at trial
accordingly.

Last, with respect to the argemts that certain experts’stamony is litigation driven, |
note that an expert’s formulatiarf his or her opinion for the pposes of litigation does not, by
itself, justify that expert’'s exclusio®ee Daubert v. Merrell Dow Pharm., Ir{tDaubert IT'), 43
F.3d 1311, 1317 (9th Cir. 1995) (“That an expestities for money does not necessarily cast
doubt on the reliability of his tastony, as few experts appearcourt merely as an eleemosynary
gesture.”). This concern, however, does have a role in appDagbert See Hoffman v.
Monsanto Cq. No. 2:05-CV-00418, 2007 WL 2984692, *& (S.D. W. Va. Oct. 11, 2007)
(considering in thédaubertanalysis “[w]hether experts apFoposing to testify about matters
growing naturally and directly out of researchytthave conducted independent of the litigation, or
whether they have developed their opinions esglyefor purposes of tafting” (quoting Fed. R.

Evid. 702 advisory committee’s note)). In sum, | will not exclude an expert on the sole basis that



the opinion arose during litigation, so long as ibtherwise reliable. Bul will consider the
independence of an expert&stimony as evidence that his “restacomports with the dictates of
good science.Daubert 1, 43 F.3d at 1317. Having addresskdse universal objections, | now
turn to BSC’sDaubertmotions.

II. BSC’s DaubertMotions

In this case, BSC seeks to limit or excluckrtain opinion testimony of Dr. Michael

Thomas Margolis; Dr. Richard W. Trepeta; Disnmy W. Mays and SanelP. Gido; Dr. Peggy
Pence; Dr. Thomas H. Barker; Dr. Donald R. @ged; Dr. Vladimir lakovlev; Dr. Jerry Blaivas;
Dr. Alison Vredenburgh; Dr. Bruce Allen Roseverg; Dr. Christopher Walker; and Dr. Abbas
Shobeiri. BSC also seeks to praahd the plaintiffs’ experts frompining on the alleged defects of
polypropylene mid-urethral slings.

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

BSC moves to preclude any of plaintiffexperts from opining that polypropylene
mid-urethral slings are defective. BSC argues that this opinion should be excluded because it “has
not been tested, is not basedpoiblished-peer-revieweddrature, and is not generally accepted in
the relevant medical and scientific communitigBSC’s Mem. of Law inrSupport of its Mot. to
Exclude PlIs.” Experts’ Op. Th&olypropylene Mid-Urethral Sigs Are Defective [Docket 228],
at 2-3). The plaintiffs irBanchezpresented the same argumeisise Sanchez, et al. v. Boston
Scientific Corp. No. 2:12-cv-05762, 2014 WL 4851989,*4t-5 (S.D. W. Va. September 29,
2014). IADOPT my reasoning irsanchez

Rule 702, by its plain terms, contemplat@saubert challenges directed at the

opinions ofspecificexperts, not the opions of a collection of experts. While these

experts may have come to similar cosahuns, it is not the conclusions that the

9



court must assess, but the reliabilitytké methods and procedures underpinning

those conclusion®aubert 509 U.S. at 595 (“The focus, of course, must be solely

on principles and methodology, not on the dosions that they generate.”). Two

experts may come to a similar concusibut one or both experts’ methodology in

reaching that conclusion may be unreliaBlale 702 directs the court to determine

whetheran expertis qualified, whether his or heopinions are the product of

reliable methodology, and whether the opinions will be helpful to the$esgFed.

R. Evid. 702. | can only conduct the requitgalubertanalysis on an individualized

basis.
Id. at 5. Therefore, DENY BSC’s motion on the grounds explainedsanchez

B. Motion to Exclude the Opinions and Testnony of Michael Thomas Margolis, M.D3*

BSC moves to exclude the opinions and testiynof Michael Thomas Margolis, M.D. Dr.
Margolis is a pelvic floor surgeon and uroggologist. He seeks to offer several opinions
regarding polypropylene mesh slingdternative procedures, andngolications associated with
mesh products. BSC argues that Dr. Margolgsnions are unreliable because he failed to
consider scientific literature contrary to his opms and failed to provide any scientific basis for
other opinions.%eeDef. BSC’s Mem. of Law in Supp. of IMot. to Exclude the Ops. and Test. of
Michael Thomas Margolis, M.D(*‘BSC’s Mem. re: Margolis”) [Docket 238], at 2). BSC also
contends that Dr. Margolis’s specific causatapinions as to Ms. Tyree, Ms. Moore, and Ms.

Campbell should be excluded because “he has lablgeapplied his methodology to the facts of

the cases” and did not perform a proper differential diagndgdik.|q addition, BSC contends that

® | ruled inSancheon Daubertmotions related to Dr. Margolis, Dr. Trepeta, Drs. Mays and Gido, Dr. Pence, and Dr.
Barker. InSanchezl relied on excerpts of deposition testimony from these experts, most, but not all of which excerpts
are attached as exhibits in this case. However, because the depositionsSatathemare the same depositions taken

on the same date, | have relied on some excerptsSesrohehere. Also, | note that as to Drs. Margolis and Barker,

the parties attached additional deposition testimony as exhibits in this case.

* On October 6, 2014, the plaintiffs Banchefiled a Motion for Reconsideration for Dr. Margolis, Dr. Slack, and Dr.
Barker.See Sanchez, et al. v.dBan Scientific CorpNo. 2:12-cv-05762, [Docket 149]. | denied the motion on
October 17, 20145ee Sanchelo. 2:12-cv-05762, [Docket 151]. To the extent the arguments raised in the Motion
for Reconsideration related to Dr. Margddisd Dr. Barker overlap (there is no motion in this case related to Dr. Slack)
or may have been raised in this case, | incorporate my findings here.
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Dr. Margolis’s opinions “either (1) constitutegal opinions, (2) fall aiside the scope of his
expertise, or (3) consist of spéattion regarding Boston Scientificknowledge, intent and/or state
of mind.” (Id.). Finally, BSC argues thddr. Margolis seeks toffer opinions that were not
disclosed in his expert reportd().

| have previously reviewed the ojon testimony of Dr. Margolis undéaubert See
Sanchez, et al. v. Boston Scientific Con. 2:12-cv-05762, 2014 WL 4851989, at *10-19 (S.D.
W. Va. Sept. 29, 2014). The parties in this cassert arguments on the admissibility of Dr.
Margolis’s expert opiniorthat | addressed iBanchezTo the extent that dne are differences in
fact or exhibits, the court does not find theafficiently material to this case. Thu®A\DOPT my
prior ruling on Dr. Margolisas follows and thereb@RANT IN PART , DENY IN PART, and
RESERVE IN PART BSC’s motion. | will address additional arguments raised by the parties in
this case below.

1. BSC Argues That Dr. Margolis Failed toConsider Contrary Scientific Studies
in Forming His Opinions

BSC argues that Dr. Margolis fad to consider scientific stigs that were contrary to his
opinions without a scientific basis for doing so.

An expert’s opinion may be unreliable if he fdadsaccount for contrary scientific literature
and instead “selectively [chooses] hispport from the scigific landscape.”In re Rezulin
Products Liab. Litig. 369 F. Supp. 2d 398, 425 (S.D.N.Y. 2005) (quotations omitted). “[I]f the
relevant scientific literature contains evidenaaliag to refute the experttheory and the expert
does not acknowledge or accototthat evidence, the exgis opinion is unreliable.ld.; see also
Abarca v. Franklin Cnty. Water Dist761 F. Supp. 2d 1007, 1066 n.60 (E.D. Cal. 2011) (*A
scientist might well pick datadm many different sources to seras circumstantial evidence for a

11



particular hypothesis, but a rellalexpert would not ignore contyadata, misstate the findings of
others, make sweeping statements without supgdtcite papers thdb not provide the support
asserted.” (quotations omittedRimbert v. Eli Lilly & Co, CIV 06-0874 JCH/LFG, 2009 WL
2208570, at *14 n.19 (D.N.M. July 21, 20Gdjd, 647 F.3d 1247 (10th Ci2011) (“[A]n expert
who chooses to completely igmosignificant contrary epidenamical evidence in favor of
focusing solely on non-epidemiological studigsat support her conclusion engages in a
methodology that courts find unreliable.”).

a. Opinion that Polypropylene Mid-UrethraSlings Are Not Safe and Effective
for SUI

First, BSC contends that Dr. Mgolis’'s opinion that polyprogene mid-urethral slings are
not safe and effective for the treatment of $&Junreliable because hgnored peer-reviewed
literature indicating otherwiséaddressed this argument$anchez

BSC’s argument focuses on Dr. Malis’s testimony regarding thalilsson

seventeen-year follow-up study, whidalpports the conclusion that polypropylene

slings are safe and effectiv&geMargolis Dep. [Docket 132-28t 193:5-20). Dr.

Margolis rejected thaélilssonstudy without explaining acientific basis for doing

so. Instead, he merely indiedtthat he had “serious gi®ns about the bias, the

potential for bias and also the — the datahis article” butwould not elaborate

further:

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

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

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

Q: So what you're telling thpidge is | am dismissing this
paper and not consideringdliable, but I’'m not going to

12



tell you why?
A: Sure. | don’t have to Beyou why | don’'t consider
something to be authoritav | mean, | don’t consider
that to be a valid study. | hagwencerns about it. | have a
right to hold that opinionAnd | do hold that opinion.
Q: All right. Are there and —
| don’t consider it authamative and | consider it
potentially flawed and potentially biased. That's my
opinion. Right or wrong, that's my opinion.
(Id. at 196:1-3, 16-20; 199:10-22).
Sanchez2014 WL 4851989, at *12. ADOPT this reasoning here and find his method to be
unreliable. Therefore, this opinionEXCLUDED .

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

BSC also argues that Dr. Margolis did ramnsider contrarystudies showing lower
complication rates of pain in wten with polypropy¢ne slings. InSanchez| cited to Dr.
Margolis’s deposition testimony, which reveals thatgives no scientific basis for disagreeing
with these studies:

Q: Would you agree that theeare studies that show

that the rates of pain wigolypropylene slings are in the
low single digits?

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

| disagree with those studies.

o » O x

Andwhy?

13



A: Because that's not whhhave seen, read, studied,
observed, and that’s nbiologically plausible.

([Margolis Dep. [Docket 132-2],] at 239:2—-13¥ithout further explanation for his
disagreement with these studies, Bargolis’s method is unreliable.

Sanchez2014 WL 4851989, at *13.ADOPT this reasoning here. His opinionEXCLUDED .

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

BSC also challenges Dr. Margolis’s general opinions regardingchigiplication rates in
women with polypropylene mesh products. 3anchez| cited to Dr. Margolis’s deposition
testimony, where he explains his belief that Esidhdicating low single digit complication rates
are not accurate because complications arertem®ted and data is possibly fabricatS&ee
Sanchez2014 WL 4851989, at *13. | also find that.Dargolis’s method of “[g]iv[ing] the
benefit of the douhtio the patient” is unreliable:

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

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

([Margolis Dep. [Docket 132-2],] at 259:7=9n other words, he “assumels] the

worst-case scenario” and errs on the side of opining as to a higher complication rate

to better protect a patientd( at 259:11-259:23). Dr. Margolis eventually admits

that he has been evaluating the literatand forming his opinions for this case

according to that principle as wellSée id.at 259:20-260:14). “[G]iv[ing] the

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

complication rates associated with a mesh devidea{ 259:8-9).

Sanchez2014 WL 4851989, at *14.ADOPT this reasoning here. Dr. Mgolis’s opinions as to
this matter ar&XCLUDED..

2. BSC Argues that Dr. Margolis Failed toProvide Any Scientific Basis For His
Other Opinions

BSC next argues that Dr. Margolis failed féeo any scientific basifor his other opinions

and based them solely on his experience.
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a. Opinion Concerning the Lack of Sound Scientific Evidence Supporting the
Clinical Benefits of Polypropylene Mesh in SUI

BSC challenges the reliability of Dr. Maigs opinions concerning a lack of sound
scientific evidence suppiimg the use of polypropylenaesh in treating SUIL.SeeBSC’s Mem.
re: Margolis [Docket 238], at 10—11BSC points to Dr. Margolis’deposition testimony where he
admits that there, in fact, are studies suppottieguse of polypropylene iBUI. | addressed this
argument irSanchez

Inconsistent statements of a witn@say be addressed on cross-examinatiee

Daubert,509 U.S. at 596 (“Vigorous cross-examination, presentation of contrary

evidence, and careful instruction on ttverden of proof are the traditional and

appropriate means of attackingagl but admissible evidence.ljj re Paoli R.R.

Yard PCB Litig.,35 F.3d 717, 749 (3d Cir.1994) (“[E]valuating the reliability of

scientific methodologies @l data does not generalipvolve assessing the

truthfulness of the expert witnesses ...”). However, here, Dr. Margolis’s
inconsistencies seem to ditly shed light orthe unreliability of his method. Even

if Dr. Margolis is stating that there is a lackasédible evidence, as the plaintiffs

argue, it is still unclear why Dr. Margolislmves these studies lack credibility. As

a result, Dr. Margolis’s opinions arendered untrustworthy and unreliable.
Sanchez2014 WL 4851989, at *14.ADOPT this reasoning here. Thefore, his opinions as to
this matter ar&XCLUDED..

b. Opinion that the Burch Procedure idMore Effective than Polypropylene
Mesh Slings

BSC challenges Dr. Margolis’s opinion thaetBurch procedure is more effective than
polypropylene slings. BSC argues that this opingoanreliable because Dr. Margolis could not
identify direct comparison studies of the Burcbgadure and the use of slings in his deposition.
(SeeBSC’s Mem. re: Margolis [Docket 238], at 11).9anchezl nevertheless found his opinion
to be reliable because his opinion was founded in scientific literature:

Dr. Margolis cited in his report seversientific, peer-reviewed sources showing
that the Burch procedutas high success rateSegMargolis Report [Docket 58—
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1], at 9 n.6 (citing J.W. Ros®ost Hysterectomy Total Vaginal Vault Prolapse
Repaired LaparoscopicallyPresented at 2nd World Symposium on Laparoscopic
Hysterectomy, American Associationf Gynecologic Laparoscopists, New
Orleans, LA (Apr. 7-9, 1995) (reporting 93% success rate for laparoscopic Burch
and 90% for open Burch in the treatment of SUI); Romano S. BustanEurah,
Laparoscopic Procedure for Repairing Ren Stress Incontinence—Report of 32
Cases Harefuah 139 (9-10), 350-2, 407 (2000p¢ming 97% cure rate); E.G.
Jacome et all,aparoscopic Burch Urethropexy i Private Clinical Practice,).

Am. Assoc. Gynecol. Laparosc. 6(1): 394999) (reporting cure rate of 94% for
laparoscopic Burch); R.D. Moore et dlgparoscopic Burch dposuspension for
Recurrent Stress Urinary Incontinenc&urdan of the AmAssoc. of Gyneco.
Laparasc. 8, n0.8:389-92 (2001) (report®@P6 objective cure rate in patients
having repeat Burch procedure laparoscally); Todd R. Jenkins and C.Y. Liu,
Laparoscopic Burch ColposuspensidnCurrent Opinion in Obstetrics & Gynec.
314, 314-18 (2007) (literature rew noting a finding of aw rates between 76% to
95% for laparoscopic Burch procedures))atidition, Dr. Margat testified that
the Burch procedure success rates reportéloeimata are higher than the rates for
the polypropylene slingSgeMargolis Dep. [Docket 132-1], at 136:12-16).

Sanchez2014 WL 4851989, at *15.ADOPT this reasoning here anadhdi his opinion reliable.

Also, unlike my ruling inSanchezl find Dr. Margolis’s opinon relevant in this case.
Sanchezlealt with the Pinnacle device for the treatinef POP, and, sinder. Margolis opined
about the Burch proceduaad polypropylene mesh slings in theatment of SUI, | found that his
opinion was irrelevant tds. Sanchez’s claimsSge id. However, the produaat issue in this
case is the Obtryx, which is a slitigat treats SUI. As a resuldr. Margolis’s opinion that the
Burch procedure is more effeatithan polypropylene mesh slinigsrelevant here. Therefore, |
DENY BSC’s motion with respect to this matter.

c. Opinion that Xenform Slings are More Effective than Polypropylene Slings

BSC challenges Dr. Margolis’spinion that Xenform slingsire more effective than

polypropylene slings in the treaént of SUI. BSC's argument focuses on Dr. Margolis’s

comparison of the different complication mtessociated with Xenform slings versus
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polypropylene slings and his failure to idién studies involving Xenform slings.SeeBSC'’s
Mem. re: Margolis [Docket 238], 42). | addressed these argumentSamchez

Although Dr. Margolis hasxperience in this area, his method of comparing the
complication rates of Xenform and polyprdégye slings is problematic. In his
deposition, Dr. Margolisglained that the 4% corhpation rate for Xenform
slings is, in fact, “the complication rateat | understand aflurgeons have when
they take any patient into an opengtiroom, whether it's vaginal surgery,
abdominal surgery, bladder surgery, bungery, or toe surgery.” (Margolis Dep.,
[Docket 132-1], at 122:18-24). His reasupias to why Xenform has a lower
complication rate than polypropylene slingssimply because Xenform uses no
polypropylene mesh and, thus, has mesh-related complicationsSee id.at
123:22-124:11). This logic is not sciemif Dr. Margolis’s conclusion that
Xenform does not have mesh-related choapions because it is not made from
mesh could be reached by a jury without expert testimony.

Moreover, Dr. Margolis cannot cite a siagtudy involving use of Xenform slings
to treat SUI. When asked if he could pgdima study, Dr. Mard@ responded “l am
not prepared to presentyastudies to you today. | dorkhow any off the top of my
head.” (d. at 133:14-19). When asked if hedhseen any studies, Dr. Margolis
testified “I'm sure | have. | don’t have any names for you toddg.”at 133:20—
24). Without a scientific basis, D¥argolis’s method is unreliable.

Sanchez 2014 WL 4851989, at *16. ADOPT this reasoning here. €hefore, his opinion
regarding Xenform slings EBXCLUDED .
d. Opinion that the Infection Rate of Polypropylene Mesh is Up to 100%
BSC next challenges Dr. Margolis’s opinion that the infettiate of polypropylene mesh
is up to 100%.%eeBSC’s Mem. re: Margolis [Docket 238], at 12). AsSanchezBSC points to
a slide presentation that Dr. Mglis has given which cites a stufityding infection rates of 0% to
8%. (See id\. | addressed this issue$anchez
Dr. Margolis’s inconsistent presentati does not automatically render his method
unreliable. In his report, Dr. Margolis does cite to sciensifidies to support his
opinion. SeeMargolis Report [Docket 58-1], at 16) (describing Wallebregt

study finding 83.6% of implantsontained bacteria dung surgical implantation,
the Boulangerstudy finding 100% of mesh explarremoved in the study due to
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complications contain bacteria, tlshahandBadlani study finding infection in
mesh patients).

However, as BSC points out, the studyiethDr. Margolis cites to support his
100% figure is not directly applicable. TBeulangerstudy did not find that 100%
of the mesh systems explanted for thedy were infectedthe study found that
100% of the mesh systems were contaminated with bacteeavigrgolis Report
[Docket 58-1], at 16; Boulanger et aBacteriological Analysis of Meshes
Removed for Complications After Surgiddhnagement of Urinary Incontinence
or Pelvic Organ Prolapse€l9 Int'l Urogynecol J. 827, 827 (2008) [Docket 58-5] ).
The authors of th&oulangerstudy are not certain thélacteria contamination
leads to infection.§eeBoulangersupra,at 827, 830) (statinthat the “exact role”
of bacterial contamination “is not yelear” and “must be explored by other
experimental studies”)). They even writath[ijnfection is a rare complication of
retropubic mid-urethral slings (0.7% of ca8emd that their “findings concur with
previously published datain this subject. (Boulangesupra,at 830).

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

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

this matter iEXCLUDED.

e. Opinion that the Complication Rate of Urethral Obstruction is Greater than
Ten Percent with Polyproylee Mid-Urethral Slings

BSC challenges Dr. Margolis’s opinion that ttwenplication rate of w@thral obstruction is

greater than ten percenfdeBSC’s Mem. re: MargolifDocket 238], at 13). As iBanchezBSC

supports its argument by quoting Margolis’s deposition testimony:

Q:

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

Yes.

How often?

Greater than ten percent.
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Q: And is there a study thgbu're relying upon for that?

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

(Margolis Dep. [Docket 237-3], at 262:6-16). The plaintiffsSanchezid not respond to this
argument, and | found this opinion to be unreliaBe Sanche2014 WL 4851989, at *17. In this
case, the plaintiffs in response cite to Margolis’s deposition testimony regarding mesh
shrinkage and studies amrning mesh shrinkage to demonstthtd Dr. Margolis’s opinion is, in
fact, reliable. $eePlIs.” Resp. in Opp’n to BSC’s Mot. to Exclude the Opinions & Testimony of
Michael Thomas Margolis, ND. (“Pls. Resp. re: Mardis”) [Docket 283], at 13—-15).

However, the deposition testimony cited by the plaintiffs does not provide scientific
support for Dr. Margolis’s opinionit only references studiethat report a variety of mesh
shrinkage rates, without any support for his opirttaat slings cause urethral obstruction in 10%
of the cases.See id). For the reasons stated above anfSanchezl find Dr. Margolis’s opinion
on this matter to be unreliable and, theref&¢CLUDED .

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

BSC challenges Dr. Margolis’s opinion on hercentage or numbef BSC products that
he has removedSeeBSC’'s Mem. re: Margolis [Docke?238], at 13). | agreed with BSC in
Sancheon this point:

Dr. Margolis testified that he has removed approximately 300 polypropylene mesh
and sling products “throughout the last 15soryears” and gives his “best guess”
that 10% to 15% of those were Bostcientific. (MargolisDep. [Docket 132-1],

at 74:23-76:1). Dr. Margolisxplained that “[t]he exaatumbers of each [product]

| don't keep tack of.” (d. at 74:11-19). When asked htw arrived athat 10% to

15% figure for Boston Scientific product®r. Margolis testified that these
percentages are just to his “best recollection”:
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Q: Have you tried to do a sgsh—did you go back and try to do

some kind of systematic count, are you just doing that from

recollection in terms of the percentage of Boston Scientific

products?

A: Best recollection.
(Id. at 76:13-18). Dr. Margolis testified thag¢ cannot identify the mesh brand by
sight after explantation, and he “tr[ie&) get the operative records from the
implant” with the product manufacturimgformation but does not know how often
he receives these records for his patietdsat 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 hasmeved is unreliable . . .

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

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

The plaintiffs in this case make an additibasgument regarding Dr. Margolis’s expert
opinions. The plaintiffs contel that “this Court has alrdg decided that Dr. Margolis’
methodology and qualifications are sufficient to defeat challenges Dadéertand Rule 702" in
Lewis and that, therefore, his testimony should be admitted in this casePIs. Resp. re:
Margolis [Docket 283], at 6 (citingewis v. Ethicon, IngNo. 2:12-cv-04301, 2014 WL 186872,
at *15-17) (S. D. W. Va. Jan. 15, 2014)).

However,Lewiswas a different case inwohg a different plaintiffa different defendant,
and a different product. Also, inewis Dr. Margolis submitted a different expert report which
included expert opinions spific to the plaintiff inLewis As a result, | rgct this argument.
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h. Plaintiffs’ Argument RegardingDr. Margolis’s Experience andKumho Tire

Next, the plaintiffs in tls case make an additionalgament in response to BSC'’s
contention that Dr. Margolis failed to provide asgyentific basis for some of his opinions. (BSC'’s
Mem. re: Margolis [Docket 238], at 2). The plaiffgiargue that Dr. Margolis’s experience alone is
enough basis for his opinions. Several times piaintiffs quote the Supreme Courinmho Tire
stating “an expert might draw a conclusion from extensive and specialized experience.” (PIs.
Resp. re: Margolis [Docket 283], at 2, 9, 12, 14, 16 (ciknghho Tire Co., Ltd. v. Carmichael
526 U.S. 137, 156 (1999)).

However, “[p]roposed testimony must supported by appropriate validatione= ‘good
grounds’ based on what is knowrDaubert 509 U.S. at 590. Dr. Margolis writes that he
“considered the scientific literature” in forming his opinionsegMargolis Report [Docket
237-1], at 5), yet, as | discussSanchezhe is unable to provide saot&ic support for some of his
opinions.See Sanche2014 WL 4851989, at *14-18. Even though Margolis has experience,
he must still base his opinions a reliable, scientific methods€ée Daubertt09 U.S. at 590 (“[I]n
order to qualify as ‘scientifiknowledge,” an inference orssertion must be derived by the
scientific method.”)). The plaintiffs’ argument is unavailing.

3. Specific Causation Opinions as to Ms. Campbell, Ms. Moore, and Ms. Tyree

BSC argues that Dr. Margolis’s specifiausation opinions as to Ms. Campbell, Ms.
Moore, and Ms. Tyree should be excluded asliate. In particular, BSC makes the following
arguments: (1) Dr. Margolis’s spéc causation opinions should lexcluded because his general
causation opinions are unreliable; (2) Dr. Margdignot perform a propatifferential diagnosis

in regards to Ms. Campbell, Ms. Moore, and Mg€Ey (3) Dr. Margolis inconsistently applied his
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methodology in evaluating the plaiffis; and (4) Dr. Margolis’s opions regarding the plaintiffs’
complications are unreliable. (BSC’s Mere: Margolis [Docket 238], at 14-18).

Ms. Moore is no longer a plaintiff in thisase. Therefore, BSC’s motion as to Dr.
Margolis’s opinions rated to Ms. Moore iIDENIED AS MOOT . As inSanchezl RESERVE
my ruling on Dr. Margolis’s remaining specific causation opinions until trial.

4. BSC Argues that Dr. Margolis Offers Opinions Outside of His Area of
Expertise

BSC argues that several of Dr. Margolisjzinions should be excluded because they are
outside his area of expertis8&eeBSC Mem. re: Margolis [Docket 238], at 19). In particular, BSC
challenges Dr. Margolis’s opinions as to: “biomatks, adequate pore size, adequate weight of
polypropylene, polypropylene degradation, biopatibility of polypropylene, medical device
design and development, and marketindgd’ (internal citations omitted)). As iBanchezthe
plaintiffs conceded that Dr. Margolis wilbt be offering these opinions at trisddeePls.’ Resp. re:
Margolis [Docket 283], at 19). Therefgrthis aspect of BSC’s motionDENIED AS MOOT .

5. Impermissible Expert Opinions As To BSC’s State of Mind

BSC also argues that Dr. Margolis seekoffer testimony as to BSC’s state of mind,
knowledge, and intent during produt#velopment. As | explained Banchezexpert testimony
about a defendant company’s stafemind is impermissible. lhewis | excluded site of mind
testimony of Dr. Margolis because “he is notIgie ... to opine on Etlwon’s state of mind or
knowledge.Lewis 2014 WL 186872, at * 15. The plaintifferecede that Dr. Margolis will not be
offering these opinions at trialSéePIs.” Resp. re: Margolis [Dock@83], at 19). Therefore, this

aspect of BSC’s motion BENIED AS MOOT .
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6. Opinions Offered by Dr. Margolis That Were Not Disclosed in His Expert
Report

BSC argues that “Dr. Margoligestified to numerous opinions during his most recent
depositions that he did not digse in his Rule 26 expert repdr(BSC’s Mem. re: Margolis
[Docket 238], at 20). However, BSonly points to his opinion on bding and his dpion that Ms.
Campbell has chronic pelvic pairSdeid.) “Under Rule 26, expert reports must contain ‘a
complete statement of all opinions the witned$ exipress and the basis and reasons for them.””
Lewis No. 2:12-cv-4301, 2014 WL 186872, at *11ifg Fed. R. Civ. P. 26(a)(2)(B)(i)).

In regards to banding, Dr. Mgolis does mention banding ms case-specific report for
Ms. Tyree. See History and Physical re: Jacquelyn Tyire#argolis Report [Docket 237-1], at
App. D). Therefore, although I reserve my rulimg Dr. Margolis’s remiaing specific causation
opinions until trial, IFIND that his banding opinions as to Ms. Tyree should not be excluded under
BSC'’s Rule 26 reasoning here.

However, Dr. Margolis admits that he didt include in his report his opinion that Ms.
Campbell has chronic pelvic pain:

Q: In Ms. Tyree’s case, you stated in youpression/plan #t she had chronic

pelvic pain. You make no such reference here. Does that mean that you —
your opinion is that in Ms. Campblicase, she does not have chronic
pelvic pain related to her sling?

A: No.

Q: Why did you not include it?

Error on my part. Failure to includeat in there. It was a typo. My
mistake.

(Margolis Dep. Il [Docket 237-5], at 255:4-16) (objections omitted). However, according to Dr.
Margolis’s report on Ms. Campbeler vaginal exam revealedath “Palpation of the obturator
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foramen bilaterally through the vagil wall does remduce her pain."§ee History and Physical
re: Carol Campbelin Margolis Report [Docket 237-1], ajpp. D). Although | reserve my ruling
on Dr. Margolis’s remaining speaficausation opinions until trial, HIND that his opinion that
Ms. Campbell has chronic pelvic pain shontit be excluded under BS Rule 26 argument.

Therefore, for the reasons stated above aighnchezl GRANT IN PART andDENY
IN PART andRESERVE IN PART BSC’s Motion to Exclude #h Opinions and Testimony of
Michael Thomas Margolis, M.5ee Sanche2014 WL 4851989, at *10-19.

C. Motion to Exclude the Opinions andTestimony of Richard W. Trepeta, M.D.

In this case, the plaintiffs offer Dr. Trepetatestify as an expewitness on the general
pathology of vaginal mesh implantatioseé generallyirepeta General Report [Docket 235-1])
and on the specific pathology ofafitiff Jeanie Blankenshipsée generallyTrepeta Specific
Report [Docket 235-2]). Among other things, Drepeta is a board-certified pathologist and a
Fellow with the College of American Pathologistnd the Internation&8ociety for the Study of
Vulvovaginal Disease. As part of his fellowmghhe “establishes criteria and terminology for the
diagnosis of vulvar and vaginal diseases.” feta General Report [Docket 235-1], at 2). Dr.
Trepeta also examines vulvar—vaginal patlyglsamples through his private practicged id.
BSC moves to exclude Dr. Trepeta as an expiness, raising two primary objections: (1) Dr.
Trepeta is not qualified to opine on the propemigsolypropylene mesh dhe clinical responses
to mesh implants; and (2) Dr. Trepeta’s opinioreswreliable, irrelevant, and not helpful to the
jury. (See generalfBSC’s Mem. in Supp. of its Mot. to Exclude Richard W. Trepeta (“BSC’s
Mem. re: Trepeta”) [Docket 236]). As further explained belo®RANT In PART andDENY

IN PART BSC'’s Motion to Exclud®r. Trepeta [Docket 235].
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1. Dr. Trepeta’s Qualifications
BSC begins by contending that Dr. Te¢gs background in pathology does not qualify
him under Federal Rule of Evidence 702 to rendeopi@ons he sets forth in his expert reports on
the properties of polypropylenaéthe human clinical respongepolypropylene implants.
a. Properties of Polypropylene Mesh
In his general report, Dr. Trepeta opirs®ut mesh degradation, mesh contraction, and
mesh migration. He states th§tllegradation occurs as eithéragmentation of the mesh or
oxidation [of the mesh] release[s] chemical paments from the mesh into surrounding tissues,”
and “[m]esh contraction and shrinkage cause the modsé significantly dcreased in its physical
size.” (Trepeta General Report [Docket 235-1], aBYC asserts that Dr. Trepeta is not qualified
to put forth these opinions because he is notagerial scientist, biochemist, or biomedical
engineer. $eelrepeta Dep. [Docket 235-3], at 100:20-101FELrthermore, he has no training in
polymer science or biomedical engineering arglii@ performed mechanical or chemical testing
of mesh productsSge idat 100:2-11).

In Sanchez, et al. v. Boston Scientific Col@assessed this argument and disagreed with
BSC:

In making [its] argument, hower, BSC downplays Dr. Trepeta’s
knowledge, training, and experienae a clinical pathologisin general, a clinical
pathologist “will be knowledgeable in the areas of chemistry, hematology,
microbiology, . . . serology, immunology, andhet special laboratory studies.” 33
Am. Jur.Trials 8 17 (1986)see alscColl. of Am. PathologistsSCAP Fact Sheet
http://www.cap.org (last visited Sep22, 2014) (“[Clinical pathologists] are
involved in a broad range of distipes, including surgical pathology,
cytopathology, . . . clinical chestry, microbiology, immunopathology, and
hematology.”). Dr. Trepeta’s thirty yeargxperience as a clinical pathologist
therefore demonstrates sufficient knowletig@rovide expertestimony about the
chemistry and surgical pathology of matdsilike transvaginal mesh. Moreover,

Dr. Trepeta has knowledge of and expereerwith pelvic mesh explants in
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particular, having examined fifty explasamples over the past five yearSeé

Trepeta General Report [Docket 86-1], at 2). According to Dr. Trepeta, by

examining the mesh explants undar microscope, he has witnessed the

polypropylene’s chemical changeSegTrepeta Dep. [Docket 110-3], at 217:14—

19). Given Dr. Trepeta’s knowledge and exg@ece as an anatocal and clinical

pathologist, IFIND that he is qualified to tesyifabout mesh degradation, mesh

shrinkage, and mesh maon, and | therefor&ENY BSC’s motion in this

respect.
No. 2:12-cv-057622014 WL 4851989, at *20 (S.DV. Va. Sept. 29, 2014) ADOPT this
holding here.

b. The Human Clinical Response to Polypropylene Mesh

Dr. Trepeta also opines that the “huniaody’s pathological respoago implantation of
polypropylene mesh as well as the inherent playgicoperties of the mesh cause permanent
injuries resulting in distortion of the pelvic architecture, sexual dysfunction, persistent pain,
scarring, and alteration @owel and bladder function.” (Tref@eGeneral Report [Docket 235-1],
at 6). BSC contends that Dr. Trepeta is notifjad to present this opion because Dr. Trepeta
does not treat patients for these conditions andirnéed familiarity with the symptoms of stress
urinary incontinence angklvic organ prolapseSgeTrepeta Dep. [Dockeét35-3], at 109:21-23).
In short, BSC argues that Dr. Trepeta is nglyaecologist, obstetrician, urogynecologist, or a
surgeon, and as a result, Dr. Teggs opinions about the clinicaésponse to mesh should be
excluded.

In Sanchezl addressed this argument and held:

Dr. Trepeta’s extensive experiencel &mowledge in the field of pathology

qgualify him to submit these opinion®art of pathologyinvolves reaching a

diagnosis through “clinical rl pathologic correlation.” fee Trepeta Dep.

[Docket 86-3], at 11:10-14)]. Dr. Trepeta frequently engages in this process by

providing clinical consult@gons to physicians, which require him to examine

clinical information (through specimensprets, or physician findings) and reach a

pathologic diagnosiabout a patientSee id).. Dr. Trepeta add this pathologic
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process in reaching his conclusions about the human clinical responses to

polypropylene vaginal mesh. He examiniifty pathology samples from mesh

removals and opines that he observedriegu“consistent vth the pathological

process of tissue response and/or ingug to polypropylene.” (Trepeta General

Report [Docket 86-1], at 2). He also ngpared medical literature to these

observations and concluded that his patbiial findings “are wikdescribed in the

published literature.”1{.). Dr. Trepeta’s understamdj and application of the

pathologic process qualify him to opine on the causal relationship between

transvaginal mesh implantation and tissue response. TherefdEENY BSC's

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

2. The Reliability and Relevance of Dr. Trepeta’s Opinions

Next, BSC raises several objections to thkability and relevancy of Dr. Trepeta’s
opinion testimony. | addressed bagf these objections iBanchezand consequently rely on
Sancheto explicate my conclusions here.

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

BSC contends that Dr. Trepeta’s methodusfng pathology reports to formulate his
opinions is unreliable. Dr. Tre@eused various resources to reachexpert opinion. First, Dr.
Trepeta has studied over fifty meskplant samples in his priveapractice. Dr. Trepeta received
these samples from physicians about once a monthtw@ast five years. (Trepeta Dep. [Docket
235-3], at 61:10-12). He examined these dasmpunder a microscope, identified any
abnormalities, and concluded that the samples pieganjuries “consistent with the pathological
process of tissue response and/or injury dysotgpropylene.” (Trepeta General Report [Docket
235-1], at 2). Second, Dr. Trepestudied the medical literas on mesh implantation and
determined that his pathological findings cormgpwith the published research on mesh erosion
and exposure in the vaginal wald.(at 2—3). Third, Dr. Trepetaviewed twenty-four pathology

reports that he received from the plaintiffs’ ceehand ascertained thah& pathology reports of
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excised Boston Scientific Products . .. are tant” with the acutesub-acute, and chronic
categories of the disease proceks.dt 4).
As | held inSanchez

BSC'’s strongest objection to Dr. dpeta’s methodology focuses on this
third source of information. BSC argut#isat the twety-four pathology reports
were unreliable because: they were rittaelected by Plaintiffs’ counsel”; Dr.
Trepeta only relied on seventeen of the tiydour reports; and Dr. Trepeta did not
review the medical records of any of prebed patients. (BSC’s Mem. re: Trepeta
[Docket 235], at 11-12). The plaintiffssjgond that these patlogy reports only
supplemented Dr. Trepeta’s opinion anattthe main thrust of Dr. Trepeta’s
opinion comes from his review of fifty mesxplants over the past five years and
from his study of medicditerature. Moreover, the aintiffs argue that BSC’s
chosen expert, Dr. Badylak, agreed thatiew of pathology reports of vaginal
tissue taken from polypropylene explamsan accepted method for reaching a
pathologic conclusionn tissue response polypropylene.$%eePls.” Resp. in Opp.
to Def.’s Mot. to Exclude Dr. Trepeta [Docket 110], at 13).

The fact that each side’s pathologist a¢sépis practice suggests that it is
accepted by the general comnity of pathologistsSee Daubert509 U.S. at 594
(“Widespread acceptance can be an important factor in ruling particular evidence
admissible . . . ."”). But Dr. Trepeta’s revi@iithe pathology repts still has a fatal
deficiency in that it lacked standardsgmvern the process of selecting the sample
of pathology reports to be evaluat&ee id.(listing as a factor in evaluating an
expert’s opinion the “existence and maintenance of standards controlling the
technique’s operation”). Thaaintiffs do not explain howr why they chose these
twenty-four reports for Dr. Trepeta’s rew, and without such an explanation, |
have no way of assessing the potentitd od error or the presence of bi&ge id.
(stating that the “court ordinidy should consider the peatial rate of error”). |
confronted a similar situation ibewis, et al. v Ethicon, In@and excluded the
expert opinion on hand-selected explant samples because “[tlhere are no assurances
that [plaintiffs’ counsel] did not opportustically choose samples while ignoring
others that might have weakened ospdoved [the expert’s] theories.” No.
2:12-cv-4301, 2014 WL 186872, at *8 (S.D. Vi&. Jan 15, 2014). Here, | similarly
have no way to ensure that the plaintiffisunsel did not provide Dr. Trepeta with
only those pathology reporthat tended to strengtherather than refute, Dr.
Trepeta’s opinions. AccordinglDr. Trepeta’s opinions d&ed from his review of
the twenty-four pathology reports &XCLUDED .

2014 WL 4851989, at *22. ADOPT this holding, accepting Dr. Trepeta’s opinions as reliable
apart from those opinions based on hiseevof the twenty-four pathology reports.
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b. Litigation Driven Opinions

BSC also argues Dr. Trepeta’s opinions areeliginle because they are litigation-driven.
Specifically, BSC asserts that Dr. Trepeta’s “famifjawith the literature on polypropylene mesh
comes only from his research arghding in connection with this litigation.” (BSC’'s Mem. re:
Trepeta [Docket 236], at 10). As8anchezl disagree. Dr. Trepeta sitargely based his opinions
on his professional experience with meshhpktgy samples examined during his practice.
(Trepeta Report [Docket 235-1], @). In addition, hetestified that he e “looked at mesh
removed from the bodies of female vaginal watisler the microscope” and has seen degradation.
(Trepeta Dep. [Docket 280-3], a1.6:14—-19). These activities occutreutside of this litigation.
Thus, IFIND that Dr. Trepeta’s opinions are not litigation-driven &€NY BSC’s motion on
this point.

c. Dr. Trepeta’s Specific Causation Opinion

Dr. Trepeta also offers a specific causatiopinion concerning MsBlankenship. Dr.
Trepeta opines that Ms. Blankenship’s

symptoms of pain, infection, dysparea, voiding dysfunction and resulting

diagnoses, and her medical treatmentuonary complications and pelvic pain

complications are all directly attributabte the implantation of polypropylene

surgical mesh in the Obtryx Trans-Obturator Tape surgical kit implanted April 8,

2009. . .. My personal experience as dpiagist with special training and focus

on pathology of the vagina, as wellrag knowledge and training, also evidences

the known complications directly attributatio the pathologicalssue response to

a polypropylene implant such as [that] implanted in Ms. Blankenship.
(Trepeta Specific Report [Docket22], at 4). Dr. Trepeta addsatithe complications associated
with the human body’s pathologic response te itmplantation of polypropylene mesh were
present in Ms. Blankengbis medical recordsld. at 5). BSC argues th&tr. Trepeta’s specific

causation opinion is unreliable because: (1) his general causation opinion is unreliable; (2) he is
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not qualified to determine medicehusation; and (3) he failed t@nduct a reliable differential
diagnosis.

Apart from Dr. Trepeta’s review of the tweriyur pathology reportd,concluded that Dr.
Trepeta’s general causation opiniwas reliable. Therefore, BS first argument fails. BSC'’s
second argument also lacks merit because, as lexgl@ned previously, pathologist’s job is to
determine medical causatidBee In re C. R. Bard, In®©48 F. Supp. 2d 589, 621 (S.D. W. Va.
2013) (“Dr. Klosterhalfen’s very job as a patogist qualifies him toopine on [medical
causation].”)see alsaColl. of Am. Pathologist$CAP Fact Sheehttp://www.cap.org (last visited
Oct. 17, 2014) (“[Clinical pathologists] arghysicians who use laboratory medicine and
technology to identify and diagnose disease.”)ilgvDr. Trepeta admits that examining women
to diagnose pelvic pain amdspareunia would go beyond hispextise as a pathologissee
Trepeta Dep. [Docket 235-4], at 17:7-13, 20:6-9),Depeta’s opinion in this case is not based
on his examination of women. Rather, he reaches his opinion by “review[ing] pathology slides and
[correlating] that with the patient’s symptomdd.(at 16:18—-20).%ee alsdrepeta Dep. [Docket
280-5], at 46:18-21 (“Pathology is all aboutpkining clinical findings through tissue
examination.”)). Indeed, Dr. Trepeta applieétprocedure in diagnosing Ms. Blankenship—he
“personally reviewed tiee slides” belonging thls. Blankenship and observed reactions “typical
of the reaction observed to polgpylene mesh.” (Trepeta Reportd€ket 235-2], at 4). In sum, as
a pathologist, Dr. Trepeta mualified to opine on medical csation based on his review of
pathology slides.

BSC'’s final argument that Dr. Trepeta didt mmgage in a propatifferential diagnosis

presents a closer question. Dr. Trepeta admits thditheot “try to make alinical diagnosis as to

30



why Miss Blankenship was having pelvic pain gran on intercourse prior to receiving her
Obtryx sling.” (Trepeta Dep. [Docket 235-4], at #5-20). On the other hand, he explains that the
foreign material present in M&lankenship’s pathology slides fsonsistent with the Obtryx
sling” because “by process odlireination, the patient has not had any other synthetic material
implanted in that site.” (Trepeta Dep. [kat 280-5], at 85:18—-20). Riewing Dr. Trepeta’s
report and deposition testimony as a whole, | thmt Dr. Trepeta has based his opinion in large
part on reliable pathology methods—he reviewathology slides, considered the possible causes
for the inflammation, and came to a diagnostic conclusieelrepeta Rep. [Docket 235-2], at 4
(concluding that Ms. Blankehg’s tissue inflammation appest consistent with typical
polypropylene mesh reactions)). Challenges t@toairacy of the diagnostonclusion are better
suited for cross-examination. ThusPENY BSC’s motion to exclude Dr. Trepeta’s specific
causation opinions.

In conclusion, Dr. Trepeta’s geral causation opinions satidbaubert apart from his
opinions based on the pathologic reports selduyetthe plaintiffs’ counsel for his review, which
are EXCLUDED. Dr. Trepeta’s specific causation opinions likewise meet the standards of
Daubert Accordingly, BSC’s Motion to Exclude ¢hOpinions and Testimony of Dr. Trepeta
[Docket 235] iISGRANTED IN PART andDENIED IN PART .

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

® This holding is distinguishable fro®anchezin which | excluded Dr. Trepe&'specific causation opinions. 2014
WL 4851989, at *23-24. IisanchezDr. Trepeta did not examine any patigy slides in applying a differential
diagnosis, instead supporting his opinion with Ms. Sanchez’s medical rewbrds*23. Although his failure to
review Ms. Sanchez’s tissue was not determinativ@ainchegzit contributed to the unreliability of his differential
diagnosis in the face of damaging testimony. Here, how®reilrepeta observed Ms. Blankenship’s slides under a
microscope, detected a foreign material, and concluded that the foreign material was pawpprispyh the Obtryx
sling by applying a process of elimination. Dr. Trepeta’s personal review of the patistitteg/brings a scientific
basis to his correlation of Ms. Blankenship’s symptoms and the presence of the mesh, whackingiiSanchez
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BSC seeks to exclude the opinions of Dmrly W. Mays and Dr. Samuel P. Gido. Dr.
Mays is a Distinguished ProfessirChemistry at the Universityf Tennessee, and Dr. Gido is an
Associate Professor of Polymer Science and rgeging at the Universi of Massachusetts
Ambherst. (Mays & Gido Report [Docket 221-1], a#2, Both have worked extensively in the area
of polymer materials. Drs. Mays and Gido issagdint expert report examining and assessing the
polypropylene material mesh B&Ged in the Obtryx productd( at 5). In their report, Drs. Mays
and Gido conclude that (1) polypropylene is syible to oxidation and degrades by an oxidative
mechanism in the body; (2) analysis of expldrB&C Obtryx mesh shovesear sign of oxidative
degradation; and (3he Obtryx is thus defectvand not suitable to senas a permanent implant.
(Id.). The report states that Drs. Mays and Gido relied upon their training and experience, provided
materials, and underlying data from ttesting in forming their opinionslid.). However, as
discussed below, the deposition testim proves otherwise. The reasoning $anchez
substantially reflects the court’s view of these isagpresented in this case. To the extent that
there are differences in fact and exhibits, thercdoes not find them sufficiently material. The
Sanchezxcerpts quoted throughout @aoeexplicate the conclusiotise court reaches below.

BSC argues that Drs. Mays a@itlo’s testing and the clinicabnclusions drawn from that
testing must be excluded because their testingnigliable and their opinions are irrelevant.
(BSC’s Mem. of Law in Supp. of its Mot. to Excle the Ops. & Test. of Jimmy W. Mays, Ph.D. &
Samuel P. Gido, Ph.D (“BSC’s Mem. re: Mas5ido”) [Docket 222], at 2). Additionally, BSC
argues that Drs. Mays and Gido’smipns are unreliable because they are litigation driven, as well
as a poor fit that would not be helpful to the julg.) Finally, the defendant argues that some of

the opinions offered by Drs. Mays and Gido shdadcexcluded because they opine about BSC'’s
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state of mind and make in&adssible legal conclusiondd().
1. Chemical & Microscopic Testing
a. Background

As BSC takes patrticular issue with Drs. Maysl Gido’s testing of the Obtryx explants, |
will briefly discuss their testing procedures anslies. Drs. Mays and Gido received exemplars of
Obtryx products on September 24, 2013. (Mays & Gido Report [Docket 22t-24). These
exemplars were used as a contral. &t 18). The plaintiffs’ counsel, Ms. Jennifer Black, arranged
for Drs. Mays and Gido to also receive Obtryxsimexplants from Steelgate, a repository for
explanted transvaginal mesh. (Aff. of JdéeniBlack [Docket 272-7], 1 5-6, 12). Ms. Black
identified the available BSC Obtryx explants bgpss-referencing the firm’s client list with the
patient list retained by Steelgatéd.(11 9-11). Ms. Black determinglat there were a total of
fourteen such explants at Steelgalig. { 8). After identifying these explants, Ms. Black requested
that the explants be sent to Dr. Gigibth the appropriate chain of custodid.(] 12).

On October 1, 2013, Dr. Gido received tiloairteen explants. (Mays & Gido Report
[Docket 221-1], at 24). The explantgere sealed in plastic contars and came with chain of
custody documentationld(). Only eleven of the fourteerxgants contained mesh suitable for
testing. (d.). Dr. Gido proceeded to conduct three micopsc analyses of theleven explants: (1)
Scanning Electron Microscopy (“SEM”) to take pictures of the mesh fibers at high magnification
and compare those images to the images publisghehe literature; (2) Energy Dispersive
Spectroscopy (“EDS”) to determine if there veaygen in the mesh fibers; and (3) Transmission
Electron Microscopy (“TEM”) to idntify amorphous regions in thmeesh fibers that are more

susceptible to oxidationld. at 18).
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Utilizing Steelgate’s chain of custody, Dr.deisent the samples to Dr. Mays on October
22,2013.1d.). Only four of the samples sent by.@ido had sufficient amounts of polypropylene
mesh adequate for testing by Dr. Mays. Dr. Megsducted three chemical analyses of the four
samples: (1) Fourier Transform Infrared Spestopy (“FTIR”), a testing instrument that uses
infrared to identify chemicafjroups containingpxygen; (2) Gel Permeation Chromotography
("GPC"), a test that separates molecules by size and quantifies the molecular weight of the
polymer, which allowed Dr. Mays to estimatee reduction in molecular weight of the
polypropylene explants; and (3) Thermogravimetri@ksis (“TGA”) to determine if there were
other additives or inorganic materials in the mesh. (Mays Dep. [Docket 221-2], at 49-50).

Drs. Mays and Gido included the followingnsonary of results in their expert report:

Cracking Oxidation In Oxidation In Muw/Mn
LENGTH OF TIME| IMPLANT TIME Observed by | Fibers Observed | Fibers Observed | Mz from | Mw from| from
SAMPLE IMPLANTED | CLASSIFICATION| MODEL SEM by EDS by FTIR GPC GPC GPC
ObtryxControl . | o = F Nene b 0 Peoeg ol omes 1Y me | 1030000] 37000 ) 425
Pinnacle Control 1 — None 1] trace amounts no 1,151,000 | 388,000 597
pinnacle Coptral 2| 0 = o |'  None | 0 bR nottested | i Sty
XP-1 1YR, 4 MOS, Short Obtryx Halo 2 yes not tested
¥p-2 | avresmos)| short | Pinnade] 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.| Intermadiate Pinnacle 1 yes not tested
o XPaG | 2YRS, 11 MOS.|  Intermediate | Pinnaclej 0 cyes oo beoomettested oo
XP-7 3 YRS, 3 MO5.| Intermediate Pinnacle 4 yes yes 847,000 | 344,000 3,95
XP-g | 4YRS,AMO] leng | Pinnace] @ 5  nottested | yes . | 735,000 | 326,000 | 353
XP-9 4 YRS, 4 MOS. Long Pinnacle 4 yes not tested
KP=100 | 4YRS,SMOS. | leng | Pinnacle 3 Coyes : yes ¢ | 742000 | 314000 | 391
XP-11 4 YRS, 9 MOS. Long Obtryx Halo 5 yes not tested

(Mays & Gido Report [Docket 221-14t 19). However, Dr. Mays didot include the protocol or
results of the TGA or TEM in the expert repdnstead, for the TGA, he produced that information
to BSC in the form of his handwritten notes,iethwere taken from his lab notebook. (Mays Dep.
[Docket 221-1], at 49-50).

b. Reliability

With respect to the liability of Drs. Maysand Gido’s testing, BS@akes several specific
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arguments. However, | have previously reviewrs reliability of Drs. Mays and Gido’s testing
underDaubertand found their opinions unreliable because they (1) failed to control for error or
bias and (2) did not establish adhere to testing protocoSee Sanche2014 WL 4851989, at
*26. In Sanchezl made the following findings:

i. Lack of Control for Error or Bias

Although plaintiffs’ counsel selected tlsamples, counselxplained that these
were the only Pinnacle and Obtryx sammeailable in the Steelgate repository.
Therefore, unlikeLewis where Dr. Klinge did notndicate whether the meshes
examined constituted a large sample sizthefrepository’s collection, here, these
were the only samples available for testiRgtthermore, certain samples were not
tested because they did not have enowgish, not because of bias. Despite the
differences in these two cases, the faat irs. Mays and Gido’s sample was not
very large or randomly selected affects the reliability of their tesfieg.Edwards

v. Ethicon No. 2:12-cv-09972, 2014 WL 3361923,*80 (S.D. W. Va. July 8,
2014) (excluding plaintiffs’ expert’'s analysid pelvic mesh explants generally).
Drs. Mays and Gido “[have] given no eaphtion as to whether [theirs] is a
representative sample size... Therefore | have no infmation as to the potential
rate of error inherent in [their] observationd&wis 2014 WL 186872, at *8.
Additionally, Drs. Mays and Gido haveo knowledge of how the material they
examined was explanted or how it wasgarved and handledfbee reaching their
lab. (Mays Dep. [Docket 99-1], at 304-05).

Dr. Gido conducted EDS testing to diffetiate between polyppylene fibers and
biological material. In theireport, Drs. Mays and Gidoade that “the presence or
absence (or near absencehitfogen as detected by EDS is the key discriminator
between clean polypropylene fibers fromig¥hvalid conclusions can be drawn or
biomaterial covered fiber from which cduasions are less sightforward.” (Mays

& Gido Report [Docket 98-1], at 31). Atis deposition, Dr. Gido acknowledged
that on a relatively clean sample “there mighkta little blip of nitrogen [in the
EDS] and the question is, you know, is that nitrogen statistically significant.” (Gido
Dep. [Docket 99-2], at 154). However, [Bido never determined the significance
of potential “blips,” although the data was availablel. (“I did not do that
analysis, although the data isthakere, and if that analysieeds to be done, | would
contend it is not a new opinion.”)).

Similarly, in their report, 3. Mays and Gido state that “[w]e need to base our
conclusions related to fiber degradation clean polypropylene fibers and make
sure we are not looking dtiological films coatingthe fibers.” (Mays & Gido
Report [Docket 98-1], at 31). However, bddr. Mays and Dr. Gido admit in their
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depositions that their inconsistent bledokating techniques may have failed to
remove all biologic material from the test sampl&geMays Dep. [Docket 99-1],

at 208;see alsdGido Dep. [Docket 99-2], at 165). When asked explicitly whether
they completed a statistical analysis or clatad a rate of errdyvased on their tests,
Dr. Gido admitted they did not. (Gido Dep. [Docket 99&2]154-55).

The key Daubert inquiry is “whetherthe analysis undeirgling the experts’
testimony falls within the range of acte@ standards governing how scientists
conduct their research and reach their conclusiddaubert I, 43 F.3d at 1317.

The small sample size and Drs. Mays and Gido’s failure to determine the statistical
significance of their results call intoglguestion the reliability of their methods.
Although Daubert is a flexible inquiry, theseatts weigh heavily against the
reliability of their opinions.

ii. Failure to Establish or Adhre to Testing Protocol

First and most simply, Dr. Mays statesattHSEM is a very common tool,” but
when asked if he prepared any weit methodology before completing the SEM
testing, he admits that he did not. (Mays Dep. [Docket 99-1], at 162). In addition,
Dr. Mays and Dr. Gido both reference. @ido’s completely subjective cracking
standard he came up with for purposesheir testing. Dr. Mays admits that the
standard cannot be found in any publishetenia@, and Dr. Gido admits that he has
never created or used a cracking standard befoeeid, at 18;see alsdsido Dep.
[Docket 99-2], at 161).

Expanding on the brief discussion abowhjle the samples were with Dr. Gido for
testing, Dr. Mays asked Dr. @ to try bleach cleaning oéthe explants to see if

it was effective. (Gido Dep. [Docket 99-2], at 167). Dr. Gido used a 6% bleach
concentration on explanted sample Sed idat 193; Mays & Gido Addendum
Report [Docket 111-5], at 2). In comparison, Dr. Mays used a 7.8% concentration
to clean the explants and controls before testBgeNlays & Gido Report [Docket
98-1], 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 report. (Mays Dep. [Docket 99-1], at 202).

Another mistake occurred after Dr. Gidaumed the samples, and he discovered
that he failed to conduct an EDS test on ohtthem, which he attributed to a mere
oversight. (Gido Dep. [99-2], at 214—1B)nally, Dr. Mays onducted TGA testing

on the explants to determine what additives were in the mesh, but for some reason
did not include the resulis their expert report. GompareMays Dep. [Docket

99-1], at 50with Mays & Gido Report [Docket 98-1]).

Although Drs. Mays and Gido performed tettitat are supportday the literature,
the haphazard applicati®f these tests, errors, andanges to their report lead to
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the conclusion that their methodology is unreliable. Vigorous adherence to

protocols and controls are the hallmarks of “good scien&eé& Black v.

Rhone-Poulenc, Inc19 F. Supp. 2d 592, 603 (S.D. Wa. 1998). Accordingly, |

FIND that the testing performed by Drslays and Gido is unreliable, and

therefore EXCLUDED..
Sanchez, et al. v. Boston Scientific Coln. 2:12-cv-05762014 WL 4851989, at *26-28 (S.D.
W. Va. Sept. 29, 2014). The parties in this caseadsmesame argumentggading the reliability
of Drs. Mays and Gido’s sting that | addressed 8anchezTherefore, ADOPT my prior ruling
on the reliability of Drs. Mays and Gido’s testing.

2. Expert Opinions Not Based on TestinQ
a. Background

While BSC argues that Drs. Mays and Gglainreliable testing should be excluded
entirely, the plaintiffs respond ®xplaining that the testing “m&lly confirmed what [Drs. Mays
and Gido] have long known because of thaining, experience, and peer-reviewed published
scientific literature.” (Pls.” Mem. in Opp’n to Dé&f.Mot. to Exclude Tesof Pls.” Expert (“Pls.’
Mem. re: Mays & Gido”) [Docket 272], at 4)The plaintiffs contend that both the expert report
and depositions support this explanation; howetlegy conveniently lwoose to cite only Dr.

Mays’s deposition in support of their propositioBeéid. at 4-5;see alsoMays Dep. [Docket

272-5], at 65 (“I believe all of my conclusiongames that one could reach simply by looking at

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

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

both experts adhere to all of the opinions in the report and they do not delineate whichsdpétamg to which

expert.” (citingDan v. United StateNo. CIV 01-25 MCA/LFG-ACE, 2012 WL 34371519, at * 2-3, *5 (D.N.M. Feb.

6, 2002)).

’ Plaintiffs also argue that in additionBws. Mays and Gido’s reliance on otlseurces, their testing is reliable, which
is the same argument | cadered and rejected above.
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published literature on polypromre that's been implanted intloe human body combined with
the knowledge of chemistry and polymer scieaice the behavior of polymeric materialsit); at
140 (“So my opinion is based on my experience ssentist, as a chemidt's based on all the
literature we looked at. It's based also oa tésting that we did in this report.igt. at 260 (“My
opinion in this case, and it was my opinion belaget involved in this case, is that polypropylene
is so fundamentally susceptible to oxidativgmelation that it's a poor 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. Gido explicitly states thate've making this statement based on our own
study and our own results. We’re not gettinganirthe literature.” (Gido Dep. [Docket 221-3], at
233). While Dr. Mays describes the testing as “zamdtory,” Dr. Gido highlghts the fact that he
completed the testing first and then “got itie literature.” (Mays Dep. [Docket 272-5], at 65;
Gido Dep. [Docket 221-3], at 50). D&ido admits that he had not reached his opinions before
testing and emphasizes how important the @atain drafting his porins of the reportSeeGido
Dep. [Docket 221-3], at 51 (“I would suspect themsa- you know, | would mbably conclude that
there would likely be a problem witiolypropylene, but | would not lzes sure of it as | am having
seen data that | took with my own hands arehder. Mays'’s data.”)). Based on the depositions,
Drs. Mays and Gido clearly hawfferent opinions regarding ¢hnature and influence of the
testing they performed.

| have determined that Drs. Mays and Ggltésting was unreliable, and Dr. Gido states
that his opinions are based solelythe testing. Accordingly,HIND that Dr. Gidés opinions are

EXCLUDED . However, as discussed more fully beltscause Dr. Mays indicates that he relied

38



primarily on other scientific sourceskFIND that Dr. Mays is permittetd testify generally about
polypropylene degradation based on his expee and review of the literature.
b. Reliability

BSC argues that Dr. Mays’s opinions are nott#é because they are litigation driven, not
scientific, and not fair and ced. With respect to the argument that Dr. Mays’'s expert
testimony is litigation driven, | refer back to migawve ruling that an expert’s formulation of his
opinion for the purposes of litigation does not, bglitgustify that expert’'s exclusion. A&IND
Dr. Mays’s opinions otherwiseliable, | need not address this argument further.

Next, BSC contends that Dr. Ma “selectively cite[s] severarticles” and “fail[s] to
include contrary statements or literature irs[meport.” (BSC’s Mem. re: Mays & Gido [Docket
222], at 14). | have previously reviewee tteliability of Dr. Mays’s opinions und&aubert See
Sanchez2014 WL 4851989, at *29. The parties in tbése assert the sameyuments regarding
the reliability of Dr. Mays’s expé opinions that | addressed $anchezIn Sanchezl ruled as
follows:

Dr. Mays cites eight differd studies supporting hisggosition that polypropylene

is not suitable as a permanent implamny of which are the same peer-reviewed,

published literature relied upon by otlexperts in previous MDL trial§ed_ewis

2014 WL 186872, at *11 (discussing plaintifexpert Dr. Uwe Klinge). Clearly

these are studies reasonably relied uponthe field of polymer science.

Additionally, Appendix C ofthe report lists 68 scholgr articles Dr. Mays

considered in making his opinions, adlvas hundreds of other documents. (Mays

& Gido Expert Report App. C [Docket 111-3}, 1-22). If [BSC] take[s] issue with

Dr. Mays'’s failure to reviewer cite particular documenttis goes to the weight of

his opinion, not its admissibility, and cae addressed on cross-examination.
Sanchez2014 WL 4851989, at *51.

Finally, BSC argues that Dr. Mays’s opinions are a poor fit and would not be helpful to a

jury because Dr. Mays was not able to coreeldégradation to any cloal symptoms in an
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individual patient. Howeer, as | stated iBanchez

| have repeatedly helthat general causation testimony, including degradation

opinions, is admissible under Rule 702, etfetne plaintiffs might fail to carry

their burden as to specific causatiGee, e.gHuskey 2014 WL 3362264, at *13.

Additionally, in his depositiorDr. Mays references complications that can arise in

patients as a result of degradation. (Mays Dep. [Docket 99-1], at 131 (“I'm saying

that degradation is the root cause of these devices failifugdtion the way they

are designed in some cases and then thieelaot functioningoroperly is part of

the problem.”)). To the extent that BS§elieves degradatiois 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, whicheasufficiently reliable methods of forming

his particular opinion. Accordingly, FIND that Dr. Mays is permitted to testify

generally that polypropylene susceptible to oxidian and degrades, without

specifically referencing the unrelialilesting he conducted with Dr. Gido.
Sanchez2014 WL 4851989, at *51-52. ThereforéADOPT my prior ruling on Dr. Mays, as
stated inSanchezandFIND that his opinions badeon his experience andview of scientific
literature should not be excluded.

3. State of Mind

Dr. Mays offers two opinions regarding BSGtte of mind and stknowledge of risks
associated with polypropylen&deMays & Gido Report [Docket 221}, at 5 (“BSC did not take
into account polypropylene’s propensity for oxidation during desigtsd?innacle and Obtryx
mesh.”);id. at 17 (“If the developers of Pinnacle andtk were ignorant of this information on
implantation of PP materials then they were incetapt to be in their line of business. If they
were aware of these facts and chose to proeegday, they were taking an unconscionable,
calculated gamble with the lives and wellbeing dieos for the sake of ¢ir own profits.”)). As |

previously discussed, expert njmns on BSC’s knowledge or statemind are not helpful to the

jury. SeeFed. R. Evid. 702. Therefore, these opiniondEXELUDED .
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4. Legal Opinions

Dr. Mays offers two opinions that drdegal conclusions from the factSdeMays & Gido
Report [Docket 221-1], at 17d. at 19 (“The results of our awtesting completely support and
greatly strengthen this opinion that choice of Pthasnaterial for the explants we tested rendered
them unacceptably susceptible degradation and was thiuiscompetent and or negligefjt
(emphasis added)). In the Fourth Circuit, “opiniestimony that states agi@ standard or draws a
legal conclusion by applying law todHacts is generally inadmissibléJhited States v. Mclver
470 F.3d 550, 562 (4tbir. 2006). Whether BSC failed to act as a reasonable and prudent medical
device manufacturer is a question fioe jury. To be clear, Dr. M@ may offer opinions that, as a
polymer scientist, he does notlibge the Obtryx is suitable to serve as a permanent implant, but
his opinions cannot be phrasess legal conclusions. Theoeé, these statements are
EXCLUDED.

E. Motion to Exclude the Opinions and Testimony of Dr. Peggy Pence

Dr. Pence works as a clinical and regulatoopsultant, providingadvice, guidance, and
product development services to pharmacallbopharmaceutical and medical device
companies in the areas of strategic planning, piiealitesting, clifcal trials, design and conduct,
and regulatory matters involvirtpe [FDA].” (Pence Report [Déet 219-1], at 1). During her
career, she has accumulated knalgke about and experience with the testing requirements for
medical devices; the development and contentarfymt labeling; and the procedures necessary to
comply with regulatory and industry standsrohcluding those set forth by the FD&eg idat 1—
4). In this matter, Dr. Pence offers four opiniofly BSC did not conduct aduate testing of the

Obtryx product prior to placinghem on the market; (2) th@btryx product was inadequately
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labeled; (3) patients could not apmtely consent to the surgical implantation of the Obtryx due to
the misbranding of these products; and (4) BSCdddaneet the postmarkégilance standard of
care for their products, leading to furthersbmanding. BSC seeks to exclude Dr. Pence’s
testimony in its entirety.

| have previously reviewed tlopinion testimony of Dr. Pence und2aubert See Sanchez
et al. v. Boston Scientific CorpgNo. 2:12-cv-05762, 2014 W4851989, at *32—-36 (S.D. W. Va.
Sept. 29, 2014). The reasoningSanchezsubstantially reflects the court’s view of this issue as
presented here. To the extent tiegre are differences fact and exhibits, #hcourt does not find
them sufficiently material as to the ruling on Dr. Pence. Therefé&BQPT my prior ruling on
Dr. Pence as follows and thereBRANT IN PART andDENY IN PART her expert opinion.

1. Dr. Pence’s Qualifications

| first address BSC’s argument that this ¢@tnould exclude Dr. Pee’s opinions because
she lacks the qualifications necessary to makentr BSC maintains that Dr. Pence’s work as a
researcher and consultant does$ qualify her to opine about theafety and efficacy of mesh
products, as she attempts to do in her experttrdpdBSC'’s view, without a medical degree and
without experience in the ddepment of polypropylene mesbyr. Pence’s opinions on BSC'’s
medical devices cannot withstabBdubert

In Sanchezl ruled as follows, andADOPT that ruling here:

The absence of a medical degree on DncB&s curriculum vitae does not call into

doubt Dr. Pence’s demonstrated knowleddp®ut and experience with medical

devices like the [Obtryx]. Dr. Pence haser forty years of experience in the

research and development of medicalides. (Pence Report [Docket 118-1], at 1).

Over that time, she has accumulated knowledggisirelevant to this case, such as

the design of clinical trials for diseases of the female genital system, the clinical

testing of novel medical devices,nda the content of product labeling.

Accordingly, . . . IFIND that Dr. Pence is qualified tender the opinions set forth
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in her expert report, including her opinioalsout the safety and efficacy of mesh
products and the sufficiency of BSC’s product branding.

Sanchez2014 WL 4851989, at *33.
2. Dr. Pence’s Opinions on Appropriate Pre-Market Testing

Having found that Dr. Pence is qualified fiteo these opinions, | nextddress whether her
opinions are relevant and reliable.

In her report, Dr. Pence opines:

BSC should have performed adequate prediraad clinical teghg of the Obtryx

Sling and Pinnacle PFR Kits prior to rkating to ensure the devices were

reasonably safe for permanent implantat®yits failure to do so, BSC fell below

the standard of care required of a mreably prudent medical device manufacturer.
(Pence Report [Docket 219-1], at 44). In reaghims conclusion, Dr. Pence considered the risks
associated with polypropylene me#h @t 31-36); the statementshtaterial Safety Data Sheets
provided by the polypropylene supplier in 2004 @adiing that polypropylenghould not be used
for permanent implantation in the human boitly 4t 36—40); and the developmental history of
BSC productsid. at 41-43).

In Lewis, et al. v. EthicqrDr. Pence gave a similar opinion. No. 2:12-cv-4301, 2014 WL
186872, at *18-19 (S.D. W. Va. Jan. 15, 2014). She dpimet the defendant did not conduct the
required investigative tesbn the specific sks of a transvaginal megihoduct, but she failed to
support this opinion with any autlityrsuggesting that the performge of such tests was needed.
Id. at 18. Without a reliableofindation, | excluded Dr. Pensedpinion as unreliabléd. at 19.
Here, BSC argues that Dr. Pencexgert report should again bgcluded as unriglble because it

fails to point to any authority requiring BSC perform the tests that Dr. Pence believes should

have been conducted. The plaintiffs counter bat Pence has revisduer report to fix the
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deficiencies identified irLewis This time around, the plaintiffs argue, Dr. Pence has “clearly
demonstrated that her methodology and opinweie not based upon her ‘professional opinion’
alone” and instead arose from her review d¥@uminous amount of @er-reviewed scientific
articles, data, government codssd regulation, deposition testmy provided in this litigation,
and internal documents received from BSC.” (FRe5p. in Opp. To Def.’s Mot. to Exclude Dr.
Peggy Pence [Docket 274], at 5).

In Sanchezl agreed with the plaintiffs and concluded that

Dr. Pence’s bolstered expert report [Ret 118-1] has tempered my previous
concerns about the reliability of her opinion on this issue. Dr. Pence has cited to
multiple sources that stress the impoda of running clirgal trials before
incorporating mesh materials into a suagiproduct. For instance, she describes a
2006 study conducted by the French Natiokathority for Health (“HAS”), in
which it evaluated the safety and efficagfy vaginally implanted mesh for the
treatment of genital prolap. (Pence Report [Docket 118-1], at 9). HAS concluded
that “the use of mesh implants for tszaginal correction ofjenital prolapse
remained a matter of clinical resedremd recommended prospective studies on
the anatomical and functional outcomet mesh implantation, the mid- to
long-term effects, possible adverse evdiikis erosion, and the management of
erosions and retractiongd(at 10). Dr. Pence algbscusses the recommendations
of the National Institute for Health and Care Excellence, which include the warning
that transvaginal mesh rap&hould be used with spediarrangements for clinical
governance, consent and audit or researtth.’af 43).

In contrast withLewis Dr. Pence’s opinion in this cagebacked by authoritative
studies that recommend the performancdiafcal trials and long-term follow-ups
before using polypropylene mesh. Thus; bginion on the inaguacy of BSC’s
pre-market testing is more than a baexlaration of heprofessional opinion.
Accordingly, IFIND that Dr. Pence’s methodology is reliable unBaubertand
DENY BSC’s 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 fdigeling of the Obtryx. st, she states that
“BSC marketed [these productsitihout adequate instructions fose throughout the life of these
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products . . ., in particular, without adequatarnings, precautions, drninformation about the
likelihood and extent of potential risks.” (PeriReport [Docket 219-1], at 62). Second, she states
that “patients implanted with the Obtryx SlingRinnacle mesh were prevented from . . . giving
true informed consent as a result of BSiDadequate professional and patient labelintgl” &t

63). She then offers a list of wamgs and risks that she believa®uld have beencluded in the
products’ instructions for ugélIFU”) and patient brochures.

BSC asserts that these opinions should bauded because they relate to BSC’s deviation
from the branding requirements of the Fo@dug, and Cosmetic Act (“FDCA”), which is
irrelevant in this case and caugiently unhelpful to the jury. Ehplaintiffs agree that whether
BSC violated the FDCA is not relant and that Dr. Pence will noffer an opinion on that issue.
The plaintiffs stress, however, that Dr. Pesc&stimony about labely is relevant to the
plaintiffs’ failure to warn claim. To assess thalidity of this claim,the jury will need to
understand what information should be includedFUs and patienbrochures but was not
included by BSC—the plaintiffs argudleat Dr. Pence can provide such understanding to the jury. |
agree that such testimony mightgguide the jury in reaching a verdict on these state law claims,
which consider the appropriatesseof product labeling, and asch, her opinions are relevént.
See, e.gChurch v. Wessqi385 S.E.2d 393, 396 (W. Va. 1989) (expiag that in failure to warn
cases, “the focus is not so much on a flawedhysical condition of the product, as on its
unsafeness arising out of fakuto adequately label, instruct or warn” (quotigrningstar v.

Black & Decker Mfg. C0.253 S.E.2d 666, 682 (W. Va. 1979))).

8 In Lewis, et al. v. Ethicon, Incl concluded that Dr. Pence’s opinions on product labeling would “confuse and
mislead the jury” because theat law claims of failure to warn and breathwarranty no longer existed in the case.
2:12-cv-4301, 2014 WL 186872 (S.D. W. Va. Feb. 3, 20dé)e, however, the failure t@arn claim is still pending,

and so my conclusions rewisare inapposite on this point.
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BSC adds that even if Dr. Pence’s opinionsBSC'’s labeling practes are relevant, they
lack a reliable basis. In BSC’s view, Dr.riee does not provide arguthority supporting her
assertion that BSC'’s labeling fell short of the staddad care, and insteashe simply insists that
BSC “should have gone further.” (Def.’s Mem. ingp. of its Mot. to Exclude the Ops. and Test.
of Peggy Pence (“BSC’s Mem. re: Pence”)ofiRet 220], at 8 (quoting Pence Dep. [Docket
219-3], at 328:3)). In sponse, the plaintiffs point to OPence’s reliance on rdieal publications
and the FDA’s Manufacturer andser Facility Device Experiee (“MAUDE”) database as
evidence that Dr. Pence supporked opinions with authority SeePence Report [Docket 219-1],
at 49-50).

Again, the reasoning iBanchezeflects the court’s view dhis issue as presented here,
and IADOPT theSanchezuling as quoted below:

Indeed, Dr. Pence cites to variopsblications and data throughout her
report. However, the information sheferences—literature and data on the
reported complications associated withrigicle mesh—does not gmthe heart of
her opinion—that BSC failed to meet ttstandard of care required of a medical
device manufacturer” in its defamt labeling of its productld. at 63). In other
words, although this authority demonstimthat complicationsccurred, it does
not provide any guidance as to whetlieese complications should have been
included as warnings in the Pinnacle’s IFU. Eliminating this peripheral
information, Dr. Pence is left wiipse dixitsources like “thstandard of care’iq.)
and “a matter of ethicsid. at 61), both of which fall short @auberts reliability
prong.See Daubert509 U.S. at 594 (explaining the importance of ascertainable
“standards” to govern the expertigethodology in reaching his opinion).

Dr. Pence also utilizeEDCA provisions and BA regulations to craft
criteria for the information that shoute included in medical device labelin§eg
Pence Report [Docket 118-1], &2 n.257-59, 63 n.260-61). As explained above,
this may very well be relevant to the state law claim of failure to w2anbert
however, advises courts to keep in mind the other rules of evidence when
evaluating expert testimon$ee Daubert509 U.S. at 595 (“Throughout, a judge
assessing a proffer of expert scientific testimony under Rule 702 should also be
mindful of other applicableules . ...). Rule 403, which permits exclusion of
relevant evidence “if its probative valigesubstantially oweighed by danger of
unfair prejudice, confusion difie issues, or misleadingetiury,” Fed. R. Evid. 403,
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carries particular significance Daubertdecisions because “[e]xpert evidence can
be both powerful and quite misleadingdaubert 509 U.S. at 595 (internal
guotations omitted). Here, expert testimony about the requirements of the FDCA,
which are not at issue in this caseuld lead to more confusion about the
failure-to-warn claim than enlightenment. The jury might think that the FDA
regulationgyovernwarning requirements [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 outweighedy the risk of jury conision, | cannot admit Dr.
Pence’s testimony as it relatesttee FDCA or FDA regulationsSee Lewis v.
Johnson & JohnsqrH91 F. Supp. 2d 748, 755 (S.D. Wa. 2014) (agreeing that
“alleged shortcomings in FDA procedui@® not probative to a state law products
liability claim”) (internal quotations omitted).

In sum, the only basis for Dr. Penseapinions on the adequacy of BSC’s

product labeling is violation of the FDCa&nd FDA regulations. Such a violation,

however, is not probate/to the claims at issue. Monger, asserting a violation of

the FDCA is a legal conclusion, not erpert opinion. Accordgly, Dr. Pence’s

opinion testimony on BSC'’s labeling pras, 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 tB&C “deviated from the ahdard ofcare by its
failure to report to [the] FDA a nuper of adverse events that rnife criteria for Medical Device
Reporting, rendering the Obtryx anchRacle devices misbranded as a result of failure to furnish
information requested und8ection 519 of the FDCA.'SeePence Report [Dock@19-1], at 91).
BSC argues that whether BSC “reported certain adverse events to the FDA is not helpful to the
jury” in determining whether BSC provided agate warnings or whether its products were
defective. eeBSC’s Mem. re: Pence [Docket 220], at 9).

For the reasons explained$anchezl agree with BSC.

Dr. Pence cites to FDA public health notifications, the FDA’s corporate warning

letter to BSC, and the FDCA'’s Medidakvice Reporting regulains. Contrary to

the plaintiffs’ assertions, however, tRBCA’s reporting requirements and BSC'’s
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alleged violation of them have minimalleeance. First, thelaintiffs have not

brought any claims concerning the FDCA&c8nd, even if an explanation of BSC—

FDA communications could shed light on state law claims at issue, testimony

on whether or not BSC complied with the FDCA would constitute an

impermissible legal conclusion rather than an expert opinion. And

finally, . . . opinion testimony on the labytimof reporting regulations within the

FDCA has little probative value comparedhe substantial ris&f jury confusion,

particularly when both parties agrdbat “whether, how, and when BSC

communicated safety information to the FDA is irrelevarbédPls.” Resp. re:

Pence [Docket 122], at 17). Accordingly, . .EXCLUDE Dr. Pence’s opinions

on postmarket vigilance.

Sanchez2014 WL 4851989, at *36.

In conclusion, Dr. Pence can testify on prarket testing, but her other opinions on the
adequacy of product labels and the répgrof adverse events to the FDA &XCLUDED . As
such, BSC’s Motion to Exclude Peggy Pence [Docket 2195RANTED IN PART and
DENIED IN PART .

F. Motion to Exclude the Opinions and Tetimony of Thomas H. Barker, Ph.D.

BSC moves to exclude the opinions and testiynof Thomas H. Barker, Ph.D. Dr. Barker
is a biomedical engineer who sedk opine as to the behaviorgadlypropylene mesh inside of the
human body.%$eeBarker Report [Docket 228}, at 1, 4-5). He bases his opinions on mechanical
stress tests that he conducted on the Obtrygk Rinnacle products, hisxgerience, scientific
literature, and internal document$eg id.at 3). BSC argues th&ar. Barker's opinions are
unreliable and irrelevant. In gacular, BSC argues that DBarker’s testing methodology was
flawed, that his opinions are liagjon driven, that he is unquaditl to opine as to polypropylene
and product design, and that Dr.rBar seeks to offer imperssible state of mind testimony.

| have previously reviewed the ojon testimony of Dr. Barker undddaubert See

Sanchez, et al. v. Boston Scientific CoNp. 2:12-cv-05762, 2014 WL 4851989, at *5-10 (S.D.
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W. Va. Sept. 29, 2014). The parties in this cassert arguments on the admissibility of Dr.
Barker’s expert opinion that | addresse®anchezTo the extent that there are differences in fact
or exhibits, the court does not find them géntly material to this case. Thu®ADOPT my prior
ruling on Dr. Barker as follows and there®RANT BSC’s motion. | will address additional
arguments raised by the parties in this case below.
1. Qualifications
BSC challenges Dr. Barker’s qualifications. 3anchezl found Dr. Barker qualified to
opine as to the properties of polypropylene, aA®DOPT the same reasoning here:
Dr. Barker holds a Ph.D. in biomedicalggmeering and is curngly on the faculty
of a joint department within the G@Gmgia Institute of Technology and Emory
University School of MedicineHe states in his expereport that his research
focuses on
the effects of mechanical forcasd tissue/material mechanical
properties (e.g. stiffness) on thest response. | am trained and
have extensive expertise ithe evaluation of biomaterial
mechanical properties, biomatfimplant design, the foreign
body host response, and human &ssunder repair and fibrosis,
including analysesf cell/molecular biological outcomes.
([Barker Report [Docket 71-1],] at 2). He conducted postdoctoral research focusing
on “exploring the mechanisms of biomatéaasociated fibrosis (e.g. the foreign
body response).’ld.). Additionally, Dr. Barker haauthored several book chapters
and peer-reviewed articles on biomaterials and biomedical engine&asy .|.
Sanchez2014 WL 4851989, at *5-6. As | noteSanchezeven though Dr. Bagk is qualified, |
must still determine that his method is relialide at 6.
2. Admissibility of Opinions Based onDr. Barker's Mechanical Testing
BSC argues that Dr. Barkergpinions based on his mecheatditesting are unreliable and
irrelevant. In particular, BSC argues that Drriga’s testing is flawed because it “1) does not

replicate the published protocol biaims to have followed; 2) fails to utilize a sufficient sample

49



size; 3) fails to meet the standards requireghédnlication in a peer-reviexd journal; and 4) does
not replicate the physiological environment or foreggerienced in the female pelvic floor.” (Def.
BSC’s Mem. of Law in Supp. of Its Mot. to Excle the Ops. and Test. of Thomas H. Barker,
Ph.D. ("BSC’'s Mem. re: Barkér [Docket 224], at 5). InSanchez BSC 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 saline bath, contrary to
published protocols, is unreliable. The Sheplaard Moalli protocols call for the use of a saline
bath as part of tesiy to help better m@icate the physiological emanment of the human body. In
Sanchezl found that this deviation from protocolstiout a scientific basirendered his method
flawed:

His only reasoning was that Ggia Tech denied him pmission to submerge its

equipment in saline, a “poteally corrosive” solution.Id. at 197:20-198:21). The

difference in the results obtained by Barker and by Drs. Shepherd and Moalli

further demonstrate the unreliability ohmethod. Dr. Barker’s tests revealed two

to four times more relativelongation of the mesh than©iShepherd and Moalli’s

tests. SeeShepherdsupra at 617; Moalli,supra at 662; Barker Report [Docket

71-1], at 21).
Sanchez2014 WL 4851989, at *7. Moreover, | found that tise of a saline bath to replicate the
human body was particularly important because Drk&aseeks to opine as to the in vivo effects
of mesh.See id.

In this case, the plaintiffs in response raiseadditional argument as to this matter. They
submit an exhibit that seems to refute my findilBpePIs.” Ex. D [Docket 267-4]). The plaintiffs

provide a portion of Dr. Barker’'s testimony “in a recent trial petagsh trial[,] [sic]” where he

explains that he did follow a published testing prot@nd that he did, in &, soak the mesh in a
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saline bath for testing. (Pls.” Resp. to Def.’'stMo Exclude the Ops. And Test. of Dr. Barker
(“Pls.” Resp. re: Barker”), [Docket 267], at 1geePIs.” Ex. D [Docket 267-4], at 1073:5-12,
1073:19-1074:4). In their response, thaeiqiffs also assert that “DBarker pre-soaked the mesh

in a saline solution to mimic the bodily fluids, just as performed by Dr. Moalli at the University of
Pittsburgh.” (PIs.” Resp. re: Barker [Docket 267], at 14).

However, this prior testimony is at odds widh. Barker’'s expert report and deposition in
this case. In his expert report, Dr. Barker writed,tf{p]rior to this casgl have never given sworn
testimony in a litigation proceedirigBarker Report [Docket 267-1], &). Therefore, it is unclear
when and why Dr. Barker providebe testimony that the plaintifisttached in their Exhibit D
[Docket 267-4]. Also, the plaintiffs provide me minimal information about his previous
testimony. Exhibit D contains merely three pagka transcript and contains no case name. The
only identification of thecase is in the plaintiffs’ respons&here they reference “Ex. D; pgs
1072-1074 of Albright v. BSC.” (PIsResp. re: Barker [Docket 267], B4). The plaintiffs provide
no citation number for “Albrightz. BSC” and give no informieon about whether Dr. Barker
conducted additional testing fétbright or submitted a different expert reportAfbright.

Furthermore, the plaintiffs attached portiaf®r. Barker's deposition for this case which
contradict hisAlbright testimony. In his depositidior this case, Dr. Barkeestifies that he didot
soak the mesh that he tested in a saline bath:

Q: It goes on to say that, [tlhe mesh was allowed to sit in the 37-degree Celsius
saline bath for 10 minutgsior to testing. Correct?

A: Correct.

Q: Obviously, in your test the meshddiot sit in any 3degree Celsius saline
bath prior to testing; is that right?
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A: That'scorrect.
(Barker Dep. [Docket 267-2], &02:13-21). Also, in their respamsthe plaintiffs actually
reference the fact that Dr. Barker failed to use a saline fa¢ie, €.9.PIs.” Resp. re: Barker
[Docket 267], at 14 (“Moreover, the only reason Barker did not submerge BSC’s meshes in a
saline bath was because Georgia Tech . . . haBay that forbids the submersion followed in the
Moalli Protocol”) (citations omitted)). As a result, the plaintiffs’ argument is inconsistent and
unavailing.
For the reasons sttt above and ifsanchezl| find Dr. Barker's methodology to be
unreliable.
b. Dr. Barker Failed to Use a Sufficient Sample Size
BSC next argues that Dr. Barker failed to assufficient sample size when he tested one
piece of Obtryx mesh and 2ggies of Pinnacle mesh. 8anchezl agreed with this argument,
especially since Dr. Barker admitted that a staastiest cannot be performed on a sample size of
one:
Dr. Barker admits that having a sampleesof one is “insufficient to perform
statistical analysis.” (DBarker Dep. [Docket 71-4§t 233:17-234:5). As a result,
it is difficult to predict whether his sailts were merely chance occurrences. Dr.
Barker explains that he wanted adufital materials and he would have conducted
additional testing if tay had been provided:
Q: In fact, a lot of the results that Dr. Moalli has published that
are different than your resultdon’t you think you need to test
another piece of Obtryx mesh tmnfirm or not confirm the

results that you got based on your N equals 1?

A: | would have likel to have been provided with materials,
additional materials tdo additional testing.

(Id. at 233:3-12) (objections omitted).
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Sanchez2014 WL 4851989, at *7-8. As a result, Dr. Batk sample size was a flaw in his
method.
c. Dr. Barker’s Testing Failed tdVleet Peer Reviewed Standards

BSC argues that Dr. Barker’s testing waswiéd because it was not up to peer-reviewed

standards. lIi5anchezl noted that Dr. Barker admits tlois in his deposition testimony:

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

A: | would.

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

A: | would agree.

Id. at *8 (citing Barker Dep. inSanchefDocket 71-4], at 301:20-302:5) ADOPT this same
reasoning here and find that this factor weigdainst finding Dr. Barker's method reliable.
d. Dr. Barker’s Testing Did Not Replicate In Vivo Conditions
BSC argues that Dr. Barker's method flawed because it failed to replicate the
physiological multi-directional forcem the female pelvic floor. IrBanchezl agreed that Dr.
Barker’s uniaxial testing was wirable to base opinions on thehavior of the mesh in vivo:

[Blecause Dr. Barker's method did notcaant for the multi-directional forces

inside of the female pelvis, his opiniorizoat the effect of the mesh once implanted

in vivo are unreliable and do not surviDaubertscrutiny. Even Drs. Shepherd and

Moalli note that their studgedo not conclusively revettile mesh’s behavior in the

human body. $eeShepherdsupra at 619 (stating that “this experimental setup

allows us to draw only preliminary conslons about the various meshes”); Moalli,
suprg at 663 (noting that Me behavior of theseis@ys in vivo and after

incorporation into host tissue may be inéely but is not dirdty apparent from
these studies”)).
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Sanchez2014 WL 4851989, at *9.ADOPT this reasoning frorBanchehere, and based on the
above four argumentsHIND Dr. Barker’'s method to be unreliable.
e. Plaintiffs Argue that Dr. Barkefs Method Was Generally Accepted

In this case, the plaintiffs raise an additioagument as to the reliability of Dr. Barker’s
method. The plaintiffs contend that Dr. Barketesting was generally accepted within the
scientific community. (PIs.” Rep. re: Barker [Docket 267], 41—12). In support, the plaintiffs
point to Dr. Barker’s deposition testimony, where he explains that his general method of testing
material—reading relevant sciemtifiterature, develping a testing protocohnd then conducting
“cyclic tensile testing and stress deformation analyses” in accordance with the developed testing
protocol—is generally accepted within his field. (Barker Dep. [Docket 267-2], at 324:7-327:16).
The plaintiffs argue that general acceptance “definitively foreclogeubaertchallenge.” (PIs.’
Resp. re: Barker [Docket 267], at 12).

The trial judge must “ensur[#)at an expert’s testimony .. rests on a reliable foundation”
and has “flexib[ility]” in making this assessmeBaubert 509 U.S. at 594, 597. Even if cyclic
tensile testing and stress deformation analysegemerally accepted in the bioengineering field,
the plaintiffs’ argument does not cure the fatdiaiency in Dr. Barker'snethod—that he failed to
take measures to replicate the human body whenitig and providing opinions as to the mesh’s
behavior in vivo. For the reasons stated above aBdmthezl find Dr. Barker's methodology to
be unreliableSee Sanche2014 WL 4851989, at *5-10.

Therefore, as | concluded 8anchezDr. Barker's method wasreliable and his opinions
based on this method aEXCLUDED .

3. Admissibility of Opinion Regarding the Mechanical Mismatch Between the
Mesh and the Human Body
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BSC challenges Dr. Barker’s opinion regagia mechanical mismatch between the mesh
and the human body and the adverse in vivo effiexsulting from that mismatch. BSC argues that
it is unreliable. IrlSanchezl agreed because Dr. Barker basexchaiculation as to the mesh on his
unreliable testing:

[Hle based his elastianodulus calculations of the Pinnacle mesh on his

methodologically flawed and unreliable tieg. . . Furthermore, as explained

above, Dr. Barker’s testindoes not replicate the forcasid environment of the

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

unreliable.

Id. at *9. | ADOPT this reasoning here and find thBt. Barker's opinions based on the
mechanical mismatch are unreliable and, tE0&CLUDED .
4. BSC Argues that Dr. Barker's Opinions are Litigation Driven

BSC also argues that “Dr. Barker's opinions are unreliable because they are litigation
driven[.]” (BSC’s Mem. re: Barker [Docket 224], at 2). BSC raised this same argun&arichez
and, thus, ADOPT my reasoning:

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

Because | 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 Pinnacle

Dr. Barker tested bothéhPinnacle and Obtryx products.el®btryx is a product at issue
in this case, but the Pinnacle device is notsatasn this case. Because | find his opinions to be
unreliable, 1 need not addres® tfelevancy of Dr. Barker’'s opmms based on his testing of the
Pinnacle deviceSee Daubertt09 U.S. at 594-95 (noting reliability and relevancy requirement for

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

In this case, the plaintiffs ise an additional argument as to the relevancy of Dr. Barker’s
testimony. The plaintiffs argue thidtlhe crux of Dr. Barker’s opirons, and hence his role in this
case, is to provide expert evidence of the geedesign engineering failure in BSC’s meshes.”
(Pls.” Resp. re: Barker [Docket 267], at 17). As sute the plaintiffs contend that “Dr. Barker’s
opinions provide the precise evidence that the plaintifewis v. Ethicortacked and warranted a
directed verdict[,]” and that, thereforeis testimony is helpful to a juryld{ (citing Lewistrial
transcript)).

As | explained irSanchezl find Dr. Barker's method to benreliable, and | exclude his
opinions on this basis. As a resuilio not need to address théekancy of Dr. Barker’s testimony.
See Daubert509 U.S. at 594-95 (noting requirement tigbert testimony be both reliable and
relevant). However, | note that the portions ofltlkeevistrial transcript in which the plaintiffs cite
in support of their argumemnéfer to specific causationS€ePIs.” Ex. ELewisTrial Tr. [Docket
267-5], at 60:5-22, 62:10-15). Dr. Barker does not offer specific causation opinions here.

7. Dr. Barker’s ProposedState of Mind Testimony

BSC argues that Dr. Barker is unqualified tonepas to product design or testing and that
his proposed state of mindstanony is inadmissible. Ir'Sanchez BSC made these same
arguments. However, | did not reabtle issue of Dr. Barker’s qualifations as to product design or
testing because | found his state of minditesny to be impermissible expert testimony:

Dr. Barker contends that “BSC desigribd Pinnacle . . . to meet the specification

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

in the engineering and design processdefelopment of a safe and effective

medical product (even for one similar tpr@-existing product in the market)” and
that this “is inconsistent with approgte medical device design principles.”
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(Barker Report [Docket 71-1], 4t 15). These opinions rédato the state of mind
of BSC and are, thug XCLUDED.

Sanchez2014 WL 4851989, at *10.ADOPT this reasoning frorBanchean this case.

Therefore] GRANT BSC’s Motion to Exclude the Opions and Testimony of Thomas
H. Barker, Ph.D. on the grounds explained above aBSairthezSee idat *5-10.

G. Motion to Exclude the Opinions and Testnony of Donald R. Ostergard, M.D.

As one of the five founders of the Ameriddrogynecological Society, Dr. Ostergard is a
seasoned obstetrician and gynecologist, havirgtiged in the field since 1970. He has also
assumed several academic roles, most recentlyngeas a professor of obstetrics, gynecology,
and women’s health at the University of Louisvillde plaintiffs offer DrOstergard to testify as
an expert witness on the properties of polypropyléredesign of the Obtryx sling; the regulatory
process of the FDA, specifically with regardpgmduct labeling; and the motives and ethics of
BSC. See generallyOstergard Report [Docket 217-2BSC seeks to exclude Dr. Ostergard’s
expert opinions undddaubert | address BSC’s arguments in turn.

1. Dr. Ostergard’s Qualifications

Although Dr. Ostergard has an impressivekgaound as a physician, BSC argues that his
medical training does not qualify him under Federal Rule of Evidence 702 to render the opinions
set forth in his expert report.

a. Opinions on the Properties of Polyppylene and the Obtryx Product Design

First, Dr. Ostergard offers opinions on the “defective” qualities of the polypropylene mesh
used in the Obtryx sling, su@s its “impurity” and itdendency to shrinkjegrade, and oxidize.
(Ostergard Report [Docket 217-2], 1 10). BS©ves to exclude these opinions because Dr.
Ostergard’s clinical experience “does not qyaliim to testify as to the specific chemical
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composition and attributes of polypropylene.”S@s Mem. of Law in Supp. of Its Mot. to
Exclude the Ops. and Test. of Donald R. OstetgM.D. (“BSC’s Mem. re: Ostergard”) [Docket
218], at 5). In short, BSC argues that becaus®©Btergard is not a biomaterials expert, he cannot
testify about the properties of polypropylene.

| can dispose of BSC’s objection by nefeg back to my ruling on a priddaubert
challenge brought against Dr. Ostergard:

It is difficult to deride Dr. Ostergardgualifications generally. He has performed

thousands of pelvic organ prolapse surgetite has used a variety of synthetic and

biologic materials in pelvic reconstruati, including polypropylene mesh. He has
extracted polypropylene mesh products frpatients. He has treated them for

mesh-related complications. He also parfed preliminary theoretical work on a

new pelvic mesh device for American Medical Systems.

Dr. Ostergard has conducted scanningtedaanicroscope imagg of mesh. He is

also participating in an on-going studyf its degradationcharacteristics in

conjunction with his University of Louis\éd colleagues. Finally, Dr. Ostergard has

published, in a peer reviewed setting, aaaety of syntheti@and natural materials

used in pelvic reconstructi@urgery dating back to the 1980sonclude that Dr.

Ostergard’s qualifications are suffent to testify about polypropylene.

(Jones v. Bard, Inc., et alNo. 2:11-cv-00114 [Docket 3914t 6 (S.D. W. Va. Jan. 6, 2014)
(footnote omitted) (emphasis added)).

Dr. Ostergard also opines about the @dure design promoted by BSC.” (Ostergard
Report [Docket 217-2], 1 12). He concludes timgertion of the Obyx through the vagina, a
“contaminated surgical field,” is “dangerousiidathat the proximity of the Obtryx to various
pelvic organs and vessels creates a “risk of injug)).(BSC argues that Dr. Ostergard has no
experience in designing mesh products, and conasdlgule lacks the qualifications necessary to

opine on alleged design defects of the @btrThe plaintiffs respond by pointing to Dr.

Ostergard’s extensive knowledge tife pelvic anatogn and pelvic recongsuctive surgery.
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Furthermore, the plaintiffs emphasize Dr.t€@gard’s published research on polypropylene
materials, as well as his experience viit development of other mesh devices.

After reviewing Dr. Ostergard’s curriculum vitdesonclude that Dr. Ostergard is qualified
to provide opinion testimony on the design ofypoopylene slings. He has performed countless
pelvic reconstruction surgeries, instructechess on the performance of these surgeries,
participated in the development of pelvic me$tvices, and authoreseveral peer-reviewed
articles on the safety and efficacy of yymlopylene mesh products. As | explainedames any
challenge to his demonstrated expertisébistter suited forcross examination.”Jones No.
2:11-cv-00114 [Docket 391], at 9).

In conclusion, IFIND that Dr. Ostergard is qualifieto opine on the properties of
polypropylene and the design of the Obtryx sling.

b. Opinions on FDA Regulatory Rguirements and Product Labeling

Dr. Ostergard also comments on BSC’s gdlgé noncompliance with FDA regulations,
particularly as they relate fwoduct labeling. BSC disputes Dr.t&gard’s qualifications to opine
on these matters, asserting that his “familiantyth the warnings on mesh implant products does
not rise to the leveof expertise undebaubert (BSC’s Mem. re: Ostergard [Docket 218], at 7).
The plaintiffs, on the other hand, contend that Ostergard’s experience as a urogynecological
surgeon makes him “extremely well suited” tsci#be the information that BSC should have
included on the directions for use and brochuréHerObtryx sling. (Pls.” Opp. to BSC’s Mot. to
Exclude Dr. Ostergard (“Pls.” Resp. re: OstedjpfDocket 286], at 8). Moreover, Dr. Ostergard
has “taken a course on the FDA process” emdewed internal BSC documents that, in the

plaintiffs’ view, give him the knoledge of the regulatory proceasseded to support his opinions.
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(1d.).

Without more, however, Dr. Ostergard’s giguished career asurogynecologist cannot
uphold his opinions on product warnings and FDApbance. First, Dr. Ostergard admitted that
he is “not an expert in FDA regulations.”gt@rgard Dep. [Docket 211}; at 395:23—-25). Second,
his understanding of medical deviearnings does not exceed the knowledge of physicians in
general. That is, he has never drafted aadewiarning, and he only knows the “information that
would be useful to the physiciand his counseling of patientsIt( at 402:15, 20-23).This
minimal experience with medical device wangs and FDA regulations does not satisfy the
“knowledge, skill, experience, trainingy education” requed under Rule 705ee, e.gln re C.

R. Bard, Inc.948 F. Supp. 2d 589, 611 (S.D. W. Va. 2013) e his stellar qualifications as a
urogynecologist, Dr. Shull is unqualified to tegtdn the specific issue of product warnings, as
evidenced by his lack of familiarityvith the process.”). Accordingly, EXCLUDE Dr.
Ostergard’s opinion testimony as it relates to prothlmels, the Obtryx’s directions for use, and
FDA compliance.

Having excluded Dr. Ostergard’s FDA opinions ifosufficient expertise, | do not need to
considemDauberts follow-up question of whether these ojins would be helpful to the jury. My
ruling in Sanchezhowever, provides an analysis on tb&ue that | could easily apply he&ee
Sanchez et al. v. Boston Scientific CoNb. 2:12-cv-05762, 2014 Wi851989, at *35 (S.D. W.
Va. Sept. 29, 2014) (“Given that the probative eabfi expert testimony on FDA requirements is

substantially outweighed by the risk of jury casibn, | cannot admit Dr. Pence’s testimony as it

° The fact that Dr. Ostergard took a single online coarséhe FDA regulatory prose—a course that is freely
available to the public—does not alter my conclusion BiralOstergard lacks the quadiitions necessary to opine
about BSC's compliance with FDA regulations.
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relates to the FDCA d¥DA regulations.”).
2. Reliability of Dr. Ostergard’ s Opinions on Polypropylene

Next, BSC argues that this court shibuexclude Dr. Ostergard’s opinions on
polypropylene—that it is toxic, impure, andbgect to degradation and shrinkage—because his
opinions do not satisfipauberts reliability prong. Spcifically, according to BSC, these opinions
are unreliable because (1) they are not gdlgeaacepted in the medical community; (2) Dr.
Ostergard has not conducted testing to suppor¢ ttheories; and (3) Dr. Ostergard has based his
opinions on selective restv of scientific literature. The aintiffs claim thatBSC’s objections
concern the weight, not the admisBtlpj of Dr. Ostergard’s opinions.

As an initial matter, general eeptance is merely one factor a court should consider in
determining admissibility of expert testimor§ee Kumho Tire Co. v. Carmichag?7 U.S. 137,
151 (1999) (“Pauberts] list of factors was meant to be helpful, not definitive. Indeed, those
factors do not all necessarily apply even in evasfance in which the reliability of scientific
testimony is challenged.”). Here, although Drt&dgard’s opinions cofi€t with the position
statements of several urogynecotajiprofessional societies, hevertheless finds support for his
opinions in several peer-reviewed articl&edOstergard Report [Docket 217-2], at T 10 (citing to
various publications that caiporate his opinions on polypropytemesh)). Consequently, that
Dr. Ostergard belongs to the miitgrdoes not, in itselfrender his opiniomnreliable. Instead, |
defer to the othebaubertfactors and leave the profession’s at¢aape (or lack thereof) of Dr.
Ostergard’s opinions as a possible basis for impeachment at trial.

Further challenging the reliability of Dr. @sgard’s opinions, BSC contends that Dr.

Ostergard has “conducted no testing on whetherddoStientific mesh products in fact display
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the defects he describes.” (BSC’'s Mem. rete@mard [Docket 218], at 9). An expert, however,
may support his opinions with resources other thamdbults of his scientif experimentation or
testing.SeeDaubert 509 U.S. at 592 (“Unlike an ordinaryitmess, an expert is permitted wide
latitude to offer opinions, oluding those that are not $®d on firsthand knowledge or
observation.” (internal citations omitted)). In fact, “numerous courts have held that reliance on
scientific test results prepared by others mamgstitute the type of evidence that is reasonably
relied upon by expertsMonsanto Co. v. Davjdb16 F.3d 1009, 1015 (Fed.rCR008) (listing
relevant case law). ldones | ruled that Dr. Ostergard’s reliance on the analyses of others, when
considered alongside his own peeviewed research, satisfiedetheliability requirements of
Daubert (SeeJones No. 2:11-cv-00114 [Docket 391], at &evisiting Dr. Ostergard’s list of
publications on polypropylene meskgéOstergard Curriculum Vate [Docket 286-2], at 24), |
again conclude that Dr. Ostergaapinions have reliable support.

Finally, BSC asserts that Dr. Ostergard has imespreted” the medical articles he relied
on in reaching his opinions, and as a result, hisiops are unreliable. (BSC’s Mem. re: Ostergard
[Docket 218], at 10). BSC’s argument misplaces my role ubdetbert As the gatekeeper of
expert testimony, | need not concern myself \hth “correctness of thexpert’s conclusions” and
should instead focus on thsoundness of his methodologyDaubert v. Merrell Dow Pharm.,
Inc., 43 F.3d 1311, 1318 (9th Cir. 1995pg@ubert II'). As explained above, the review of other
professionals’ research can form a sound afidbte basis for an expert opinion. Here, Dr.
Ostergard conducted a thorough reviefnothers’ medical researéh establishing his opinions.
(SeeOstergard Curriculum Vitae [ixket 217-2], at 148-56 (providiraglist of medical literature

that Dr. Ostergard considered in writing higent report)). Whethebr. Ostergard correctly
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interpreted this research has no bearing oratlmeissibility of his opinions. Accordingly, BSC’s
objection has no merit, and FIND that Dr. Ostergard’s opinions on the properties of
polypropylene are reliabf@.

This holding, however, does not apply to Dstergard’s opinion on the carcinogenicity of
polypropylene. Although the plaiffs point to several studs connecting polypropylene to
cancer, $eePlIs.’ Resp. re: Ostergard [Docket 286], at 15)y./ione of the plaintiffs in this case
has claimed that the Obtryx sling caused cancer.,Tfti{l&2 mention of cacer in the context of
this case . . . would, at a minimum, offend Ré@2 and confuse the jugn a matter with scant
probative value.”Jones No. 2:11-cv-00114 [Docket 391], 8 n.4). All of Dr. Ostergard’s opinions
on the carcinogenicity of polypropylene &¥CLUDED .

3. Admissibility of Dr. Ostergard’s Opinions on BSC’s State of Mind

BSC asserts that a majority of Dr. Ostergardxpert report consists of impermissible
opinion testimony on the “intentions and motivatiafsBoston Scientific.” (BSC's Mem. re:
Ostergard [Docket 218], at 13). Théintiffs admit that Dr. Ostgard seeks to provide insight
into BSC'’s “intent, motives (including finantiaotives), or ethics” fothe purpose of opining on
“what information BSGshouldhave known” and shouldhave done” as a manufacturer of mesh
devices. (Pls.” Mem. re: Ostergard [Docket 284],16). In the plaintiffs’ view, such opinion
testimony is admissible because it is relevarth&issue of punitive daages and will help the
jury understand the medical languagenany of BSC’s internal documentsd §.

| disagree. As | have consistently heltoughout these MDL cases, the defendant’s

10 BSC also argues that Dr. Ostergard’s opinions on the properties of polypropgémelavant because he has not
specifically applied his opinions to the plaintiffs. Theradsindication in Dr. Ostergard’'s expert report that he is
offering a specific causation opinion. If at trial, howe\®r, Ostergard attempts to transform his general causation
opinion on the properties of mesh—which is certainly retiet@the question of whether mesh is defective—into a
specific causation opinion, a proper objection can be brought at that time.
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“knowledge, state of mind, or othenatters related to corpoeatonduct and ethics are not
appropriate subjects of exp&gstimony because opinions on thesétena will not assist the jury.”
Lewis 2014 WL 186872, at *6 (citing o re Rezulin Prods. Liab. Litig309 F. Supp. 2d 531, 547
(S.D.N.Y. 2004), which ruled thatteé question of intent is a cks jury question and not one for
the experts”). Accordingly, Dr. Ostergard’s opns related to BSC’s intent, motives, ethics, and
corporate conduct—including anyraments about what BSC “knew should have known"—are
EXCLUDED.

In sum, BSC’s Motion to Exclude the Opdmis and Testimony of Dr. Ostergard [Docket
217] isGRANTED IN PART andDENIED IN PART .

H. Motion to Exclude the Opinions and Tetimony of Vladimir lakovlev, M.D.

BSC seeks to exclude the opinions of Dr. \aid lakovlev. Dr. lakovlev is an anatomical
pathologist and director of @ypathology at the Department bBboratory Medicine at St.
Michael’'s Hospital in Toronto, Canada. (lakoviReport [Docket 225-1], at). In his expert
report, Dr. lakovlev describes a study he paréitgd in with Dr. Robert Bendavid beginning in
2012, “to investigate the morphologicgpecifics of tissue beforend after the inguinal hernia
surgery, with and without the use of the meskd’ &t 2). Based on this study, as well as his
analysis of published literature and patient rdspDr. lakovlev concludes that complications of
mesh placement in the body include: (1) pain; (2) urinary symptoms; (3) mesh hardening,
deformation, and formation of nodule/mass; andnfdcosal lesions and/or post-coital bleeding.
(Id. at 3). BSC argues that Drakovlev’'s general causation opoms and “stretch test” are
scientifically unreliable. (BSC'Mem. of Law in Supp. of its Mot. to Exclude the Ops. & Test. of

Vladimir lakovlev, M.D. (“Def.’s Mem. re: leovlev”) [Docket 226], atl—2). Additionally, BSC
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contends that, as a patholsiyiDr. lakovlev is unqualifiedo opine on mesh design, mesh
deformation, and polypropylene degradatiolal.)( For the reasons discussed below, BSC'’s
motion [Docket 268] iSSRANTED.

1. Qualifications as a Pathologist

BSC argues that Dr. lakovlev is unqualifieml render opinions on mesh design, mesh
deformation, and polypropylene degradation. (Bd¥lem. re: lakovlev [Docket 226], at 7-9). Dr.
lakovlev is a pathologist. BSC argues that bec&uséakovlev does not have a degree in physics,
engineering, or biomaterials and only recgribecame familiar witlthe basic manufacturing
principles for synthetic mesh, he is not lijfied to opine on the design, deformation, and
degradation of mesh explantk.}.

A pathologist is a clinicia who provides diagnoses fqratient care based on the
examination of specimens they receive and relevant clinical inform&ivards v. EthicorNo.
2:12-cv-09927, 2014 WL 3361923, at *24 (S.D. W. Va. July 8, 20dithtion omitted). In his
expert report, Dr. lakovlev stat#isat his “professional activitieinclude diagnostic examination
of specimens removed surgically or by biopsies the human body, where [his] annual practice
volume amounts to 5000 cases.” (lakovlev Exgaport [Docket 225-1], at 1). Dr. lakovlev also
teaches a course on anatomic pathology and cytoltdyyat( 29). BSC does not question Dr.
lakovlev’s pathology credentials; rather, it only argthed as a pathologist, he is unqualified to
render these opinions. However, throughout thesé$/Dhave allowed numerous pathologists to
testify regarding the properties of polypropylene m&se, e.g.Sanchez2014 WL 4851989, at
*19-20 (discussing Dr. Richard W. Trepeta)re C. R. Bard, In¢948 F. Supp. 2d 589, 621 (S.D.

W. Va. 2013) (discussing Dr. Bt Klosterhalfen). In fact, iktdwards | determined that Dr.
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lakovlev was qualified to render an opinion nefgag polypropylene degradation based on his
experience as a pathologiSee Edwards2014 WL 3361923, at *24-25. The fact that Dr.
lakovlev took the time to familiarize himself with BSC’s manufacturing process in no way
diminishes his qualifications. Therefored5IND that Dr. lakovlev is qualified to testify regarding
mesh design, mesh deformation, and polypropylene degradhtion.
2. General Causation Opinions Related to Bendavid Study

Next, BSC argues that Dr. lakovlev lackfialele methodology for his general causation
opinions related to his review of explanted mesh as part of the Bendavid study. In preparing his
expert report, Dr. lakovlev examined over 100 mesgplants, approximately twenty percent of
which were polypropylene and ree fraction of which were transvaginal. (lakovlev Report
[Docket 225-1], at 2; lakovlev Dep. [DockeR5-3], at 55, 243). The explanted mesh types
included woven, knitted, printed, GoreTex, combidegigns of different manufacturers, and 21
samples from BSC. (lakovlev Report [Docket 285at 2; lakovlev Dep. [Docket 225-3], at 320).
BSC argues that because the study was noinamhto polypropylene mesh and Dr. lakovlev
provides no information on how the mesh explamése chosen, the results are irrelevant and
unreliable. The plaintiffs contel that Dr. lakovlev’s independesttientific testing is grounded in
reliable methodology because h&/sgrve entrapment, nerve ingrth and degradation in 100%
of the BSC explants. (Pls.” Opp. to Def.’s Mtmt.Exclude the Ops. & Test. of Vladimir lakovlev,
M.D. (“Pls.” Opp. re: lakovlev”) [Docket 268], at 9).

Although BSC fails to cite to any testimonyiin Dr. lakovlev supporting its premise, |
agree that Dr. lakovlev provideno information on how the mesh explants were chosen or

prepared for examination. (Deflem. re: lakovlev [Docket 226], &-6). Dr. lakelev testified

1 BSC does not object to Dr. lakovlev’s qualifications in relation to his general causati@neyr “stretch” test.
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that the 21 BSC samples he examined wemwiged by plaintiffs’ ounsel. (lakovlev Dep.
[Docket 268-2], at 42). | also note, in his depositiorHdwards Dr. lakovlev further testified that
he requested all available meshes for exatron, but had no way &nowing what methodology
the plaintiffs’ lawyers employed in providingrhiwith the number aheshes they didld. at 157—
61). Dr. lakovlev “has given no explanation as teethler [his] is a representative sample size or
how he chose the particular explants analyzeeWwis 2014 WL 186872, at *8. “Therefore, | have
no information as to the ‘potential rate of error’ inherent in [his] observatiwhgciting Daubert
509 U.S. at 594). By simply highlighting the fabtt Dr. lakovlev pedrmed an independent
analysis, the plaintiffs have ndemonstrated that Dr. lakovlevdinions regarding pelvic mesh
explants were derived using scientific methodherefore, Dr. lakovlev's general causation
opinions related to the Bendavid study BX¥CLUDED .*?

Unlike his opinions irEdwards it is unclear which of Drlakovlev’s opinions relate to
specific plaintiffs in the current litigation awhether he reviewed samples separate from the
Bendavid study. IrEdwards | allowed Dr. lakovlev to testify regarding Ms. Edward’s mesh
because his specific causation opinions did not present the same reliability concerns as his general
causation opinions. 2014 WL 3361923, at *23 (“Dkadev may not testifyegarding his general
conclusions about mesh because his choicgawniples lacks scientific methodology. However,
this is not a reason to exclutles testimony about Ms. Edward’s mesh, which was made after a
review of her explant.”). Here, when discugspolypropylene degradation and his polarization
technique, Dr. lakovlev refers to the 21 BS@mples provided to him by plaintiffs’ counsel.

(lakovlev Dep. [Docket 225-3], at 412). In his ekpeport, when discussing mesh design, Dr.

2 This holding is consistent with my previous exclusibDr. lakovlev’s opinions regarding transvaginal mesh
generally.See Edward2014 WL 3361923, at *23.
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lakovlev states he examined a “variety” of BS®ides, but fails to indida their source. Without
more information, | must assume that Dr. lakoideadditional opiniongre based on his general
review of mesh explants as paftthe Bendavid study, which | have determined to be unreliable.
Therefore, IFIND that Dr. lakovlev's opinions on rek design, mesh deformation, and
polypropylene degradation should alsoE%CLUDED .*3
3. Deformation Opinions Based on Stretch Test

BSC challenges the reliability of Dr. lakovlev’'s opinions drawn from his mechanical
testing of BSC slings. Dr. lakovlev testede sling and one Uphold. (lakovlev Dep. [Docket
225-3], at 349). Dr. lakovlev penfmed a “stretch test” on the metshsimulate forces acting on
the device in the body and confirm his hypothess thesh deforms after stretching forces are
applied to it. (lakovlev RepofDocket 225-1], at 7; lakovleidep. [Docket 225-3], at 350). Dr.
lakovlev placed the mesh on a flat surface aganscale and secured the ends with clamps.
(lakovlev Dep. [Docket 225-3], at 345). Then, by mdlithe clamps apart, he stretched the mesh
to 120% of its original lengthld.). Dr. lakovlev observed peanent bowing, lengthening, and
raised edges, which he opines is similar to the natural deformation that takes place inside the
human body. (lakovlev Report [Docket 225-1], at). lakovlev also poirst out that when the
clamps were released the mesh did nitrreto its original length and shap#d.(at 7-8).

In particular, BSC makes the following argurteeas to why Dr. lakovlev’s testing was
methodologically flawed: (1) his testing method watsbased on any testing standards and did not
have a written protocol; (2) he did not regulateneasure how much force he applied to the mesh

samples; (3) he set clamps on the mesh, buhataprovide measuremisn (4) he intended to

13 Even if Dr. lakovlev’'s mesh design and deformation opinions were not based on an unreliatée thayplould
still be inadmissible because of his subjective and conclusory apprBaetakoviev Dep. [Docket 225-3], at 330-31
(stating his opinion is based solely on touch emthparing the mesh tosaveater or scarf)).
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stretch the mesh to reach 120% of the origi@agth, but does not know how he arrived at that
result or how to repeat the te@) he could not describe or corepend how he controlled his test
for confirmation bias; (6) he deenot know whether mesh responds to stretching with clamps the
same way it does when implanted in the hulmaaly, nor has he done mechanical testing on mesh
in the body; (7) he cannot validateat stretching mesh on a maehreplicates the behavior of
mesh in the body because he only measuredteralaforces, and not forces from multiple
directions or the amount of force used; and (8) he has no knowledge of any general acceptance of
his methodology in the scientificommunity. (Def.’s Mem. retakovlev [Docket 226], at 7).
BSC’s objections can be dividadto two categories: (1) tesy standards and (2) in vivo
environment.
a. Testing Standards

Many of BSC’s arguments incorporate Dr. lakovdiailure to adhere to testing standards
or a written protocot? In his deposition, Dr. lakovlev statéisat he developed the stretch test
method; however, he failed to follow a written pratbather than the brief description included in
his expert report. (lakovlev pe [Docket 225-3], at 345). Véim describing the methodology he
employed, Dr. lakovlev admits that he did not wgknves, clean or sterilize the mesh, or use
machinery to regulate the amount of force exertttl. gt 347—48). Dr. lakovlev insists that
because the criterion for the test was length raktaerforce, the regulation of force was irrelevant.
(Id. at 348). Nevertheless, Dr. lakovleeadily admits that he deleped and performed the stretch
test himself, without #ing care to standardize his method or the resuits.at 345, 350).
Additionally, Dr. lakovlev has no knowledge of whet his methodology is generally accepted in

the medical communityld. at 350). Finally, when asked how ¢&n be sure his results were not

14 BSC arguments 1-5, 8.
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caused by the way he pulled the melSr. lakovlev’s only response ikat the stretch test was a
simulation, which FIND insufficient to establish reliabilityld. at 351-52).
b. In Vivo Environment

BSC'’s remaining two arguments are in regardtolakovlev’s failure to replicate an in
vivo environment?® Although Dr. lakovlev states that herfiemed the stretch test to simulate
forces acting on the device in the body, BSC eonds that Dr. lakovlev has no way of knowing
whether mesh responds to stretching with clathesame way it does when implanted inside of a
woman. (Def.’s Mem. re: lakovlejDocket 226], at 7). BSC furer argues that Dr. lakovlev’s
tests failed to replicate the forces in the fenpakic floor because he measured uniaxial forces,
while the forces in the female pelvic floor are generally multi-directioBeke (d).

The mere fact that Dr. lakovlev’'s studyas uniaxial does notlone render his
methodology unreliable; however, the fact thatdm not account for niti-directional forces
inside of the female pelvis weighs heavily aghiadmissibility. Much like his response to BSC’s
guestion regarding confirmation bias, when asiaulit the way mesh responds inside and outside
of the body, Dr. lakovlev states that “the assumptidhas 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 hantmdy is hardly sufficient to survivBaubert scrutiny.
Accordingly, IFIND that Dr. lakovlev’s opiniogs based on his “stretch test” are unreliable and
thus,EXCLUDED.

I.  Motion to Exclude the Opinions and Testimony of Jerry Blaivas, M.D.

15BSC arguments 6-7.
70



Dr. Jerry Blaivas is a pelvic surgeon and urasadihe plaintiffs offe Dr. Blaivas to opine
as to general and specific catisa. He seeks to offer opiniomegarding the amoplications of
synthetic slings and prolapsé&sk BSC’s warnings to physiciarand patients, the removal of
slings, the safety and effica@f pubovaginal slings using albgous fascia and native tissue
prolapse repair, and BSC’s awareness of complications relating to its pro@es&ldivas
Report [Docket 239-1], at 3—4).

BSC contends that Dr. Blaivastestimony should be excludedwaseliable. In particular,
BSC makes the following arguments: (1) his opiniaresnot generally accegat within his field;
(2) he improperly discounted contrary studi€3) he fails to support his opinions with
peer-reviewed literature; and (4) he failed to adersany studies usingdtObtryx. (BSC’s Mem.
in Supp. of Its Mot. to Excludéhe Ops. and Test. of JerryaBlas, M.D. ("BSC’s Mem. re:
Blaivas”) [Docket 240], at 1-2). &b, BSC argues that Dr. Blasgia specific causation opinions
as to Ms. Hendricks should be excluded bechags#d not perform a proper differential diagnosis.
(See idat 2). Finally, BSC argues that “Dr. Blaivaseks to offer opinions that (1) constitute legal
opinions, (2) fall outside the scopé€his expertise; or (3) consisf speculation regarding Boston
Scientific’s knowledge, intentind/or state of mind.’lq.).

1. Opinion that Polypropylene Mid-Urethral Slings Are Not Safe In the
Treatment of SUI

BSC challenges Dr. Blaivas’s opinion that patypylene mid-urethral slings are not safe
to treat SUI. BSC makes sevesab-arguments as to this point.
a. General Acceptance
First, BSC argues that the opinion “is unrelebkcause it is not generally accepted in the
relevant medical and scientific communities andconflicts with the findings of a FDA Advisory
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Panel and leading urogynecologieald urological organizationgf which is he a membeld| at
5). BSC notes that the FDA Advisory Parend organizations, including the American
Urogynecologic Society (“AUGS”) and the Ameain Urological Association (“AUA”), have
released findings and statements stating that pogbyene slings are safad effective and are the
“worldwide standard of care for the surgit@atment of stressinary incontinence.”Ifl. at 5—6).
BSC contends that Dr. Blas discounts these findings and statements with unfounded
accusations of biasSée idat 6). Also, at his deposition, Dr.d&8lias testified that the majority of
physicians performing surgery to treat SUI wsathetic mesh slingand think that using
polypropylene mesh slings are safge€Blaivas Dep. Il [Docket 239-6], at 511:12-23).

“General acceptance’ is not a necessamcpndition to the admissilby of scientific
evidence under the Federal Rules of Evidence See’Daubertt09 U.S. at 597. As a result, even
if Dr. Blavias’s opinion is not generally acceptéuht factor alone doaot dictate a finding of
unreliability. Furthermore, as | phain above in my ruling on BSC’s Motion to Exclude Plaintiffs’
Experts’ Opinion that Polyproghe Mid-Urethral Slings are Defective [Docket 227], BSC is
seeking to challenge Dr. Blaviagenclusion rather than his methodolo§ge Dauberts09 U.S.
at 595 (“The focus, of course, must bdeBo on principles and methodology, not on the
conclusions that they generate.”).€féfore, this argument has no merit.

b. Failing to Consider Contrary Scientific Literature

Second, BSC argues that “Dr. Blaivas inécgibly dismisses and fails to consider

published, peer-reviewed literature demonstrating polypropylene reillral slings are safe and

effective.” (BSC’s Mem. re: Blaivas [Docket 24@t 5). In particularBSC contends that Dr.
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Blavias discounts the Nilsson study, the Delerstudy, and the Ulmsten study with unsupported
allegations of biasSee idat 9-10).

An expert's opinion may be unreliable if he fadsaccount for contrary scientific literature
and instead “selectively [chooses] higpport from the sciific landscape.”In re Rezulin
Products Liab. Litig. 369 F. Supp. 2d 398, 425 (S.D.N.Y. 2005) (quotations omitted). “[I]f the
relevant scientific literature contains evidenawsdiag to refute the experttieory and the expert
does not acknowledge or accotortthat evidence, the exgiis opinion is unreliable.ld.; see also
Abarca v. Franklin Cnty. Water Dist761 F. Supp. 2d 1007, 1066 n.60 (E.D. Cal. 2011) (*A
scientist might well pick datadm many different sources to seagcircumstantial evidence for a
particular hypothesis, but a reliable expert wonibt ignore data, misstate the findings of others,
make sweeping statements att support, and cite papetfsat do not provide the support
asserted.” (quotations omittedRimbert v. Eli Lilly & Co, CIV 06-0874 JCH/LFG, 2009 WL
2208570, at *14 n.19 (D.N.M. July 21, 20Gdjd, 647 F.3d 1247 (10th Ci2011) (“[A]n expert
who chooses to completely igmosignificant contrary epideniagical evidence in favor of
focusing solely on non-epidemiological studiggt support her conclusion engages in a
methodology that courts find unreliable.”).

However, contrary to BSC’s contentions,. Biavias provided more than mere blanket
accusations of bias for discounting these studiegxXgkined whye suspected bias. Dr. Blaivas
explained that Dr. Delorme was amventor of the approach Igj studied and stated that “to
conclude after [looking §B2 patients by the inventor of the ogton that it's safe and effective
stretches credibility in my judgment(Blaivas Dep. | [Docket 239-4], at 293:20-Z&e id.at

292:9-294:19). Similarly, Dr. Blavias claims ththe Ulmsten study wasohe of the studies |
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referred to that | believe to be completed angdbpaid had to show amplication rate that was
comparable to the last study . . . | thihks study is ethically challengedfd( at 287:15-20). In
regards to the Nilsson follow-up study, Dr. Blavigstified that its methodology was, in fact,
problematic because “[tlwenty-onaf the patients were lost to follow-up.” (Blaivas Dep. Il
[Docket 239-6], at 392:5). He explained further:
A: .. . All those patientthat they did follow-up, no complications, no serious

complications in all of their patients but one that had a minor complication,

yet, there’s 21 patients that they nahaccount for and we are to assume

that it's safe because they didn’tinde them. All 21 of them could have

had another operation for the sameaghiAll 21 of them could have died

from an infection from this. We darknow that. How can we possibly say

that that's safe.
(Id. at 392:9-17). If BSC seeks to challenge Dr. Blsivallegations of bias as to these studies, it
may do so on cross examinati®ee Daubert509 U.S. at 596 (“Vigorous cross-examination,
presentation of contrary evidence, and carefutuietibn on the burden of pof are the traditional
and appropriate means of attagkishaky but admissible evidence.”).

c. Not Based on Scientific Literature

In another section of its memorandum, Bargues that Dr. Blaas’s opinion that

polypropylene mid-urethral slingseanot safe to treat SUI is basenly on his experience. (BSC'’s
Mem. re: Blaivas [Docket 240], at 5-6). Dr. Blaivastifies that he “reember[s] [his] opinions
about the safety were not based predominantly @midical literature.” (Blaivas Dep. Il [Docket
239-6], at 434:22-23). In support ié argument, BSC further cédo Dr. Blaivas’s deposition

testimony demonstrating that he could not tdgrwhich articles on his list he relied upon in

forming this opinion and explained that “I guess | can’'t answer your question fairly without
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looking at each article, but | do believe thatill find some.” (Blaivas Dep. | [Docket 239-4], at
150:3-5;5seeBSC’s Mem. re: Blaivas [Docket 250], at 12).

Dr. Blaivas’s failure to recall which artidesupported his opinion as to safety is an
insufficient reason to find kimethodology unreliable. Dr. Blaiwdas extensive experiencegé
Blaivas Report [Docket 239-1], at Ex. A (Dr. dfas’s curriculum wae)), has authored
peer-reviewed articles on this subjesééBlaivas Dep. | [Docket 239-4], at 149:16-23), and
considered scientific literature in formingshopinions as evidencdsy his relied upon listsge
Blaivas Report [Docket 239-1], &x. B). The fact that the mmtific literature was not the
“predominant| ]’ basis of his opinion does ribiereby render it unreliadl (Blaivas Dep. Il
[Docket 239-6], at 434:23).

Therefore| FIND that Dr. Blaivas’s opimin that polypropylene rdturethral slings are
not safe in the treatment of SUI is sufficiently reliable to [easbertscrutiny.

2. Failure to Base Opinion on Publibed, Peer-Reviewed Literature

BSC also argues that Dr. Blaivas did base his opinions on peer-reviewed literature.
(BSC’s Mem. re: Blaivas [Docket 240], at 10).dapport, BSC cites to pawns of Dr. Blaivas’s
testimony where he discussestgibed upon list in another caddall. (See idat 11; Blaivas Dep.
| [Docket 239-4], at 105:10-11). It does not reveat tie based his opinions on experience alone:

Q: Okay. And you said that your opinioimsthese matterare based upon the
36 medical literature itemsdhyou’ve attached, correct?

A: No, | don't think | said that. Whal said is that these are supporting
documents for my opinions. Many, if not most of my opinions come from
my own experience with patients, taigito other doctors, particularly other
experts about what they're seeing and, you know, conducting courses,
inviting speakers, listening to lecturext cetera. That's where — and — and
having lived through the evolution ofthe evolution of slings. In fact, |
think that — | think these papers waenestly chosen as the best we could
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find in the peer-review literature teupport those — my opinions, but |

would not at all rely on these papersststantiate my opinions. If none of

these papers existed, my mjins would be the same.
(Id. at 106:5—-107:1) (objection omitted)his demonstrates that Blaivas at least reviewed and
considered the literature on his list. These issudupported his opimg. Whether or not his
conclusions exactly comport with the conclusia®ched in the studies is not determinative of my
Daubertanalysis. | am to assess the reliabilityDof Blaivas’s method, nahe accuracy of the
conclusions that he reach&eeDaubert 509 U.S. at 595 (“The focusf course, must be solely
on principles and methodology, not on tleacusions that they generate.”).

Next, BSC challenges Dr. Blaivas’s opinion that “[p]Jubowagislings using autologous
fascia are a safer alternative to synthetic slings|.]” (Blaivas Report [Docket 239-1], at 4). In
support of its argument, BSC cites to Dr. Bésis deposition testimony, where he states that
“there are no head-to-head studies” comparirgtiho slings and thdte was unable to name
studies finding that pubovagindings are safe. (Blaivas Dep.[[Docket 239-6], at 380:25). As |
explain above, | do not find this depositiostimony to be dispositive. ThereforeFIND Dr.
Blaivas’s opinion that pubovawal slings are safer thanlgpropylene slings surviveBaubert
scrutiny.

3. Dr. Blaivas’s Qualifications to Opine onthe Design of the Obtryx Slings or the
Adequacy of Its Warnings

BSC argues that Dr. Blaivas usqualified to opineas to the design of the Obtryx or the
adequacy of its warnings. BSC challengesgeral opinions in DiBlaivas’s report:

BSC did not warn physicians and patients about the possibility of serious and

life-style altering complications including, chronic, debilitgtipain, dyspareunia,

nerve injuries, vaginal scarring, dider dysfunction, the need for multiple
corrective surgeries, and others.
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BSC did not warn physiciarabout the possibility thahese complications could
occur months, years, or decades after placeiwf the devices, such as the Pinnacle
and Advantage.

BSC did not warn doctors and patients about the difficulty removing their products
and the less than optimal results whecig®rn or revision became warranted due to
complications.

A permanent device, such as BSC Adaget and Pinnacle, should not have been
designed to be placed in a suadig contaminated field . . .

(Blaivas Report [Docket 239-1], at 3-$2eBSC’s Mem. re: Blaiva [Docket 240], at 13-14). |
have previously found Dr. Blaivas qualifiedtestify as to the adequacy of warnin§se Huskey,
et al., v. Ethion, Inc., et al. No. 2:12-cv-05201, 2014 WL 3362264,*20 (S.D. W. Va. July 8,
2014). As | explained irluskeywith respect to a different product’s warnings:

[A]s a urologist, Dr. Blaivas is qualified testify about the risks of implanting the

TVT-0O and whether those risks were qdately expressed on the TVT-O’s IFU.

Dr. Blaivas is qualified to render an opinias to the completeness and accuracy of

Ethicon’s warnings and—"it follows &m that—the extent to which any

inaccuracies or omissions could either depaweader or mislead a reader of what

the risks and benefits” of the TVT-O was when the warnings were published.
Id. at 20 (citation omitted). Here, the same reasoning applies. TherefeidDI Dr. Blaivas
gualified to testify as to the aquacy of the Obtryx warnings.

As for product design, BSC contends that Blaivas lacks design experience and has not
implanted an Obtryx sling dSC pelvic mesh productS€eBSC’s Mem. re: Blaivas [Docket
240], at 13; Blaivas Dep. | [Docket 239-4], 26:22-23 (“Q: Have you ever done an Obtryx

surgery? A: Have not.”)). Dr. Blaivas’'s garience removing SUl d&es and observing
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complications during the removalocess does not alone rendem qualified to opine as to
design. Dr. Blaivas worked in developing the éagous rectus fascial sling operation. However,
this experience in developing pexures does not make him an ekpethe design of a medical
device (SeeBlaivas Report [Docket 239-13t 1-2). As a result, DBlaivas lacks the “knowledge,
skill, experience, training, or education” aspimduct design that Federal Rule of Evidence 702
requires. Fed. R. Evid. 702. His opns related to product design &¥CLUDED .
4. BSC Argues Dr. Blaivas’s Opinions Are Legal Conclusions

BSC argues that Dr. Blaivas seeks to off@inions that are @l conclusions. BSC
challenges only one opinion: “Claims that make pinocedure appear safer and easier to perform
than it actually is are misleading.” (Blaivas Reg®ocket 239-1], at 4)The plaintiffs interpret
this opinion as Dr. Blaivas commenting “that B&&wnplayed the difficulties associated with the
surgical implantation of the Obtryx device.” (PI©pp'n to Def. BSC’s Mot. and Mem. of Law in
Supp. of its Mot. to Exclude the Ops. and Testlaty Blaivas, M.D. (“Pls. Resp. re: Blavias”)
[Docket 279], at 17). | recentl explained that Dr. Blaas's opinion on downplaying
complications based on his persoegberience is not an expert njpin and declined to address its
admissibility. See Huskey2014 WL 3362264, at *22. Therefr! will not address the
admissibility of this testimony here.

5. BSC Argues Dr. Blaivas’s Opinions Are Outside of His Expertise

BSC argues that Dr. Blaivas’'s opinioms to polypropylene mesh shrinkage and
degradation are beyond his experbseause Dr. Blaivas admits in his deposition that he is not an
expert in biomaterials and thiae read and relied upon other extpedepositions in educating

himself on degradationSgeBlaivas Dep. 1l [Docket 239-6], 4i82:12—-13 (testifying “I mean, the
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biochemistry and stuff was over my headt); at 481:4-484:3). BSC also cites to Dr. Blaivas’s
deposition testimony which reveals that he haspeotormed tests on shrinkage, he has “never
looked for any” studies finding that mesh shrirdssymmetrically, and he could not recall the
details of a particular study on mesh shrinka§ee(idat 458:12—-14, 459:6-8, 465:8—-466:2). In
response, the plaintiffs poitd Dr. Blaivas's expgence removing SUI deces and personally
observing degradationSéePls. Resp. re: Blaivas [Docket 279], at 14).

In Huskey | found that Dr. Blaivas was unqualified opine as to mesh shrinkage and
degradation due to his failure désclose his particular experienaéh these matters in his expert
report. 2014 WL 3362264, at *23-24ADOPT this reasoning hre. Therefore, FIND that Dr.
Blaivas is not qualified to opine as to these matters.

6. Dr. Blaivas’s Stateof Mind Testimony

BSC argues that Dr. Blaivas seeks to offer state of mind testinteesBSC’'s Mem. re:
Blaivas [Docket 240], at 17-18). As | explaiboxe, this testimony is impermissible expert
testimony. The plaintiffs concede that Dr. Bk will not offer state of mind testimonysdePIs.
Resp. re: Blaivas [Docket 279], at 17). Therefd8C’s motion with rega to this matter is
DENIED AS MOOT .

7. BSC Argues That Dr. Blaivas’s OpinionsDo Not Fit the Facts of the Case

BSC also argues that Dr. Blas’s opinions do not fit thacts of the case because he
cannot recall whether he has reviewed any studbeserning the safety and efficacy of the
Obtryx. (SeeBlaivas Dep. | [Docket 239-4ht 334:20-25). Even if this the case, Dr. Blaivas’s
opinions as to polypropylene mesh slingaeayally are still helpful to a jury here.

8. Dr. Blaivas’s Specific CausatiorOpinions as to Ms. Hendricks
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BSC challenges Dr. Blaivas’s specific sation opinions as tds. Hendricks. Ms.
Hendricks is no longer a plaintiff in this caseeféfore, BSC’s motion withespect to this matter
is DENIED AS MOOT.

9. Dr. Blaivas’s References to POP and the Pinnacle

Dr. Blaivas’s report contains references to POP, the Pinnacle device, and the Advantage
product. See, e.g.Blaivas Report [Docket 239-1], at 3—4).thms case, the produat issue is the
Obtryx which is used to treat SUI. | find that Btaivas'’s references to POP, the Pinnacle, and the
Advantage are immaterial to maubertruling here. Many of his opions apply to both synthetic
slings and prolapse kits and raly refer to the Pinnacle andd#antage devices as examples of
such. Gee, e.g.id. at 3 (opining that “[g)nthetic slings and prolapdats, such as [BSC’s]
Pinnacle and Advantage deviceause serious and life-stylkkesting complications . . .”)).

Therefore, BSC’s Motion to Exclude the Ojpins and Testimony of Jerry Blaivas, M.D.,
iIs GRANTED IN PART andDENIED IN PART .

J. Motion to Exclude the Opinions and Tesmony of Alison Vredenburgh, Ph.D., CPE

Dr. Vredenburgh works as a consultant argtagecher in the field of “human factors,”
providing business guidance on megtsuch as product warningsilgn, injury prevention, risk
management, and warning effectiveneSe&{/redenburgh Curriculum Vitae [Docket 241-1], at 2
(describing Dr. Vredenburgh’s current consultpagition)). The plaintiffs offer Dr. Vredenburgh
to provide expert testimony on “BSC’s managenwrazards related to its transvaginal mesh
products.” (Pls.” Opp. to BSC’s Mot. to Exclu@e. Vredenburgh (“Pls. Mot. re: Vredenburgh”)
[Docket 284], at 2). In sum, Dr. Vredenburgh opitiest “BSC failed to effectively control the

hazards present in its transvaginal mesh produgdsw in this litigation, including its design and
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hazard communication (including instructipngaining, and warnings) of the Obtryx.”
(Vredenburgh Report [Docket 241-3], at 3).

BSC'’s objections to this exgedestimony fall into four categies: (1) Dr. Vredenburgh is
not qualified to offer the opinions set forth in her report; (2) Dr. Vredenburgh’s opinions are not
helpful to the jury; (3) Dr. Vredenburgh did raipport her opinions witkeliable methodology;
and (4) Dr. Vredenburgh’s opinions are not prdperexpert testimony becae they assert legal
conclusions and opine about BSC'’s state of mind. Because | find that Dr. Vredenburgh’s opinions
are improper and therefore not helpful to the psyprescribed by Federal Rule of Evidence 702, |
need not address BSC’s arguments regarding Dr. Vredenburgh’s qualifications and the reliability
of her methods. As further explained belovGRANT BSC’s Motion to Exclude the Opinions
and Testimony of Dr. Vredenburgh [Docket 242].

1. Improper Legal Conclusions

Rule 702 provides that an expert witness may testify in the form of an opinion if his or her
“specialized knowledge wihelp the trier of facto understand the evidenoeto determine a fact
in issue.” Fed. R. Evid. 702(a). If, for instane®, expert’s opinion “supies the jury with no
information other than the witness’s view of htve verdict should readthen the testimony is
essentially a legal conclusion “that is bettendiad by the judge and, wing from the witness,
will be of little assistance to the juryUnited States v. Offill666 F.3d 168, 175 {4 Cir. 2011).
Dr. Vredenburgh’s testimony collapses under this.rinstead of simply outlining her opinion on
the vital parts of a product warning, Dr. Vrederghis report goes a steprther, concluding that
BSC “failed to provide adequate instructibrend “did not include adequate warnings.”

(Vredenburgh Report [Docket 24]-&t 5). As | held inin re C. R. Bard, In¢.“whether [the
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defendant] failed to warn [is a] question[] tbe jury, not for Dr. [Vredenburgh].” 948 F. Supp. 2d
589, 629 (S.D. W. Va. 2013ee also Strong v. E. I. DuPont de Nemours 687 F.2d 682, 686
(8th Cir. 1981) (“[T]he question of whether th&ck of warnings rendered the ... products
unreasonably dangerous is not the lahdsue on which expert assistance is essential for the trier
of fact. The jury was capable of drawing a&/n inferences from the available evidence.”).
Accordingly, | EXCLUDE Dr. Vredenburgh’'s opinions, athey are all based on legal
conclusions.

2. Improper State of Mind Testimony

Dr. Vredenburgh’s expert report also offersropns on BSC’s state of mind and corporate
conduct. Specifically, Dr. Vrezhburgh states that BSGkriewthe complication rates, yet failed to
include them in the warnings and/or labelingtids awareof debilitating outcomes”;ignoredthe
numerous red flags raised by multiple ages, publications and physicians”; used
“anti-warnings” to ‘teliberately misrepresendangerous products as safe”; améftisedto
perform Clinical Testig to help identify risk.” (Vredenburgh Report [Docket 241-3], at 10-24
(emphasis added)).

As | have previously stressed, the defenddkti®wledge, state of mind, alleged bad acts,
failures to act, or other mattenedated to corporate conduct and ethare not appropriate subjects
of expert testimony because opinions on eh@sitters will not assist the juryiri re C. R. Bard,
Inc., 948 F. Supp. 2d at 611 (citingltore Rezulin Prods. Liab. Litig309 F. Supp. 2d 531, 546
(S.D.N.Y. 2004) (“Inferences abotlte intent or motive of partseor others lie outside the bounds
of expert testimony.”)). The reasonablenessarfduict and a party’s themdsting state of mind

“are the sort of questions thaylprors have been awering without expemssistance from time
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immemorial.”Kidder v. Peabody & Co. v. IAG Int'| Acceptance Grp., NM. F. Supp. 2d 391,
404 (S.D.N.Y. 1998). Here, opinions on BSCleged corporate misconduct and improper
decisions are strewn throughout Dr. Vredenbwsgi@port, largely supported by various BSC
internal documentsSge, e.g.Vredenburgh Report [Docket 241-3],6afciting to the depositions
of BSC corporate executives)). While internatporate documents and executives’ testimony are
certainly relevant in thisase, such evidence ‘@lid be presented directly to the jury, not through
an expert.In re C. R. Bard, In¢.948 F. Supp. 2d at 628. Thu&£XCLUDE Dr. Vredenburgh'’s
opinions on BSC'’s state of nd, corporate knowledge, business failures, and the like.

In conclusion, Dr. Vredenburgh'expert report provides ldgaonclusions about whether
BSC acted appropriately and opines about BSt@porate ethics. The jury is capable of
evaluating the evidence on thesdjsats without the help of aexpert. Furthermore, the court
believes her testimony as offered would mislead eonfuse the jury, evaharguably adequate
underDaubert Therefore, IGRANT BSC’s Motion to Exclude the Opinions and Testimony of
Dr. Vredenburgh [Docket 241].

K. Motion to Exclude the Opinions and Tatimony of Bruce Allen Rosenzweig, M.D.

Dr. Rosenzweig is a urogynecologist angrafessor of obstetricand gynecology in
Chicago, lllinois. The plaintiffs offer Dr. Rosenzweig as an expert witness on general causation
and on specific causatidor Ms. Blankenship.§eeRosenzweig Report afeanie Blankenship
(“Rosenzweig Report re: Blankenship”) [Dock&t3-1], at 4—6 (opining #t, with a reasonable
degree of medical certainty, the Obtryx device empéd in Ms. Blankenship caused her injuries)).
BSC attacks the reliability of Dr. Rosenzweig'&sific causation opinions, as well as the general

causation opinions underlyingeim. | address BSC’s objections below, beginning with Dr.
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Rosenzweig’s general causation opinions.
1. General Causation Opinions

Dr. Rosenzweig’s expert reports primarilcts on diagnosing the particular symptoms of
Ms. Blankenship, but he supports these diagnesttsan analysis of the medical literature on
polypropylene transvaginal mesh and mid-urtlglings. BSC’s gemal causation objection
arises from Dr. Rosenzweig's assessment of this literature. BSC argues that Dr. Rosenzweig
“relied on inferior studies andifad to read more complete studies which came to conclusions
opposite of his own,” and as a réshis opinions are unreliable and incomplete. (BSC’s Mem. of
Law in Supp. of Its Mot. to Eotude the Test. of Dr. Rosenzwgi@SC’s Mem. re: Rosenzweig”)
[Docket 252], at 6-7).

| disagree with BSC’s contentions for sealereasons. First, | have considered Dr.
Rosenzweig as a general causation expert timess in the past, and on each occasion, | have
admitted his general causation testimonythe properties of polypropylene meSke Lewis et al.
v. Ethicon, Inc.No. 2:12-cv-4301, 2014 WL 186872, at *&\.D. W. Va. Jan. 15, 2014) (finding
that Dr. Rosenzweig is qualified to offer themphn that vaginally implanted polypropylene mesh
degrades, based on his clinical experience andratysis of scientific literature and academic
papers)Edwards v. Ethicon, Inc2:12-cv-09972, 2014 WL 3361023,*atl (S.D. W. Va. July 8,
2014) (same)Huskey v. Ethicon, Inc2:12-cv-05201, 2014 WL 3362264, at *8 (S.D. W. Va. July
8, 2014) (same). BSC has not digilished Dr. Rosenzweig’s opamis in this case from the
opinions | have admitted in prior MDLSs.

In an attempt to discredit Dr. Rosenzweig’'s review of the relevant literature, BSC

emphasizes Dr. Rosenzweig’s failure to rehd Litwiller paper,an unpublished study that
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included 954 patients with the Obtryx sling. (Rosenzweig. dpcket 251-2], at 139:18-140:1).
But BSC has not demonstrated the relevanceisfstiudy to Dr. Rosenzweig’s opinions in this
case. Furthermore, BSC has not explained why Dr. Rosenzweig’s unfamiliarity with this single
study renders his opinion weliable as a whole.

Without a demonstrated reasom &pandoning my prior holdingsPENY BSC’s motion
with respect to Dr. Rosenzwé&ggeneral causation opinions.

2. Specific CausationOpinions

BSC next asks this court #xclude Dr. Rosenzweig’s sgific causatioropinions about
Ms. Blankenship because Dr. Rosenzweig faitedonduct a reliable tlerential diagnosis. A
reliable differential diagnosis requires the axpe “determin[e] the possible causes for the
patient’s symptoms and then eliminat[e] eachth&fse potential causes until reaching one that
cannot be ruled out or deterrmgi which of those thatannot be considerad the most likely.”
Westberry v. Gislaved Gummi AB/8 F.3d 257, 262 (4th Cir. 1999). Although BSC makes much
of the fact that Dr. Rosenzweig does nw@ve a physician—patient relationship with Ms.
Blankenship, Fourth Circuit law provides that physician may reach a reliable differential
diagnosis without personally performing a physical examinatiGodper v. Smith & Nephew,
Inc., 259 F.3d 194, 203 (4th Cir. 2001). As such, Rwsenzweig’s failure to physically examine
Ms. Blankenship does not per se render his fipemausation testimony unreliable, especially
when he reached his opinions by studying tlvends of other physicians who examined the two
women.SeeKannankeril v. Terminix Int'l, In¢.128 F.3d 802, 807 (3d Cir. 1993&s amended
(Dec. 12, 1997), (“[A] physician nyareach a reliable differentialiagnosis without himself

performing a physical examination, particularlyhiére are other examination results available.”).
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BSC argues that the court should neverthedgskide Dr. Rosenzweig because he did not
adequately consider and eliminate alternativgsea for the exhibited symptoms. As explained
below, | do not find this argument persuasive.

After her pelvic surgery, Ms. Blankenshileveloped suprapubic and pelvic pain and a
delayed-onset voiding dysfunctioDr. Rosenzweig opines that tleesymptoms directly resulted
from the Obtryx implantation. BSC asserts thatRwsenzweig has ovedked several symptoms
that Ms. Blankenship experienced before @drtryx sling surgery, incdding pelvic pain and
dyspareunia. But Dr. Rosenzweig’s report angogéion testimony confirnthat Dr. Rosenzweig
did in fact consider these sytoms in reaching his conclusions.

First, Dr. Rosenzweig acknowledged that Btankenship had pre-implant pelvic pain
and dyspareunia.See Rosenzweig Dep. [Docket 273-24t 153:10-16 (agreeing that Ms.
Blankenship complained of pelvic discomforidapain with sex two days prior to her pelvic
surgery)). He then excluded this pain as ttause of Ms. Blankehg’s current problems,
explaining that someone with pm@plant pain could still expegnce “an increase in that pain”
after transvaginal mesh placemend. (at 156:16—19). Furthermore, in his expert report, Dr.
Rosenzweig explicitly lists Ms. Blankenshigisior medical problems and eliminates them as
possible causes of current pain:

Ms. Blankenship did not have, or subsatlyedevelop, any medical or historical

factors which increased hask for developing suprapubiand pelvic pain and a

voiding dysfunction. Review dier medical history rewas the following: macular

degeneration, urinary tract infections, and human papilloma virus. None of these

factors increased the ridlor voiding dysfunction. To a reasonable degree of
medical certainty, there is no other reasonable cause for the suprapubic and pelvic
pain and the voiding dysfunction otheaththe Obtryx, given Ms. Blankenship’s
medical history.

(Rosenzweig Report re: Blankdmg [Docket 273-1], at 5).
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While a more detailed account frddr. Rosenzweig might be desirdalaubertdoes not
require additional explanation at this tinkedwards v. Ethicon, Inc2:12-cv-09972, 2014 WL
3361923, at *6 (S.D. W. Va. July 3014) (admitting the specific caation opinion of Dr. Steege,
even though he “did not providedatailed explanation” as to wtne ruled out alternative causes,
because “he based his conclusions on acceptedtifci@rinciples and research”). Rather, any
potential errors in a doctor’s differential diagndsifect the weight that the jury should give the
expert’'s testimony and not the raigsibility of that testimony."Westberry 178 F.3d at 265
(internal quotations omitted). TherefordsIND that Dr. Rosenzweig adequately considered and
eliminated alternate causes of NBankenship’s symptoms suchathhis differential diagnosis is
reliable.

BSC raises two other arguments against Rosenzweig’'s specific causation opinion.
First, BSC asserts that Dr. Rosesrg has no scientific evidente support his adpion that Ms.
Blankenship’s mesh contracted and shrunkraftglantation because he did not examine Ms.
Blankenship or her mesh implant. In response paintiffs refer to ial testimony from another
MDL trial, Lewis, et al. v. Ethicon, Indn which | allowed Dr. Rosenzweig to offer an opinion on
mesh shrinkage based on a study by Carl Gustaf NilsSeeT¢anscript [Docket 273-5], at
136:15-139:9). This previous trial tesony has little value here as the plaintiffs have taken it out
of context. InLewis | allowed Dr. Rosengeig to provide ageneral causation opinion that
transvaginal mesh can shrink over tingme Lewis2014 WL 186872, at *20 (permitting Dr.
Rosenzweig’s opinion testimony that transvagimesh “is not suitable for its intended
application . . . because it [can lead to] simecontracture/shrinkafe Here, however, Dr.

Rosenzweig has offered specific causationopinion—that Ms. Blankerdgp’'s delayed-onset
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voiding dysfunction most likely stemmed from “t@dtryx sling contracting and shrinking inside
her body.” (Rosenzweig RRert re: Blankenship [Docket 273;1&t 6). Thus, the plaintiffs’
reference to theewistrial is not instructive.

Although the trial transcript provides nassistance, Dr. Rosenzweig’'s deposition
testimony and expert report suggest a scientibicnection between Ms. Blankenship’s voiding
dysfunction and contracture of the Obtryx that can withstBadbert According to Dr.
Rosenzweig:

(1) Ms. Blankenship had abnormal urodynammaflpatterns, which indicate a voiding
dysfunction caused by mesh contractisegRosenzweig Dep. [Docket 273-2], at
165:8-166:15 (explaining that “bi-peaked’odl pattern is “a sign of voiding
dysfunction”));

(2) Several medical studies, including thMilsson study, demonstrate that if
“delayed-onset voiding dysfunction is diagads then “sling ontraction/shrinkage
occurred” (Rosenzweig Report re: Bkenship [Docket 273-1], at 5); and

(3) the explant operative report reviewed byhetogist Dr. Richard Trepeta evidences
that “Ms. Blankenship’s body reacted te tbhrinkage and contracture by developing
peri-urethral scarring,” which is *“theforeseeable pathological response to
transobturator mesh placement that shrinks and contréditsit ©).

Dr. Rosenzweig’s analysis has plenty ofaps that BSC cancapitalize on during
cross-examination. BlRaubertonly requires “a preliminary asssament of whether the reasoning
or methodology underlying the testimony is scientifically validdubert 509 U.S. at 592. Dr.

Rosenzweig thoroughly considersts. Blankenship’s medical histoand test results in the light
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of the applicable publi¢cens, thereby establishing “medicavidence as to what caused [Ms.
Blankenship’s] specific injuriés—that is enough to get throudgbauberts gate.See Cooper v.
Smith & Nephew, Inc259 F.3d 194, 201 (rejecting expert testny that “simply failed to provide
any medical evidence as to what causkd filaintiff's] specific injuries”).

Finally, BSC disputes Dr. Rosenzweig’s cluston that Ms. Blankeship’s sling was cut
by Dr. Lassere during Ms. Blankghip’s revision surgery on Jubi, 2012. Dr. Lassere testified
that he “could not find the sling,” and so, in®S view, Dr. Rosenzweig’s conclusion otherwise
is anipse dixitopinion. (BSC’s Mem. re: RosenzwdiDocket 252], at 14). The fact that Dr.
Rosenzweig’s testimony counters that of Dassere does notaate admissibilitySee Crowley v.
Chait, 322 F. Supp. 2d 530, 533-54 (D.N.J. 2004) (‘dnsng to testimony and deciding whether
it is contradictory is the ‘quintessential jury function of determining credibility of witnesses.”
(internal quotations omitted)). Moreover, although Rosenzweig was not present at the revision
surgery, Dr. Rosenzweig suppohis conclusion with scientific methodology—he examined Ms.
Blankenship’s medical records darpathology reports, applied hdinical experise to those
findings, and concluded that Dr. 4sere must have cut Ms. Blankship’s sling in the revision
surgery. SeeRosenzweig Dep. [Docket 251-2], at 158:233:P5using his clinial experience to
conclude that even though Dr. Lasseould not find the sling, he Bky was still able to transect
it); id. at 163:19-24 (explaining that ppaf “revision surgery” reques “releas[ing] the sling”);
Rosenzweig Report re: Blankenship [Docket 2T3at 6 (relying on Dr. Richard Trepeta’s
pathology report from Ms. Blankemp’s explant to conclude th#te revision surgery removed
part of the Obtryx)). Therefore, BSC’s objectito Dr. Rosenzweig’s testimony on the revision

surgery has no merit.
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In sum, these final two arguments do noarmye my conclusion that Dr. Rosenzweig’s
specific causation opinions about MsaBkenship are reliabl Accordingly, IDENY BSC'’s
motion to exclude Dr. Rosenzweig [Docket 251] &hdD that Dr. Rosenzweig can testify about
the general causation and specific causaifmnions set forth in his expert report.

L. Motion to Exclude the Opinions and Tetimony of Christopher Walker, M.D.

Dr. Walker is a board certifieurogynecologist whom the gihtiffs hired to physically
examine Plaintiff Chris Renee Wilson. Ms. Wilsalteges that her Obtryx mesh implant has led to
dyspareunia, pelvic pain, udry incontinence, and otherrmplications. On May 2, 2014, Dr.
Walker examined Ms. Wilson and recorded his resuiee(generallyWalker Report [Docket
270-2]). The plaintiffs now offer Dr. Walker as an expert on specific causation for Ms. Wilson.

Dr. Walker opines that based bis evaluation, “the presenoéa midurethral sling” has
caused the problems that Ms. Wilson currently experienSesWalker Dep. [Docket 270-1], at
40:18-20;see alsoWalker Report [Docket 270-2], @ (concluding that Ms. Wilson has
“genito-urinary mesh implant complication”)). BSC objects to Dr. Walker’'s opinion testimony,
asserting that Dr. Walker’s opinioase not based on religbfacts and that Dr. Walker failed to
conduct a proper differential diagsis in reaching his conclusion. Agplained below, | disagree
andDENY BSC'’s Motion to Exclud¢he Testimony of Christopher Walker, M.D. [Docket 247].

BSC first argues that Dr. Walker “failed to rely any studies and/or medical literature
regarding polypropylene transvagl mesh and mid-urethralings, including the Obtryx, in
forming his opinions,” and as a result, his opinions “are not based on rédietsler data.” (BSC'’s
Mem. in Supp. of Its Mot. to Exclude the Test Christopher Walker, M.D. (“BSC’s Mem. re:

Walker”) [Docket 248], at 5). As an initial matf®r. Walker’s depositin testimony suggests that
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BSC’s contention is not wholly accurate. Dr. Walker stated that although he did not rely on
particular studies in pparing his report for this case, heads peer-reviewed literature and
scientific studies on rdurethral slings “very, very frequgy’ in his clinical practice, which
involves treating women with urologic dysiction. (Walker Dep. [Docket 270-1], at 15:12-17).

Dr. Walker also answered multiple questicaisout the American Urogynecology Society’s
(“AUGS") statement on the use ahidurethral slings for SUI.See id.at 120:21-125:15
(evaluating each paragraph of the AUGS’s staté)jieAdditionally, he explained that in his
practice, he has relied on the research ofSMomo Raz, whom he described as one of the
“leading authorities” irthe urogynecological fieldld. at 27:8-28:7).

In any event, peer-reviewed literature is merely one tool an expert witness can use to
support his or her opinion. For instance, wipeaviding a specific causation opinion, as Dr.
Walker is in this case, expefien utilize differential diagnosj a methodology that courts have
accepted undddaubert See Cooper v. Smith & Nephew, Jri#59 F.3d 194, 200 (4th Cir. 2001)
(confirming that a reliable differential diagno§sovides a valid foundation for an expert opinion
under Rule 702"). A reliable differential diagnogienerally involves the prmance of physical
examinations, the taking of medical histgtriand the review of clinical testd. While integrating
scientific literature into the process might bolster the credibility of an expert’s opinion, the absence
of scholarly references in an expert reportsdoet invariably exclude an otherwise reliable
differential diagnosisSee Cavallo v. Star EnteB92 F. Supp. 756, 774 (E.D. Va. 199%4¥,d in
relevant part 100 F.3d 1150, 1159 (4th Cir. 1996) (“[I]fperson were doused with chemical X
and immediately thereafter developed symptonth¢, need for published literature showing a

correlation between the tamay be lessened.§ge alsdHeller v. Shaw Indus. Inc167 F.3d 146,
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154 (3d Cir. 1999) (concluding thBXaubertdoes not require a physician to “rely on definitive
published studies before concludingttiexposure to a particularjebt or chemical was the most
likely cause of a plaitiff's illness”).

Here, Dr. Walker relied on three sourcesaaching his specific causation opinion about
Ms. Wilson. Prior to meeting Ms. Wilson, Dr. Walkeviewed her medicaécords. (Walker Dep.
[Docket 270-1], at 34:17). Then, when Ms. Witsarrived for her physical examination, Dr.
Walker took her medical historySéeWalker Report [Docket 270-2], at 3-5 (recording Ms.
Wilson’s past medical history, including her gynlegaical, obstetric, surgical, social, and family
history)). Finally, Dr. Walker performed25-hour physical examination of Ms. WilsoSeg id.
at 6-9 (describing the physical examination aecording his findings)). Courts consistently
accept this methodology as a reliable foundatiomfaning what illness a pi@nt has contracted.
See, e.g.In re Paoli R.R. Yard PCB Litig35 F.3d 171, 762 (3d Cit994) (concluding that a
physician should examine the patier review the patient's mezhl records, inaddition to
seeking a patient’s self-report of symptoms, to determine that a patient is ill and what illness the
patient has contracted). Thus, Dr. Walker’s alleged failure to rely on peer-reviewed literature in
reaching his conclusion does notrguel me to exclude his opinion.

Next, BSC argues that this court shodxiclude Dr. Walker's opinion because his
differential diagnosis did not “properly rule ouhet causes” of some bfs. Wilson’s complaints.
(BSC’s Mem. re: Walker [Docket 248], at 8). e admissible, an experdifferential diagnosis
must, at a minimum, “take serious account dfeotpotential causes” of the patient’s symptoms.
Cooper 259 F.3d at 202. Here, Dr. Walker’s depositigtiteony verifies that he has satisfied this

requirement.
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In his review of Ms. Wilson’s medical reca@nd history, Dr. Wallk documented all of
Ms. Wilson’s prior medical problems and sutpsently “eliminated [them] as a pathology.”
(Walker Dep. [Docket 270-1], at 64:17—22). Thergancluding that the midurethral sling was the
source of Ms. Wilson’s pain, Dr. Walker explainedtthe considered “all the other comorbidities,
but at the end of the day didn’t change [his] opinion.”ld. at 102:17-103:1).16 Specifically, he
considered and ruled out Ms. Wilsoppast history of ovarian cystsd(at 102:13-17 (explaining
that he “factored [the presenad ovarian cysts] into his flerential diagnosis”)), and Ms.
Wilson’s obesity id. at 86:7-11). He even considered thetfthat Ms. Wilson never shared her
complaints of pelvic paiwith her treating physicians:

Q: Okay. Did it strike you as unusuahtishe’s giving you complaints in your

evaluation of her while she haslawsuit pending for certain medical

complaints that she’s not mentionedatoy other doctors that she has seen?
Does that raise a red flag in your mind?

A: It didn’t raise a red flag in my mindijr, because of the amount of time | had
to spend with her. .. .| spent ardutwo and a half hours with this lady
during the encounter, so | was able to unearth a lot of information from
her. . ..

Q: Did it -- was it important to you to note, though, that these were not

complaints that she had made to any other doctors?

A: | took it into consideration, but iwasn’t -- it didn’t clange my overall
impression of what was happening, sir.

(Id. at 61:8-62:6). In short, Dr. Walker did pregly what a differential diagnosis requires—he
evaluated Ms. Wilson’'s medical records, tobkr medical historyperformed a physical
examination, and, accounting for other potent@lises of Ms. Wilson’s condition, ultimately

concluded that her pain arises fromid urethral sling complications.d( at 40:13-30).

16 “Comorbidity” refers to a “coexisting” disease or condition in the same individual. Jose M. Valderas, et al.,
Defining Comorbidity: Implications for Understanding Health and Health Servitésnals of Fam. Med. 357, 357
(2009).
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Accordingly, 1 FIND that Dr. Walker conducted a propeffeiential diagnosis such that his
specific causation opinion sdtes the reliability prong oDaubert

BSC asks the court, in the event that it agidr. Walker’s opinions, to limit his testimony
to a specific causation opinion on M&ilson. Dr. Walker’s expert port does not appear to offer
opinions unrelated to Ms. Wilson, and the piifis agree to limit Dr. Walker’'s testimony
accordingly. In conclusion, BSC’s Motion to Eude the Opinions and Testimony of Dr. Walker
[Docket 247] iIsSDENIED.

M. Motion to Strike the Rebuttal Report of Dr. Abbas Shobeiri

Pending before the court is Defendant BS®lotion to Strike Rebuttal Report of Dr.

Abbas Shobeiri. As discussed below,BSMotion to Strike [Docket 400] GRANTED.
1. BSC’s Motion to Strike

On August 29, 2014, the plaintiff served a rebwgtglert report pursuant to Federal Rule of
Civil Procedure 26(a)(2)(J9ii) for Dr. Abbas Shobeiri specifim Jacquelyn Tyree. BSC seeks an
order striking this report on the grounds t{Btit is untimely under theourt’s Docket Control
Order and Rule 26(a)(2)(D); (2) it is not propebuttal evidence as defined by the Federal Rules
of Civil Procedure; and (3) ued Rule 37(c)(1), the delay isjustified and prejudicial.See
generallyDef.’s Mot. to Strike & Incorporated Meraf Law in Supp. of Its Mot. to Strike Rebuttal
Report of Dr. Abbas Shobeiri (“Def.Mot. Strike”) [Docket 400]).

First, BSC contends that the court directed rebuttal reports be served by July 1, 2014, and the

plaintiff did not serve Dr. Sholr&s report until August 29, 2014. Ithe alternative, under Rule
26(a)(2)(D), BSC maintains that even in the abeeasf the court’s ordethe plaintiff was required

to serve the rebuttal report on August 16, 2014, 30 days after BSC served Dr. Green’s
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supplemental report. In opposition, the plaintiff contends that Dr. Shobeiri’s report was timely
because it was filed within 30 days of Dre@n’s August 16, 2014 deposition, in which she argues
Dr. Green offered new, additional opinions. (PR&sp. in Opp. to BSC’s Mot. to Strike Rebulttal
Report of Dr. Abbas Shobeiri (“Pl.Resp. Opp.”) [Docket 407], at 6).

Next, BSC argues that in addition to the pldifistifailure to meet deadlines, Dr. Shobeiri’s
report is not proper rebuttal eviden“intended solely to contradict or rebut evidence on the same
subject matter identified by another pantyder paragraph (2)(B).” Fed. R. Civ. Proc.
26(a)(2)(D)(ii). BSC takes issue withe plaintiff’s failure to idetify what Dr. Shobegi’'s report is
intended to rebut. (Def.’s Mot. Ske [Docket 400], at 5). The pldiff argues, however, that “it is
irrelevant that the same evidence might alsgetithe case in chief.” (Pl.’s Resp. Opp. [Docket
407], at 7).

Finally, BSC contends that theapitiff offers no explanation or substantial justification for
the delay, and BSC will likely be prejudiced becamis¢is imminent. (Def.’s Mot. Strike [Docket
400], at 7). The plaintiff rejects BSC’s argument hilizing five factors couts should consider in
determining whether a flawed disclosure is eithdrstantially justifie@nd/or harmless pursuant
to Hoyle v. Freightliner, LLC65 F.3d 321 (4th Cir. 2011). (PIResp. Opp. [Docket 407], at 9).

2. Procedural Background

The court established its initial scheduledmpert disclosures on March 28, 2014. (Pretrial
Order # 87 [Docket 39]). This schedule was medifseveral times by agreement of the parties and
orders of the court. On July 23, 2014, the castied a Second Amended Docket Control Order

setting the following deadlines:
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Plaintiffs’ Expert Reports May 11, 2014

Defendant’'s Expert Reports/Rebuttalune 1, 2014
Expert Reports
Plaintiffs’ Rebuttal Expe Reports July 1, 2014

Completion of Expert Discovery August 1, 2014

Daubert Motions & NonDaubert| August 1, 2014
Dispositive Motions
Daubertbased Dispositive Motions &August 28, 2014
Motionsin Limine

(Pretrial Order #106 [Docket 204]).

BSC met the June 1, 2014 deadline by servm@xpert reports, including Dr. Green’s.
However, Dr. Green required additional time domplete individual medical examinations
(“IME™), which took place duringhe week of July 132014. (Pl.’s Resp. Opp. [Docket 407], at 3).

Dr. Green examined Ms. Tyree on July 15, 2014, and BSC served Dr. Green’s IME report on July
17, 2014. Dr. Green was deposed on July 192P@4. However, the parties were unable to
complete the deposition and did wietcuss Ms. Tyree specificallyd(). Subsequently, the parties
agreed to continue Dr. Green’s depositiorAmigust 16, 2014, and the court extended the relevant
motion deadlines for Dr. Green accordingly.,(see alsdPretrial Order # 106 [Docket 204], at 3
(extending deadline fdaubertmotions related to Dr. Greém August 21, 2014)). On August 16,
2014, the parties completed Dr. Green’s deposition, which included a specific discussion of Ms.
Tyree. (Pl.’'s Resp. Opp. [Docket 407], at 3-@n August 29, 2014, the plaintiff disclosed Dr.
Shobeiri as a rebuttal expe(Def.’s Mot. Strike[Docket 400], at 3).

3. Discussion

a. Timeliness
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The plaintiff clearly missed the deadlinegerve Dr. Shobeiri’s tmittal report under the
Docket Control Order. However, common senseatist that if the court extended the deadlines
for Dr. Green, it likewise extended the deadlines for rebuttals to Dr. G3eenl03 Investors |,
L.P. v. Square D Cp372 F.3d 1213, 1216-17 (10th Cio() (“We see no reason why the
Second Amended Scheduling Order should havdexteasituation in whit Investors’ rebuttal
reports would be duprior to the deadline for Square D’s initial expert reports. Such a scenario
would put Investors in the impossible situation of attempting to aething that it had not yet
seen.”). Therefore, the plaintiff was no londound by the Docket Control Order, and Rule
26(a)(2)(D)(ii) governed instead.

Absent a court order, disclosures must be matdkeast 90 days before trial or if the
evidence is intended solely to contradict or reduidence on the same subject matter identified by
another party, within 30 daystaf the other party’s disclosuréed. R. Civ. P. 26(a)(2)(D)(ii).
Here, BSC served Dr. Green’s expert répon June 1, 2014. However, Dr. Green also
supplemented his expert report on July 17, 2014 péesonally examining Ms. Tyree. Because
the plaintiff is rebutting Dr. Geen’s opinions specifito his examination of Ms. Tyree, the
plaintiff should have served a rebuttapoet on August 16, 2014, within 30 days of the
supplemental report from Dr. Green. However, gltantiff did not serveDr. Shobeiri’s rebuttal
until August 29, 2014. The plaintiff instead assditiat she had 30 days from Dr. Green’s
deposition to serve a rebuttal because Dr. Go#iemed new opinions during his deposition that
were not included in his supplemental report.

After thoroughly reviewing Dr. Green'’s originadport, supplemental report, and extensive

deposition testimony,FIND that he did not offer any new opamis in his deposition that were not
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previously discussed in his expeeports. The plaintiff takessue with Dr. Green’s deposition
testimony on (1) markeatarring; (2) banding; (3) the presenceslnig arms; (4) the palpability of
sling arms; and (5) area of paisegePl.’s Resp. Opp. [Docket 407], at 3—4). However, as BSC
clearly lays out ints Reply [Docket 411], Dr. Gregareviously addressed éiNe of these issues in
his supplemental reportSéeDef.’s Reply in Supp. of Its Moto Strike Rebuttal Report of Dr.
Abbas Shobeiri (“Def.’s Reply”) [Docket 411], atdee alsdsreen IME re: Tyree [Docket 400-3],
at 4). In accordance with Rule 26, the plaintiff should have sé&ve8hobeiri’s reuttal report no
later than August 16, 2014, 30 days after beingesewith Dr. Green’s supplemental report.
Because the plaintiff served C8hobeiri’s report on August 29, 2014&IND that Dr. Shobeiri’s
rebuttal is untimely. In light of this finding, | ed not address whether it was a proper rebuttal.
However, the inquiry does not end at timeliness.

b. Federal Rule of Civil Procedure 37(c)(1)

Federal Rule of Civil Procedure 37(c)(1) piams that “[i]f a party fails to provide
information or identify a witness as required by Rzfga) . . . the party isot allowed to use that
information or witness to supply evidenme a motion, at a hearing, or at triahless the failure
was substantially justified or is harmlesBed. R. Civ. P. 37(c)(1) (emphasis addsdg Hoyle v.
Freightliner, LLC 650 F.3d 321, 329 (4th Cir. 2011). The fiaetors | must consider to determine
whether the failure was substantygllistified or is harmless are:

(1) the surprise to the party against whitie witness was to have testified; (2) the

ability of the party to cure that surpe; (3) the extent to which allowing the

testimony would disrupt the ttig4) the explanation for thparty’s failure to name
the witness before trial; and)(Bhe importance of the testimony.

Id. at 329 (quotings. States Rack & Fixture Sherwin-Williams Cp318 F.3d 592, 596 (4th Cir.

2003)). With the above standards in mind, | wilbceed to review Dr. Shobeiri’s report.
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With respect to the first factor, BSC’s supposed surprise at the disclosure of a rebuttal
expert is unfounded. Although Dr. Shobeiri’'s orgirexpert report served on June 1, 2014,
included conclusions specific tds. Tyree, it did not include conclusions based on a physical
examination. Once BSC disclosed Dr. Green’s expairtions related to the examination of Ms.
Tyree, it should have expected that Ms. Tyreght choose to rebut thespinions. Nevertheless,
the remaining factors weiglehvily against admissibility.

Turning to the second and third factors, tite is currently set to begin on November 3,
2014, and I will not move it. Acconagly, allowing an improper rebuttaxpert at this stage would
likely prejudice BSC'’s ability to properly challen®e. Shobeiri. Under thiourth factor, the only
explanation the plaintiff offers for her failure disclose Dr. Shobeiri’s rebuttal report within 30
days of Dr. Green’s supplemental report is theesa@xplanation | rejectedbove in regard to
timeliness. The final factor to consider is thgortance of the disputed evidence. The plaintiffs’
expert, Dr. Margolis, opinesn specific causation regardiids. Tyree based on a physical
examination. $eeMargolis Report [Docket 237-1], at 68—70). As discussed more sulhya
related to Dr. Margolis, | haveeserved ruling on thadmissibility of Dr. Margolis’s specific
causation opinions at this time. Therefore, Drol&eiri’s report is not neesarily crucial to the
plaintiff's ability to be heard on the meritstodr case. In sum, applyitige five-factor test, FIND
that the plaintiff's failure to disclose Dr. Shabevithin 30 days of Dr. Green’s supplemental
report was not substantially gtified and is not harmles#ccordingly, BSC’'s motion is
GRANTED.

V. Plaintiffs’ DaubertMotions
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The plaintiffs move to limit or exclude thestimony of Dr. Stephen H. Spiegelberg; Dr.
Stephen F. Badylak; Dr. Gary L. Winn; Dr. G3tnne Brauer; Dr. Patrick Culligan; and Dr. Lonny
Green.

A. Motion to Exclude the Opinions and Tesmony of Stephen H. Spiegelberg, Ph.D.

The plaintiffs seek to exclude the opiniondof Stephen H. Spiegelberg. Dr. Spiegelberg
is a chemical engineer who has extensive experience in polymer science. In his expert report, Dr.
Spiegelberg concludes that polypropylene is fe séomaterial for use in BSC’s pelvic mesh
devices and polypropylene remains the state oathéor synthetic graft materials. On June 2,
2014, Dr. Spiegelberg filed a supplemental repexause the deposition of Frank Zakrzewski,
corporate representative for Chevron Phillipe@ital Company (“Chevron Phillips”), provides
additional support for the following two opiniond) The Medical Application Caution in the
Material Safety Data Sheet (“MSDS”) rfdMarlex HGX-030-01 polypropylene resin has no
scientific or medical basig2) The Advantage and Polyformeshes comprising BSC’s pelvic
mesh devices contain two differteantioxidants; therefore, ESmesh does not undergo oxidative
degradation in vivo. (Spiegelbe8upplemental Report [Docket 215-af 1). The plaintiffs argue
that (1) Dr. Spiegelberg’s opinions regardingifion statements by mewil organizations; and
(2) his state of mind or intent opinions relatedit® MSDS should be struck. (Pls.” Mem. of Law
in Supp. of their Mot. to Exclude the Ops. & Tesft Stephen H. Spiegelberg, Ph.D. (“Pls.” Mem.
re: Spiegelberg”) [Docket 216], at 1). | rew each of these objections in turn.

1. Opinions Regarding Position Staéments by Medical Organizations
The plaintiffs seek to exclude Dr. Spiegailys references to physician organization

statements promoting the safety and efficacydf/propylene material, including those of the
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American Urogynecological Society (*fAUGS™and the Society for Female Urology and
Urodynamics (“SUFU”). Dr. Spiegelbgmrites that “thishistory of safe ushas been recognized
by leading medical organizations fine treatment of female pelMioor disorders.” (Spiegelberg
Supplemental Report [Docket 215-1], at 3).

Plaintiffs argue that Dr. Spyelberg’s characterization and use of these statements should
be excluded because Dr. Spiegelberg is unagedl&nd lacks reliable methodology. As | indicated
previously during these MDLs, positi@atements are not expert opinioksiskey v. Ethicon,
Inc., No. 2:12-cv-05201, 2014 WL 3362264 *3@8 (S.D. W. Va. Jul. 8014). Dr. Spiegelberg is
not using his “scientific, tecfical, or other specialized knowdge” in making these statements.
Fed. R. Evid. 702. Therefore, | will not addrebs admissibility of this testimony here and
RESERVE this ruling for trial.

2. Opinions Related to Chevron Philips’s State of Mind or Intent

The plaintiffs also seek to exclude Dr.i&gelberg’s opinions irboth his expert and
supplemental report related to the MSD®ated by Chevron Phillips, the company whose
polypropylene BSC used in the manufacturing of P@Bh. The plaintiffs gue that these MSDS
opinions are a “backdoor attempt” to opine aboud\€bn Phillips’s state of mind or intent. (PIs.’
Mem. re: Spiegelberg [Docket 216], at 7). The migjaf Dr. Spiegelberg’expert report properly
reviews BSC records, scientifiterature, and other expert repoto come to his conclusions.
Section | (Polypropylene Raw Material was Approgitor Use in Boston Scientific’'s Devices),
however, crosses the lifgo state of mind.

Although Dr. Spiegelberg’s opioin, that the Medical Appli¢en Caution was not added

for any scientific reason, could have beesdmhon the analysis present throughout his report,
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instead, he specifically refers to a history aability concerns.” (Spiegelberg Report [Docket
215-13], at 40 (“Resin mafacturers, mindful of Dow Corning’lawsuits involung their supply

of silicone for breast implants, are often reluctargupply raw material for medical devices based
purely on liability concerns, rathéhan performance concerns.”Dr. Spiegelberg infers that
Chevron Phillips added the Medical Applicationuan because it was coerned with liability
merely because it is his personal belied &e discovered no evidence to the contrary.

In his supplemental report, DBpiegelberg reiterates his belief that Chevron Phillips “did
not add the statement based amy scientific or medicatoncernswith transvaginal mesh.”
(Spiegelberg Supplemental Report [Docket 215-1], at 3 (emphasis added]olsters this
conclusion by relying on a deptien that is both vague and uear. Dr. Spiegelberg filed a
supplemental report after reviewing the depositof Mr. Zakrzewski. While Dr. Spiegelberg
states that the deposition provides additional support for his opinions, it is in fact an unreliable
source. Mr. Zakrzewski clearlpdicates that he has no knowleadevho wrote the MSDS or why
it was written. SeeZakrzewski Dep. [Docket 215-14], at 4Bx. Spiegelberg uses the deposition
to unequivocally opine that there is no stifem evidence behind the MSDS; however, Mr.
Zakrzewski only states that he was aafare of any scientific testindd(at 47). Mr. Zakrzewski’s
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 testify as to a reviewirdkernal corporate documents solely for the
purpose of explaining the basis for hisimpns—assuming the opinions are otherwise
admissible—Chevron Phillips’s knowledge, state of mind, alleged bad acts, failures to act, or other

matters related to corporate conduct and ethieshat appropriate subjects of expert testimony
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because opinions on these matters will not assist theSesy. e.g.In re Rezulin Prods. Liab.
Litig., 309 F. Supp. 2d 531, 547 (S.D.N.Y. 2004) (“Infereradmsut the intent or motive of parties

or others lie outside the bounds efpert testimony . . . the questiof intent is a classic jury
guestion and not one for the experts.”) (internal quotation marks omitte®);Fosamax Prods.
Liab. Litig., 645 F. Supp. 2d 164, 192 (S.D.N.Y. 2009) (precluding testimony as to “the
knowledge, motivations, intent, state of mind, purposes of” a company and its employees
because it “is not a proper subject for axpe even lay testimony”). AccordinglyHIND that Dr.
Spiegelberg’s opinions related to Chevron Philbpstate of mind or intent associated with the
MSDS should b&XCLUDED .

B. Motion to Exclude the Opinions and Tesimony of Stephen H. Badylak, D.V.M.,
Ph.D., M.D.

The plaintiffs seek to excludiae opinions of Dr. Stephdn. Badylak. Dr. Badylak is a
medical doctor and biomaterials expert witheaagh experience related to polypropylene. In his
expert report, Dr. Badylak concludes that (llypmpylene mesh is an appropriate implantable
material to reinforce soft tissue; (2) therenig evidence that Advantage or Polyform mesh
experience any form of devicaltae; (3) pathologic evaluation ¢fie mesh shows no evidence of
physical fracture, deformation, failure, or potgpylene degradation; X8SC reasonably relied
on a preclinical study in proceeding to marketwhe Advantage and Polyform mesh; (5) BSC’s
design history files are complei®) Type-1 polypropylene mesh non-toxic, non-carcinogenic,
and non-degradable in the body; (Mplanting the mesh transvagihyatioes not increase risk of
infection; (8) the design and testing of the BSC devices complied with accepted industry and

scientific standards; and (9) examination ofotspecimens is consisiie with the expected
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response to polypropylene material and does evidence product text. (Badylak Report
[Docket 215-13], at 4, 8, 10-17).

On June 16, 2014, Dr. Badylak filed a supplemeaetzort because the deposition of Frank
Zakrzewski provides additional support for Dr.dgtak’s opinion that the Medical Application
Caution in the MSDS for the wapolypropylene material used in BSC’s surgical mesh was not
based upon or supported by safety concerns, scientific testing, or scientific data. (Badylak
Supplemental Report [Docket 215-1], at 1).

The plaintiffs argue that (1) Dr. Badylakopinions regarding position statements by
medical organizations; and (2) his state of mind or intent opsnrelated to MSDS should be
struck. (Pls.” Mem. of Law in Supp. of their Mdo Exclude the Ops. & Test. of Stephen F.
Badylak, D.V.M., Ph.D., M.D. (“PIs.” Mem. re: Badylak”) [Docket 214], at 1-2). | review these
objections in turn.

1. Opinions Regarding Position Staéments by Medical Organizations

The plaintiffs seek to exclude Dr. Badis references to physician organization
statements promoting the safety and efficaggadypropylene material, including those of AUGS
and SUFU. Dr. Badylak writes that “[t]his resin has a long history of safe and effective use in the
body and continues to be used todayd. @t 3). He subsequently quotes the same position
statement regarding polypropyletiat Dr. Spiegelberg references in his testimony. As discussed
more fully suprarelated to Dr. Spiegelberg’s expert dpims and consistemtith those findings, |
will not address the admissibility of this testimdmre because position statements are not expert
opinions.Huskey 2014 WL 3362264, at *33.RESERVE these evidentiary rulings for trial.

2. Opinions Related to Chevron Phillipss Knowledge, State of Mind, and
Corporate Conduct
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The plaintiffs also seek to exclude DBadylak’'s opinions in both his expert and
supplemental report related to the MSD®ated by Chevron Phillips, the company whose
polypropylene Boston Scientific used in the manuwfacy of POP mesh. Th@aintiffs argue that
these MSDS opinions are a “backdoor attemptigme about Chevron Phillips’s state of mind or
intent. (Pls.” Mem. re: Badylak [Docket 214t 7). A portion of the MSDS testimony in Dr.
Badylak’s report, as well aslafiISDS testimony in the supplemehtaport are almost identical to
Dr. Spiegelberg’s testimony. (Bgdk Report [Docket 215-13], at 7 (“I have not seen any
evidence to indicate the additial language was supported by safgigicerns or other scientific
data.”); Badylak Supplemental Report [Docket 215at 1, 3 (“Mr. Zakeewski’s testimony lends
additional support to my opinion that the mediggplication statement ithe MSDS for the raw
polypropylene material used in Boston Sciecisf surgical mesh was not based upon, nor
supported by, safety concerssjentific testing or data)). As discussed more fulsuprarelated
to Dr. Spiegelberg’s expert opinioasd consistent witthose findings, FIND that Dr. Badylak’s
opinions related to Chevron Phillips’s state of mangntent associated with the MSDS should be
EXCLUDED.

C. Motion to Exclude the Opinions andTestimony of Gary L. Winn, Ph.D.

The plaintiffs seek to exclude the opinion¥of Gary L. Winn. Dr. Winn is a professor in
Industrial and Management Systerangineering in the Safetlanagement program at West
Virginia University who has approximately 30 yeafexperience in safgthealth, and training.
(Winn Report [Docket 229-1], at 1n his expert report, Dr. Winoffers opinions with regard to
the nature and purpose of Ma#riSafety Data Sheets (“MSDS”) and as to the MSDS for
polypropylene used by BSC in the maatiire of its pelvic mesh producttl.f. The plaintiffs
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argue that the MSDS is relevant and shoul@ddmitted, but that Dr. Winn’s opinions should be
struck entirely because (1) he is unqualifi€2ly his methodology is unreliable; and (3) his
opinions are impermissible legabnclusions and factual narrads speculating about Chevron
Phillips’s knowledge. (PIls.” Mem. of Law in Supgpf. their Mot. to Exclude the Ops. & Test. of
Gary L. Winn, Ph.D. (*Pls.” Mem. re: Winn")Docket 230], at 2—3). BSC opposes all of the
plaintiffs’ arguments regarding Dr. Winn, baiso acknowledges that “Dr. Winn'’s testimony and
his opinions concern one thing—the MSDS.” (Def.’s Mem. in Qp@RIs.” Mot. to Exclude the
Ops. & Test. of Gary L. Winn, Ph.D. (“D&.Mem. re: Winn”) [Docket 281], at 10).

Both parties devote significaportions of their memoranda arguing for or against the
relevance of the MSDS. These arguments are not appropriat®&ubertmotion. Rule 702, by
its plain terms, contemplat&aubertchallenges directed at the opinionsspecificexperts, not
the opinions of a collection of experts. The court must determine wlatreperis qualified,
whether his opinions are the product of reliabkthodology, and whether those opinions will be
helpful to the jurySeeFed. R. Evid. 702. | can only conduct the requDadibertanalysis on an
individualized basis.

However, because | have determined that the MSDS is releseet)jém. Op. & Order re:
MSDS [Docket 443]), | must now examine the r@mray arguments regarding the admissibility of
Dr. Winn’s expert opinions undéaubert As BSC points out, hadexcluded the MSDS, Dr.
Winn’s opinions would not have been necessargf.(®Mem. re: Winn) [Docket-281], at 2).

In his expert report, Dr. Winn describes (1) the development of the hazard communication
standard; (2) the standardizatiohthe content of MSDSs; and)(8ses of MSDSs in the field.

(Winn Report [Docket 229-1], at 3-8). Dr. Wi concludes that rawolypropylene is not
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hazardous based on anecdotal evidence involvimgy ®1SDSs; and therefore, the 2004 Chevron
Phillips MSDS is extraneousld( at 8—-10). Although | believe th#tte warning provided in the
MSDS is relevant, | do not believe an expert ggineed to discuss MSDSsgerally or the issue of
whether polypropylene requires an MSDS becauses dfazardous nature. A narrative review of
the history and development of MSDSs and who tis&® in the field is not helpful to the jury.
The pertinent issue is that the MSDS containediaing (Medical Applicabn Caution) allegedly
not heeded by BSC, not that an MSDS itself existed. This warning from the supplier could have
taken any formt’ Accordingly, | FIND that Dr. Winn’s opinionsegarding MSDSs should be
excluded in their entirety.
D. Motion to Exclude the Opinions andTestimony of Christine Brauer, Ph.D.

The plaintiffs seek to exclude or limit tlexpert opinions of Dr. Christine Brauer. Dr.
Brauer is a former FDA employee and regulatooypsultant who offerspinions regarding the
FDA regulatory process and BSC's regulatory aid#is. Plaintiffs argue that Dr. Brauer’'s
“opinion testimony regarding: Jithe FDA regulatory scheme; (2) the FDA clearance of BSC
devices at issue in this litigation; (3) BSC’s Directions for Use, Patient Labeling and Patient
Brochures; (4) FDA MAUDE Database and MB¥ports; (5) FDA Advisory Panel Meetings;
and (6) BSC’s Corporate Warning Letter” should bel@ded in its entirety. (B.” Mem. of Law in
Supp. of Mot. to Exclude, or Limit the Test. BEC’s Expert Christia Brauer, Ph.D. [Docket
232], at 1-2).

| have previously reviewed the ofon testimony of Dr. Brauer undéaubert See

Sanchez, et al. v. Boston Scientific Coln. 2:12-cv-05762, 2014 WL 4851989, at *36—-37 (S.D.

n fact, in another pleading, there is evidence aigneement between BSC andsitsplier indicating it was BSC'’s
responsibility to determine the suitability of polypropylene applicati®aefAgreement [Docket 287-6], at 3-gee
alsoWinn Report [Docket 229-1], at 10).
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W. Va. Sept. 29, 2014). While the parties in tbhése have not reliedn precisely the same
arguments, my reasoning and conclusions fBanchezstill govern. Furthermre, to the extent
that there are differences in fact and exhibits,dburt does not find them sufficiently materially.
The Sanchezxcerpts quoted below are to explicatedbeclusions the court reaches on the issue
of Dr. Brauer’s expert opinions:

| have repeatedly and tharghly considered the admistilly of the FDA’s 510(k)
process, and | have consistently foundtttne 510(k) processoes not relate to
safety or efficacyLewis v. Johnson & Johnspf91 F. Supp. 2d 748, at 753-56
(S.D. W. Va. 2014). Therefore, the pastimay not present evidence regarding the
510(k) clearance process or subsequEBXA enforcement actions. This is
consistent with priorulings by this courtSee, e.g.Cisson v. C. R. Bard, Ina\o.
2:11-cv-00195, 2013 U.S. Dist. LEXIS 102699;22 (S.D. W. Va. July 23, 2013)
(“The FDA 510(k) process does not godafety and effectiveness and does not
provide any requirements on its own. Bakycdt has no operative interaction with
state tort laws.”) (internal reference omitted); Or@3sson v. C. R. Bard, InaNo.
2:11-cv-00195 (S.D. W. Va. July 2013), [Docket 309], at 3—4 (“Under United
States Supreme Court precedent, the F8(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 safid effective and the 510(k) process does
not impose any requirements on its own, the Elp(ocess is inapplicable to this
case. This evidence is excluded under Fadeule of Evidence 402 as irrelevant,
and under Rule 403 for the reasons previostdyed, including the very substantial
dangers of misleading the jury and agsihg the issues.”); Mem. Op. & Order,
Cisson v. C. R. Bard, IndNo. 2:11-cv-00195 (S.D. W. Va. June 27, 2013) [Docket
302], at 3—4 (holding that evidence regagdthe 510(k) process and enforcement
should be excluded under Rule 403); Mem. Op. & Ondeskey v. Ethicon, Inc.
No. 2:12-cv-05201 (S.D. W. Va. May 12, 2014ojiket 223], at 1 (“This is not the
first time | am confronted with deterning the admissibility of evidence relating to
marketing clearance under the FDA’s 51Q¢kdcess . . . In all previous cases, |
excluded all evidence relating to the 5100kdcess because it does not go to the
safety and efficacy of medical devices d&mtause of the potential to mislead and
confuse the jury.”). Accordingly, FIND that Dr. Brauer’'s opinions should be
excluded in their entirety.

Sanchez2014 WL 4851989, at *36—37. ThereforddDOPT my prior ruling on Dr. Brauer, as
stated inSanchezandEXCLUDE her opinions in their entirety.
E. Motion to Limit the Opinions and Testimony of Patrick Culligan, M.D.
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The plaintiffs move to limit the opiniorsnd testimony of Patrick Culligan, M.D. Dr.
Culligan is a urogynecologist. He offers elewrinions relating to polypropylene mid-urethral
slings and traditional procedures to treat SU,rikks associated with pelvic surgeries and mesh,
BSC’s Obtryx device, and the Obtryx directions for use (“DFWBpdCulligan Report [Docket
233-2], at 15-16). The plaintiffs challenge Dr. Culligan’s opinions about the “physical properties
of polypropylene, the design of the Obtryx, thet@b DFU, and the Obtryx patient brochure.”
(PIs.” Mot. to Limit the Ops. & Test. of PatkicCulligan, M.D. [Docket 233], at 2). In particular,
the plaintiffs argue thdte is unqualified to testifas to these matter$Sde id).. The plaintiffs also
assert that Dr. Culligan fails to provide suféiot support for his conclumis and that, therefore,
his opinions should be elkided as unreliableSge id).

1. Opinions Regarding the Physial Properties of Polypropylene

In his expert report, Dr. Culligan opines that “[t]here is no evidence that Obtryx is defective
or unreasonably dangerous” and “[tlhe claims thaypropylene implantkin the pelvic floor
degrades, significantly contracts, causes systeinétiction, and/or cancer ot supported in the
medical or scientific community.” (Culligan Rert [Docket 233-2], at 16)The plaintiffs argue
that these opinions should be excluded bec@us€ulligan lacks qualifications to opine as to
these matters and because the opinions are based on an unreliable method.

a. Qualifications
Dr. Culligan is an accomplished urogynecologi§ted id.at Ex. A (Dr. Culligan’s
curriculum vitae)). He haperience treating women for P@nd urinary incontinencesde id at
1), and performing mesh revision surgeries oncevare a month for approximately the last ten

years. SeeCulligan Dep. [Docket 277-3], at 58:15-2Dx. Culligan has served on university
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faculties, published peer-reviewadicles concerning mesh and sling procedures, and served as a
reviewer for scientific journals.SgeCulligan Report [Docket 233-2], at 2-8). He also relied
upon scientific literature in forming his opinionSefe idat 1-16, Ex. B). In fact, the “[p]laintiffs
do not challenge Dr. Culligan’s guiatiations as a urogynecologist3éePls.” Mem. of Law in
Supp. of Their Mot. to Limit the Ops. & Test. of Patrick Culligan, M.D. (*Pls.” Mem. re:
Culligan”) [Docket 234], at 5). Instead, the plaintiftsallenge his qualificaiins to opine as to the
properties of polypropylene.

Dr. Culligan testified that he is not an expert in materials:

Q: And does the pore size change after implantation?

A: Well, we're beginning to get into lne of questioning that would require
me to be more of a materials expert, which I'm not.

Q: Do you know if the Obtryx sling is heated in any fashion when it's
manufactured?
A: | — 1 don’t know the specifics of hmanufacturing process for these. I'm

not a materials or manufacturing expert.

Q: And that’s a good point. Maybe | shdllave asked thait the beginning,
could have saved some time. Ai@u an expert in biomaterials?

A: No, I’'m not an expert in biomaterials.
(Culligan Dep. [Docket 233-3 & 233-4], at 57:9-15, 325:9-20) (objections omitted). However,
this testimony is not dispositiv&ee Huskey, et al., Ethicon, Inc., et aJ.No. 2:12-cv-05201,
2014 WL 3362264, at *36 (finding Dr. Johnson lified to opine about polypropylene
notwithstanding his deposition tesony “Q: Okay. You're not a bioaterials expert, are you? A:

Um, I'm a clinical medical expert.”). | have pieusly found certim medical doctes qualified to
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opine as to polypropylen&ee Jones v. Bard, Inc., et &g. 2:11-cv-00114, [Docket 391], at 6—
9 (finding Dr. Ostergard qualified to opias to polypropylene and product desigt)skey 2014
WL 3362264, at *35-37 (finding Drolinson qualified to opine as toesh degradation)). Dr.
Culligan has similar types of experience as these prior exf@sE¢sJonedNo. 2:11-cv-00114,
[Docket 391], at 1, 6—7 (noting DDstergard’s performance ¢fdusands of POP surgeries, SEM
imaging of mesh, participatn in an ongoing degradatiorudt/, and practice of 45 yearsjuskey
2014 WL 3362264, at *36 (noting Dr. Johnsonigerience implanting deast 750 TVT and
TVT-O devices, performance of 25-30 polypropgesling revisions, andesearch on urinary
incontinence treatments).

Therefore, IFIND that Dr. Culligan is qualified to testifis to the opinion that “[t]here is
no evidence that Obtryx is defective or essonably dangerous” and “[tlhe claims that
polypropylene implanted in the pelvic floor degradagnificantly contracts, causes systematic
infection, and/or cancer is natgorted in the medical or scientific community.” (Culligan Report
[Docket 233-2], at 16).

b. Reliability

The plaintiffs also argue that Dr. Culligarépinions regarding thphysical properties of
polypropylene nevertheless lack a reliable scierfiifundation. (Pls.” Menre: Margolis [Docket
234], at 10-12). | agree.

Although Dr. Culligan is qualified to testiBbout polypropylene, his method is unreliable.
In Huskey | found that “drawing on clioal experience and a revievf relevant literature is a
sufficiently reliable method of forminga similar opinion regarding degradatid®ee Huskey

2014 WL 3362264, at *36. However, even if Dr. Culligamsidered both scientific literature and
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his experience, his deposition testimy reveals flaws in his method:

Q:

Q

> 0 » O

And does that pore size change after implantation?

Well, we’re beginning to get into lne of questioning that would require
me to be more of a materials expert, which I'm not.

Okay.
So — but | can givgou my clinical opinion.
Goahead.

That, no | don't believe the pore sizhanges from any of my clinical
experience with the products.

And what do you base that opinion on?

My only experience with your questi would have to daith removing
products and just examining thenogsly whenever I've had to do that.

(Culligan Dep. [Docket 233-3 & 233-4], at 9758:4) (objections omitted). Dr. Culligan’s

opinions regarding polypropylene are general and doefatie to a particular plaintiff. Basing an

opinion on “gross[ |’ examinations of products “wiexer [he] had to do #t” is not a reliable

scientific methodology to reachabe generalized conclusionSeg id.at 58:1-4). Dr. Culligan

elaborates further:

Q:

.. . [Y]ou said you grossly exaneid some mesh that you've explanted.
Have you ever tried to determine in any measurement form whether the
shape or size of the mesh has changed significantly?

No. It wouldn’t be relevant to whaim talking about beause if | remove
part of a piece of mesh, I'm removipgrt of that mesh and | wouldn’t have
any way to measure that against howat tbpecific parthat | removed was
sized, you know, when it was placed. K'#’s impossible to make a before
and after comparison like that.

(Id. at 428:16—-429:6). Dr. Culligan fails to providesound basis for his opinions. His method is

unreliable, and, thereforhkis opinions as to the @perties of polypropylene aEEXCLUDED .
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2. Opinions Regarding the Design of Transvaginal Mesh
Also, Dr. Culligan contends that “Boston Scientific’s decision to design and market the
Obtryx incorporating a Type | mesias reasonable and appropriatéd. @t 15). The plaintiffs
challenge Dr. Culligan’s qualifications and the reliability of this opinion.
First, the plaintiffs argue that Dr. Culligan Iacualifications to opine as to the design of
transvaginal mesh. In support, the plaintiffsqado deposition testimony of Dr. Culligan, where
he admits that he is not an expert in design and where he is unable to answer questions concerning
pore size, contraction, and the word “detangemdhich the plaintiffs ontend are “important
design components.” (Pls.” Mem. re: Culligan [Docket 234], at 8-9).
Dr. Culligan states that he is no expert in product design:
Q: Okay. Are you an expert in the design of slings?
A: I’'m not sure quite how to answerath | have never designed one that was
manufactured, but | certdinhave preferences. And as a surgeon | am
certainly an expert on how to implentelesigns. So it's #'s — | hope you

understand there’s a — softan overlap there.

Q: Let me see if | can make it easier. You're not an expert in determining the
appropriate pore size, for example, for slings, are you?

A: Well, as | mentioned earlier today, teg¢ends to be a sarf a classification
system for the mesh products. And thesh products that are available tend
to fall within the pore size that’s thougbitas the Type | mesh material. So
| would not be in a position to determine the pore size of a sling. | don't
manufacture slings.

Q: And that goes back to the fact tlyau're not an expert in biomaterials;
correct?
A: Correct. I'm not ebiomedical engineer.

(Culligan Dep. [Docket 233-3 & 233-4], 826:17-327:24) (objections omitted).Jones | found
Dr. Ostergard, also a urogynecologist, qualiftedtestify about produt design based on his
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knowledge and experiencBee JonesNo. 2:11-cv-00114, [Docked91], at 8-9. However, Dr.
Ostergard had performed sling product desiwork “namely, a polytetrafluoroethylene
suburethral sling in the 1980slong with . . . desigtheory work for AMS[.]"Id. at 9. Here, Dr.
Culligan admits that he lacks experience w#lng design. The fact that he has design
“preferences” as a practicing docto itself does notender him an expert in product design.
(Culligan Dep. [Docket 233-3 & 233-4], at 326:23). Therefor€IND that Dr. Culligan is not
gualified to opine as to product design.

As a result, | do not need to address thalodlty of Dr. Culligans opinion that “Boston
Scientific’s decision to design and market thdr@bincorporating a Type | mesh was reasonable
and appropriate.” (Culligan Repgdbocket 233-2], at 15). It IEXCLUDED .

3. Opinions as to the Obtryx DFU

The plaintiffs also challenge Dr. Culligan’s opinion that “[tihe DFU for the Obtryx
adequately warns of all potent@mplications” and that “[i]t is not appropriate to include rates of
complications for a procedeiin productabeling[.]” (Id. at 16). Dr. Culligan based his opinion on
the adequacy of the Obtryx DFU on “carefullpding the DFU and realizing, with my knowledge
of slings and their potential complications, that the DFU adequately covered them.” (Culligan
Dep. [Docket 233-3- & 233-4], at 259:3-10). Hesa@lnotes that he based his opinion on a
description for use.ld. at 259:19). The plaintiffs argue that. Culligan lacks qualifications to
opine as to the DFU and that his opini@ssto the Obtryx DFU are unreliable.

As for gualifications, Dr. Culligan has dpticipated in the drafting of a DFU.Id at
260:4-5). However, he testified tHad¢ hired a regulatory consultahat wrote the first draft and

that he “then . . . just worked on the specific wording for that documénht&t(260:13—-16). Also,
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he admits that he is “not awrpert in the drafting of DFUs.1d. at 261:5-6). Dr. Culligan further
testifies about his lack of expertise aste inclusion of complication rates in DFUS:
Q: In general, do directions for uselude complications to your knowledge?
A: | — I guess | can’t really answer for directions of usd’m not an expert on
what directions of use are suppodedinclude. I'm thinking about my
knowledge of my own, you know, document and certainly include
information about how to avoid or by the proper use implying how to avoid
complications. | — you know, I'm not sure —
Q: Okay. Fair enough.
A: -- what you want.
(Id. at 305:16-306:8) (objections omitted). Dr. Culligan does not have the “knowledge, skill,
experience, training, or education” to opaeto the Obtryx DFU. Fed. R. Evid. 7@2gln re C.
R. Bard, Inc. 948 F. Supp. 2d 589, 607 (S.D. W. Va. 20{f8)ding Dean Altenhofen, M.D.,
unqualified to opine as to adequaoy warnings). Therefore, FIND that Dr. Culligan is
unqualified to testify as to these opinions. Assule | need not address the plaintiffs’ argument
that Dr. Culligan’'s opinions as to the Obtryx DFU are unreliable. These opinions are
EXCLUDED.
4. Opinions as to theObtryx Patient Brochure
In his deposition, Dr. Culligarestified that he may off@pinions about the Obtryx Patient
Brochure. SeeCulligan Dep. [Docket 233-3& 233-4], a48:13-18). However, he was unable to
state an opinion on the Obtryx Patient Brochui@srdeposition because he was not provided with
a copy of it. Gee idat 155:15-19). Even so, Dr. Culligan included no opinions about the Obtryx

Patient Brochure in his expertp@t. “Under Rule 26, expert regermust contain ‘a complete

statement of all opinions theitness will express and the basis and reasons for theswis v.
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Ethicon, Inc, 2:12-cv-4301, 2014 WL 186872, *17 (S. D. W. Va. Jan. 15, 2014) (citing Fed. R.
Civ. P. 26(a)(2)(B)(i)). In considerg the factor test set forth Hoyle v. Freightliner, LLCit does
not appear that Dr. Culligan’s omissiaas “substantially justified or harmles$d: at *9—-10 (“In
determining whether the nondisclosure of evaders substantially justified or harmless under
Rule 37(c), a district court musbnsider ‘(1) the surprise todlparty against whom the witness
was to have testified; (2) the ability of the pard cure that surprise; (3) the extent to which
allowing the testimony would disrupt the trial; (4¢taxplanation for the party’s failure to name
the witness before trial; and (5) timeportance of the testimony.”) (citingoyle v. Freightliner,
LLC, 650 F.3d 321, 329 (4th Cir. 2011)). Dr. Culligs deposition does not even provide the
specific opinion which Dr. Culligan would offer &tal regarding the brochure. Dr. Culligan’s
testimony as to this matter EXCLUDED . Therefore, | need not adess his qualifications to
opine as to the Obtryx Patient Brochorethe plaintiffs’ rdiability argument.
5. Dr. Culligan’s References to POP

In his expert report, Dr. Culligan writegout POP and the treatment of PC¢q e.g.
Culligan Report [Docket 233-2], at 13). The produdssitie in this case is the Obtryx to treat SUI.
| do not find Dr. Culligan’s references to POP and POP treatments to be materiaDaubwgrt
ruling here. The plaintiffs chaltge his opinions that relate ttee Obtryx and slings generally.

Therefore, the plaintiffs’ Motion to Limihe Opinions and Testimony of Patrick Culligan,
M.D., isGRANTED.

F. Motion to Limit the Opinions and Testimony of Lonny Green, M.D.
In this case, BSC offers Dr. Green to tgstis an expert witrss on (1) common female

pelvic floor disorders; (2) treatment for SUI; (3) treatment options for urge incontinence; (4)
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midurethral slings as the standarfdcare in treatmerdf SUI; (5) treatmentor POP; (6) risks of
pelvic surgery; and (6) specifausation opinions related toetplaintiff, Ms. Hendricks. See
generallyGreen Report [Docket 354-1]). Dr. Greeraiboard-certified urologt and the Director
of the Virginia Women’s Continence Centerdiision of the Virginia Women’s Center, in
Richmond, Virginia. Id. at 1). Dr. Green “treat[s] a wide rangkfemale pelvidloor disorders”
and has “extensive experience with the devicessie in this case, éhObtryx Transobturator
Mid-Urethral Sling.” (d.).

The plaintiffs move to limit or exclude thapinions of Dr. Green, raising three primary
objections: (1) Dr. Green is not qualified to opine on the adequacy of the Obtryx Directions for Use
(“DFU”) and these opinions amot the product of a reliable nmedology; (2) Dr. Green is not
qualified to offer opinions on the significance oé thDA 510(k) clearanceind (3) Dr. Green is
not qualified to offer opinions that the Obtryx does shrink, contract, degrade, or cause systemic
infections and these opinions are methodologicliiyved and lack any reliable baseSeé
generallyPls.” Mem. of Law in Supp. of their Joint Mao Limit the Ops. & Test. of Lonny Green,
M.D. (“Pls.” Mem. re: Green”) [Docket 35p]I review these objections in turn.

1. Obtryx DFU
a. Qualifications

First, the plaintiffs argue that Dr. Greennot qualified to offer opinions on the Obtryx
DFU because he has never written a DFU anddcoat describe the gera requirements for a
DFU during his deposition. (Pls.” Mem. re: Gnefbocket 355], at 5). BS contends that Dr.
Green need not be a warningsregulatory expert “to offer competent, helpful testimony on the

subject of what risks [BSC] should have warageainst for the Obtryx.” (Mem. in Opp. to PIs.’
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Mot. to Limit the Ops. & Test. of Dr. Lonny GreeM.D. (“Def.’s Mem. re: Green”) [Docket 361],
at 2-3).

Author and astronomer, Carl Sagan, popularthecaphorism, “Absence of evidence is not
evidence of absence.” Carl Sagdhe Demon-Haunted World: Science as a Candle in the Dark
213 (1996). Sagan’s aphorism illustrates the logical fallacy that a premise is not necessarily true
merely because it has yet to be proven falsgead, there is often insufficient investigation and
information to come to a conclusive determinatiSagan’s musings are relevant here because for
the first time during these MDLs, the plaintiffsveachallenged the defendant’s attempt to offer
experts seeking to opine on theegdacy of product waings. In the past, | allowed a doctor to
testify that the DFU was inadedadecause it failed to warn agsi risks the doctor observed in
his or her own practice. In contrast, now | mdstermine whether the same kind of doctor is
instead qualified to offer his exggeopinion that the warnings were in fact adequate. There is a
clear distinction. The plaintiffs’ gperts observed dain risks and complicains in their practice
and then sought to opine that those risks shisan@ been included in the product warnings. In the
present case, BSC'’s experts have observed cekiand complications in their practice, which
are warned of in the DFU, and thereforedalee that there are no other possible risks or
complications that should have been included.lamtiffs’ experts addiss a discrete risk which
they have personally observed, while BSC’s etg)@pinions attempt to encompass all possible
risks, none of which they hayersonally obserd. Accordingly, IFIND that without additional
expertise in the specific areagrbduct warnings, a doctor, suab a urologist or urogynecologist,
is not qualified to opine that a product warningsvaaequate, merely becausincluded the risks

he has observed in his own practice.
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In his expert report, DiGreen discusses the risks of pesticgery and statebat “[a]ll of
the aforementioned potential complications are adequately warned of in the [DFU] for the Obtryx
sling.” (Green Report [Docket 354-1], at 16—18). Bireen fails to address the significance of
complications he has not seen in his practiod, \@hich are not warned of in the DFU. In his
deposition, Dr. Green admits he has neverteldsés DFU for a medical device or pharmaceutical.
(Green Dep. [Docket 354-3], &32). Although Dr. Green indites he has “expertise” in the
process of writing patient handouts warning againsg complications, his experience appears to
be limited to his review and distribution of thémedouts, rather than contribution to the drafting.
(Id.). Accordingly, IFIND that Dr. Green is not qualifie® opine on the adequacy of product
warnings, and therefore, his opiniaetated to the Obtryx DFU should B&XCLUDED.
2. FDA 510(k) Clearance

Second, the plaintiffs object to Dr. Green’sropns and testimony regarding the FDA because
he is not an expert on the 510(k) clearancegss. (Pls.” Mem. re: Green [Docket 355], at 7).
However, | need not reach the sedassue in light of BSC’s statement that it does not intend to
elicit testimony from Dr. Green adhe 510(k) clearance processe{Ds Mem. re: Green [Docket
361], at 5-6). Furthermore, even if Dr. Grekres attempt to offer testimony on the FDA 510(k)
clearance process, his testimonyl e inadmissible for two reasonBirst, these opinions were
not present in his expert repddnder Rule 26, expert reports mgshntain “a complete statement
of all opinions the witness will express and thesis and reasons for them.” Fed. R. Civ. P.
26(a)(2)(B)(i). Second, as discussed more fsillprarelated to Dr. Brauer’'s expert opinions and
consistent with those findings, the partiesymat present evidence regarding the FDA 510(k)

clearance process.
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3. Mesh Shrinkage, Degradation, & Infections
a. Qualifications

Lastly, the plaintiffs argue that Dr. Greemist qualified to opinéhat the Obtryx does not
shrink, contract, degrade, or cause systemic tioies because he is natpathologist and “has
never looked at any mesh (explanted from a paterdtherwise) under a microscope.” (PIs.’
Mem. re: Green [Docket 355], at 9). | disagr&enply because Dr. Green has not personally
performed pathology research on polypropylelants does not necessarily render him
unqualified under Rule 702 to offer ons on the suitability athe Obtryx device. An expert
may be qualified by “knowledge, skill, experientaining, or education[.]” Fed. R. Evid. 702.
“One knowledgeable about a particular subject need not be precifeiyped about all details of
the issues raised in order to offer an [expert] opinibhdmas J. Kline, Inc. v. Lorillard, Inc878
F.2d 791, 799 (4th Cir. 1989).

Dr. Green has performed almost 3,000 slingcpdures, and hisligical practice has
“largely focused on the treatment of female urinary incontinence” over the last twenty years.
(Green Report [Docket 354-1], At Green Dep. [Docket 361-3], 390). Further, Dr. Green cites
numerous studies and academic papers throughoakhert report to support his opinion that the
Obtryx is both safe and effective. | theref&i&ID that Dr. Green is qualified to offer the opinion
that the Obtryx mesh does not shrink, contrdegrade, or cause systemic infections.

b. Reliability

The plaintiffs also argue thBtr. Green “has not utilizedhg method — let alone a reliable

method — to reach the conclusions outlined irréyrt.” (Pls.” Mem. re: Green [Docket 355], at

10). Dr. Green plans to testify that he has not seen “evidence ygrppylene degradation,
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systemic infection, or other unexpected reactions” and that ‘Qliteyx has proven to be safe and
efficacious for the treatment of female SUL.” (&neReport [Docket 354-1], at 15). District courts
have “considerable leeway” in applyif@aubert’s reliability factors.Kumho Tire 526 U.S. at
152. Here, Dr. Green’s opinion partially based on the fact that he has observed minimal
complications in his clinical préce. Obviously, this type of opion is not subject to testing or
peer review. Additionally, Dr. Greegxplains that his “clinicaéxperience with the Obtryx is on
par with the findings in [the] studies” hées throughout his expemport. Therefore, FIND Dr.
Green’s clinical experience and rewi of the scientific literature are sufficiently reliable bases in
forming this particular opinion.

In conclusion, (1) Dr. Green’s DFU opiniongaxcluded; (2) BSC has conceded that Dr.
Green will refrain from testifying about the FCBL0(k) clearance process; and (3) Dr. Green’s
opinions on the suitability of the Obtryx are not excluded uridkubert Accordingly, the
plaintiffs’ Motion to Limit the Opinions andestimony of Lonny Green, M.D. [Docket 335] is
GRANTED IN PART andDENIED IN PART .

V. Effect of DaubertRulings

| emphasize that my rulingsxcludingexpert opinions under Rule 702 aDdubertare
dispositive of their admissibilitin these cases, but my rulingst to excludexpert opinions are
not dispositive of their admissibility. In other werdo the extent that certain opinions might be
cumulative or might confuse or mislead theyjuhey may still be excluded under Rule 403 or
some other evidentiary rule. | willka up these issues as they arise.

VI. Conclusion
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To reiterate: The defendant’'s motion wittspect to Plaintiffs’ Experts’ Opinion that
Polypropylene Mid-Urethral Slingére Defective [Docket 227] i®ENIED. The defendant’s
motion with respect to DiMargolis [Docket 237] iSSRANTED IN PART andDENIED IN
PART andRESERVED IN PART. The defendant’s motion with respect to Dr. Trepeta [Docket
235] isGRANTED IN PART andDENIED IN PART . The defendant’'s motion with respect to
Drs. Mays and Gido [Docket 221] SRANTED IN PART and DENIED IN PART. The
defendant’s motion with respect to Dr. Pence [21GRANTED IN PART andDENIED IN
PART. The defendant’s motion with respeo Dr. Barker [Docket 223] iISRANTED. The
defendant’'s motion with respect Br. Ostergard [Docket 217] GRANTED IN PART and
DENIED IN PART. The defendant’s motion with respetct Dr. lakovlev [Docket 225] is
GRANTED. The defendant’s motion with respect to Dr. Blaivas [Docket 23GRANTED IN
PART and DENIED IN PART . The defendant's motion with respect to Dr. Vredenburgh
[Docket 241] isGRANTED. The defendant’s motion with remgt to Dr. Rosenzweig [Docket
251] isDENIED. The defendant’s motion with respéctDr. Walker [Docket 247] iDENIED.
The defendant’s motion to strike the reblutégport of Dr. Shobeiri [Docket 400] SRANTED.
The plaintiffs’ motion with respect to Dr. Spiegelberg [Docket 21RRESERVED IN PART
andGRANTED IN PART . The plaintiffs’ motion with respedb Dr. Badylak [Docket 213] is
RESERVED IN PART andGRANTED IN PART . The plaintiffs’ motionwith respect to Dr.
Winn [Docket 229] iISSRANTED . The plaintiffs’ motion with resgct to Dr. Brauer [Docket 231]
is GRANTED. The plaintiffs’ motion with respect to Dr. Culligan [Docket 233GRANTED.
The plaintiffs’ motion with respeédo Dr. Green [Docket 354] iIGRANTED IN PART and

DENIED IN PART .
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The courtDIRECTS the Clerk to send a copy of thisd@r to counsel of record and any

unrepresented party.

ENTER: OctobeR9,2014
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" UNITED STATES DISTRICT JUDGE

123



