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

CHARLESTON DIVISION

BERTIE FRANKUM,
Plaintiff,
V. CIVIL ACTION NO. 2:12cv-00904
BOSTON SCIENTIFIC CORPORATION,
Defendant.
MEMORANDUM OPINION AND ORDER
(Daubert Motions)
Pending before the court are the following motions brought by the defendant: {@h Mot
to Exclude the Opinions and Testimony of Vivian W. Sung, M.D. [Docket 39]; (2) Motion to
Exclude the Opinions and Testimony of Michael Thomas Margolis, M.D. [Docket(3P]
Motion to Exclude the Opinions and Testimony of Thomas H. Barker, Ph.D. [Docket 44]; (4)
Motion to Exclude the Opinions and Testimony of Jerry Blaivas, M.D. [Docket 46)@¢&pn
to Exclude the Opinions and Testimony of Jimmy W. Mays, Ph.D. [DdeKet(6) Motion to
Exclude the Opinions and Testimony of Russell Dunn, Ph.D. [Docket 56]; (7) Motion to Exclude
the Opinions and Testimony of Peggy Pence, Ph.D. [Docket 57]; (8) Motion to Exclude the
Opinions and Testimony of Scott Guelcher, Ph.D. [Dod&} (9) Motion to Exclude the
Opinions and Testimony of Richard Trepeta, M.D. [Docket 59]; and (10) Motion to Exclude the
Opinions and Testimony of Vladimir lakovlev, M.D. [Docket 62].
Also pending before the court are the following motions brought byptaintiff: (1)

Motion to Exclude the Opinions and Testimony of Gary L. Winn, PfbDcket 45]; (2) Motion
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to Exclude the Opinions and Testimony of Lonny Green, M.D. [Docket 50]; (3) Mation t
Exclude the Opinions and Testimony of Christine Brauer, PfDDcket 52]; (4) Motion to
Exclude the Opinions and Testimony of Jennifer Anger, M.D. [Docket 54]; (5) Motion to
Exclude the Opinions and Testimony of Stephen F. Badylak, D.V.M., Ph.D., M.D. [Docket 61];
and (6) Motion to Exclude the Opinions and Testimony of Stephen Spiegelberg, Ph.D. [Docket
63].

My rulings are set forth below.

l. Background

This case resides in one of seven MDLs assigned to me by the Judicial Panel on
Multidistrict Litigation (“MDL”) concerning the use of transvaginal gizal mesh to treat pelvic
organ prolapse (“POP”) and stress urinary incontinence (“SUI"). In thenddid s, there are
more than 72,000 cases currently pending, approximately 16,000 of which are in the Boston
Scientific Corporation (“BSC”) MDL, MDL No. 2326. In this gecular case, the plaintiff, Bertie
Frankum, was surgically implanted with the Obtryx TransobtunslidrUrethral SlingSystem
(“Obtryx”), a mesh product manufactured by BSC to treat SUl. Ms. Frankoemivesl her
surgery at Cleveland Regional Medical Gann Shelby, North Carolina, on February 9, 2009.
(Am. Short Form Compl. [Docket 11], aj.4he now claims that as a result of the implantation
of theObtryx, she has experienced various complications and injuries. The pladu#&hces the
following claims against BSC: negligence; strict liability for design defeatjufacturing defect,
and failure to warn; breach of express and implied warranties; and punitive da(tthgastb).
The parties have retained experts to render opimegarding the elements of these causes of
action, and the instant motions involve the parties’ efforts to exclude or limit pert&x

opinions pursuant tBaubert v. Merrell Dow Pharm., Inc509 U.S. 579 (1993).



Il. Legal Standard

Under Federal Rule of kdence 702, expert testimony is admissible if the expert is
“qualified . . .by knowledge, skill, experience, training, or education,” and if his testimddy is
helpful to the trier of fact in understanding the evidence or determining a fastue (2 “based
upon sufficient facts or data”; and (3) “the product of reliable principles and métinadg4)
have been reliably applied “to the facts of the case.” Fed. R. Evid. 702. The SupretnkaSou
established a twpart test to govern the admissibjiliof expert testimony under Rule 782he
evidence is admitted if it “rests on a reliable foundation and is relevaaubert 509 U.S. at
597. The proponent of expert testimony does not have the burden to “prove” anything to the
court. Md. Cas. Co. v. T&rmO-Disk, Inc, 137 F.3d 780, 783 (4th Cir. 1998). He or she must,
however, “come forward with evidence from which the court can determine thatatfergut
testimony is properly admissibldd.

The district court is the gatekeeper. It is an impontalg: “[E]xpert withesses have the
potential to be both powerful and quite misleadingl[;]” the court must “ensure thandmglla
scientific testimony . . . is not only relevant, but reliab@gdoper v. Smith & Nephew, In@59
F.3d 194, 199 (4th Cir. 2001) (citingestberry v. Gislaved Gummi AB/8 F.3d 257, 261 (4th
Cir. 1999), andaubert 509 U.S. at 588, 595). In carrying out this role, | “need not determine
that the proffered expert testimony is irrefutable or certainly coretl]ls with all other
admissible evidence, expert testimony is subject to testing by ‘vigorousexasgnation,
presentation of contrary evidence, and careful instruction on the burden of prbofet States
v. Moreland 437 F.3d 424, 431 (4th Cir. 2006) (quotidgubert 509 U.S. at 596%ee also Md.
Cas. Co,. 137 F.3d at 783 (noting that “[a]Daubertdemands is that the trial judge make a

‘preliminary assessment’ of whether the proffered testimony is bo#bkeli . . and helpful”).



Daubert mentions specific facts to guide the court in making the overall reliability
determinations that apply to expert evidence. These factors include (1)ewttethparticular
scientific theory “can be (and has been) tested”; (2) whether the theory “hasubgastesl to
peer revew and publication”; (3) the “known or potential rate of error”; (4) thestexice and
maintenance of standards controlling the technique’s operation”; and (5) whegthechnique
has achieved “general acceptance” in the relevant scientific or expariwuoty. United States
v. Crisp 324 F.3d 261, 266 (4th Cir. 2003) (quotibgubert 509 U.S. at 5934). Despite these
factors, “[t]he inquiry to be undertaken by the district court is ‘a flexiblé fwweising on the
‘principles and methodology’ employeldy the expert, not on the conclusions reached.”
Westberry 178 F.3d at 261 (quotingaubert 509 U.S. at 59495); see also Kumho Tire Co. v.
Carmichae) 526 U.S. 137, 150 (1999) (“[T]he factors identifiedCiaubertmay or may not be
pertinent in assesgnreliability, depending on the nature of the issue, the expert’'s particular
expertise, and the subject of his testimony.”) (citation omitteed; also Crisp324 F.3d at 266
(noting “that testing of reliability should be flexible and ttidduberts five factors neither
necessarily nor exclusively apply to every expert”).

With respect to relevancy, the second part of the analyaifyertfurther explains:

Expert testimony which does not relate to any issue in the case is not ralegant

ergo, nonrhelpful. The consideration has been aptly described by Judge Becker as

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

necessarily scientific validity for other, unrelated purposes. . . . Rule 702’s

helpfulness standard requires a valid scientific connection to the pertigentyi

as a precondition to admissibility.

Daubert 509 U.S. at 591-92 (internal citations and quotation marks omitted).
Ultimately, the district court has broad discretion in determining whethedruot ar

exclude expert testimony, and the “the trial judge must have considerable leedeayding in a

particular case how to go about determining whether particular exgérhaay is reliable.”



Coopet 259 F.3d at 200 (quotingumho Tire 526 U.S. at 152).
[I. Preliminary Matters

Before | review these motions, | begin by addressing a few prelimmatters that affect
many of theDaubert motions. First, both parties consistently challenge experts’ opinions as
improper stat®f-mind or legalconclusion testimony. As | have maintained throughout these
MDLs, | will not permit the use of experts to usurp the jufgst-finding function by dbwing
an expert to testify as to a party’s knowledge, state of mind, or whethey api@d reasonably.
See, e.gInre C. R. Bard, In¢.948 F. Supp. 2d 589, 611 (S.D. W. Va. 2013) (excluding expert
opinions on the defendant’s knowledge, state of mailkged bad acts, failures to act, and
corporate conduct and ethics). The reasonableness of conduct and a pargisstivemn state of
mind “are the sort of questions that lay jurors have been answering without esqstdrece
from time immemorial,”and therefore, these matters are not appropriate for expert testimony.
Kidder v. Peabody & Co. v. IAG Int'l Acceptance Grp., NM. F. Supp. 2d 391, 404 (S.D.N.Y.
1998),In re Rezulin Prods. Liab. Litig309 F. Supp. 2d 531, 546 (S.D.N.Y. 2004) (“Inferes
about the intent and motive of parties or others lie outside the bounds of expert testifony.”)
Likewise, “opinion testimony that states a legal standard or draws actegdlision by applying
law to the facts is generally inadmissiblelhited Sta¢s v. Mclver470 F.3d 550, 562 (4th Cir.
2006). An expert may not state his opinion using “legal terms of art,” such asctidef’
“unreasonably dangerous,” or “proximate causeee Perez v. Townsend Eng’g ,Cs62 F.

Supp. 2d 647, 652 (M.D. Pa. 2008).

1 On a related note, | caution the parties against introducing corporate evidenggh txpert witnesses. Although
an expert ray testify about his review of internal corporate documents saeklhé purpose of elgining the basis
for his opinions—assuming the opinions are otherwise admissilfle may not be offered solely as a conduit for
corporate information. Theiig no reasn why the plaintifrequires an expert to opine on such facts.
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| have diligently applied these rules to previous expert testimony, and | continue t
adhere to them in this case. This does not mean, however, that each objectiorofensitadeor
legalconclusion testimony raised in these motions is valid. But | natl parse the numerous
reports and thousanghge depositions for each expert to determine the validity of these same
objections. Instead, the onus is on counsel to tailor expert testimony at trigbndaece with
the above directive. Therefore, unless otherwise necessary, the remaindsrogfiriton does
not address objections brought against an expert based on impropef-atatd or legal
conclusion testimony.

| also note that several of t®ubertmotions concern expert opinions entirely unieda
to the individual plaintiff at bar. For example, some experts have opined on genktsgeaific
causation with the specific causation portion of the opinion pertaining to waveffsdaother
than Ms.Frankum In addition, the parties filed a total seventeeiaubertmotions involving,
in many instances, duplicative experts. In an effort to remedy this problebtaketed,
duplicativeDaubertmotions, | directed the parties to file disclosures, indicating who, out of the
seventeen challenged exyserthey plan to call at trial for each casge¢Pretrial Order #21
[Docket 64], at 56). Through these disclosures, | hoped to gain a better understanding of the
particular arguments at issue, thereby refining Bgubert rulings for the benefit of the
transferor judge. Rather than aiding the court in this endeavor, however, the parties have
effectively ignored my pretrial order, identifyingll seventeerof the challenged experts as
probable expert withesseS€eBSC’s Disclosure Required by Pretrial Ordet24 [Docket65];

Pl.’s Disclosure Required b¥rretrial Order #21 [Docket 66]). Without guidance from the
parties to the contrary, | have thus limited my review of Dia@bert motions to only those

arguments and opinions related to the instant plaintiff. In other words, | disregardeaig



included in the briefing directed exclusively at other wave plaintiffs and, consggueatevant
to Ms. Frankum’'sase.

Finally, 1 am compelled to comment on the parties’ misuse of my previdaisbert
rulings on several of the experts offered in this c&se. generally Sanchez v. Boston Scientific
Corp., No. 2:12cv-05762, 2014 WL 4851989 (S.D. W. Va. Sept. 29, 20I4§jee v. Boston
Sdentific Corp, __ F. Supp. 3d __ (S.D. W. Va. 2014)yailable at2014 WL 5320566;
Eghnayem v. Boston Scientific Corp. F. Supp. 3d __ (S.D. W. Va. 2014yailable at2014
WL 5461991. The parties have, for the most part, structured Draibert argunents as a
response to these prior rulings, rather than an autonomous challenge to or defense of'an exper
opinion based on its reliability and relevance. In other words, the parties tianmratively
examined each expert’s opinions and have largelylasezd Dauberts core considerations for
assessing expert testimony. Although | recognize the tendency of oy erdentiary
determinations to influence subsequent motions practice, couaspéstations that | align with
these previous rulings when &t with a different record are remiss, especially when an expert
has issued new reports and given additional deposition testimony.

Mindful of my role as gatekeeper of expert testimony, as well as my dutgspett|]
the individuality” of each MDL casesee In re Phenylpropanolamine Prods. Liab. Ljtd60
F.3d 1217, 1231 (9th Cir. 2006), | refuse to enteranbertarguments that simply react to the
court’s rulings inSancheand its progeny. Indeed, | feel bound by these earlier cases only to the
extent that the expert opinions abDdubertobjections presented to the court then are identical to
those presented now. Otherwise, | assess the pdbaediertarguments anew. That is, in light
of the particular opinions and objections currently before me, | assess “whethieasoning or

methodology underlying the testimony is scientifically valid” and “whethat teasoning or



methodology properly can be applied to the facts in isdbaubert 509 U.S. at 5903. Any
departure fronbanchezEghnayemor Tyreedoes not constitute a “reversal”’ of these decisions
and is instead the expected result of the parties’ submission of updated expest aad new
objections to the opinions contained therein.

Having addressed these preliminary matters, | nowttuBSC’sDaubertmotions.

V. BSC’s Daubert Motions

In this case, the defendant seeks to limit or exclude the expert opinions. &idan W.
Sung, Michael Thomas Margolis, Thomas H. Barker, Jerry Blaivas, Jimmy W5, NRaussell
Dunn, Peggy Pence, Scott Guelcher, Richard Trepeta, and Vladimir lakovlev.

A. Vivian W. Sung, M.D.

Dr. Sung is board certified in Obstetrics and Gynecology and is a bodifleder
subspecialist in Female Pelvic Medicine and Reconstructive Surgery. (ESur@@ Report
[Docket 393], at 2). Dr. Sung offers specific causation opinions for the plgiMgf Frankum,
specifically that “[tlhe Boston Scientific Obtryx sling is a substantial contrigutause of Ms.
Frankum’s pelvic pain and dyspareunialdl.(a 6). Dr. Sung reviewed “medical records,
documentation, and literature” in forming her opiniold. @t 4)2 BSC argues that Dr. Sung’s
opinions should be excluded as unreliable.

1. Specific Causation Opinions

BSC argues that Dr. Sung’s specific causation opinions should be excluded because she

failed to conduct a proper differential diagnosis. First, BSC argues thatfffleeerial diagnosis

is unreliable because, in her expert report, Dr. Sung listed the concluding egihair[t]he

2 The court notes that BSas notattached Dr. Sung’s reliance list to her expert report, even though iy vB8ites
that “[tlhe medical records, documentation, and literature that | rediénvpreparation of my opinions are listed in
Exhibit B.” (Ex. C Sung Report [Docket 39], at 4) The plaintiff did not attach Ms. Sung’s report to her response
and instead cited to BSC's attachmeBedPl.’'s Resp. in Opp’n to Def.’§lot. to Exclude Ops. of ViviallV. Sung,
M.D. (“Pl.'s Resp.”) [Docket 79], at 1 n.1). Nonetheless, | find thath @ omission is not material to my ruling.
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Boston Scientific Obtryx sling is a substantial contributing cause of MsikEm’s pelvic pain
and dyspareunia=before she listed the traditional differential diagnosis steps, such asiruling
potential causes and then ruliagt causes. (BSC’s Mot. to Exclude thest. of Vivian W.
Sung, M.D. & Incorporated Mem. of Law (“BSC’s Mot.”) [Docket 39], at 6). Such an angume
is plainly without merit.

Next, BSC contends that Dr. Sung did not finlell potential causes of Ms. Framkis
pelvic pain. In particular, BSC argues that Dr. Sung failed teiruMs. Frankum’s lower back
injury. In a differential diagnosis, “[tlhe alternative causes suggesteddefendant ‘affect the
weight that the jury should give the expert's testimony and not the admissibilithaof
testimony,’ unless the expert can offer ‘no explanation for why she has cahfudalternative
cause offered by the opposing party] was not the sole cébse.Westberry v. Gislaved Gummi

AB, 178 F.2d 257, 2666 (4th Cir. 1999) (citations omitted). Here, Dr. Sung provided such an

explanation:
Q: Did you consider any pain or difficulty that she was feeling in her low
back in the area of her pelvis?
A: | knew that she experienced that, but | did not think that thatwhas

was causing her vaginal pain.

Q: Okay. Well, setting aside vaginal pain from pelvic pain for the time
being, a low back injury, low lumbar spine, could also be a cause of
pelvic pain or pain in the pelvis, correct?

A: A lower back injury could causepelvic pain. | suppose anything is
possible, but that's not that common.

Q: . . . [T]he low back is- portions of the low back are in the area of the
pelvis, correct?

A: Not really. The sacrum, | suppose.



A:

Okay. Now, you had said, is+ did you consider Ms. Frankum’s low
back problems in as a potential cause of her pelvic pain?

No. That would be very low on the differential.

Low back pain would be considered within the potential causes you
would initially rule in if you wee doing a thorough differential diagnosis
analysis, correct?

No. Low back pain and pelvic pain are different.

(Ex. B, SungDep.(Dec. 3, 2014]Docket 392], at 110:18111:6, 111:1724; Ex. 1, Sundep.

(Dec. 3, 2014)Docket 791], at 112:510). Dr. Sung testified that she did not consider Ms.

Frankum’s lower back injury related to the injuries she was evaluatingefd[lJow back pain

and pelvic pain are different.” (Ex., BungDep. (Dec. 3, 2014)Docket 791], at 112:910).

Thus, Dr. Sung’s specific causation opinions are not excluded Draldrertbased on BSC'’s

argument here. BSC may question Dr. Sung on Ms. Frankum’s back injury onr cross

examination.

BSC also argues that Dr. Sung did not ol Ms. Frankum’s levator ani spasms. Dr.

Sungtestified:

Q:

A:

Did you rule out levator ani spasms as a cause of Ms. Frankum’s
dyspareunia?

Levator ani spasms can be associated with dyspareunia, so | think that’s
possible.

Okay. Did you rule that out as a cause of Ms. Frankum’s dyspareunia?
| did not rule it out. Based on Dr. Harris’s report, she doesn’'t have

tenderness, even though she has spasms. However, | do not know 100
percent that they’re not contributing to her dyspareunia.

(Ex. B, SungDep. (Dec, 3. 2014]Docket 392], at 117:16118:1). Even so, “[a] medical

expert’s causation conclusions should not be excluded because he or she has fakedu rul

10



every possible alternative cause of a plaintiff's illneSe& Westberryl78 F.2d at 262 (citation
and internal quotation marks omitted). Dr. Sung need not rule out the levator ani sptstys e
in order to reach the conclusitimatthe Obtryx is “asubstantial contributingause[.]” (Ex. C
Sung Report [Docket 32], at 6 (emphasis addedge idat 7 (reasoning that “Ms. Frankuahid
not have a history of levator spasms prior to the Obtryx sling placement and thuesyater |
spasms are likely the result of chronic vaginal pain due to the Obtryx sling.i§)cértainly
possible that the levator ani spasms contributed to Ms. Frankum’s pain to a lessethext the
Obtryx. BSC’s argument here is an appropriate topic for @ramination, not for exclusion
underDaubert

In her expert report, Dr. Sung described the differential diagnosis process bgesin
in forming her opinions in this case&sde id.at 67). The above two arguments to exclude Dr.
Sung’s specific causation opinions are proper for eeasgnination and are not reason alone to
exclude her testimony und@&aubert Therefore, BSC’s motion with respect to [Bung’s
specific opinions iIOENIED.

2. General Opinions Not Disclosed in Dr. Sung’s Expert Report

BSC also challenges several general causation opinions that Dr. Suligdtestout at
her deposition, but were not disclosed in her expert report. FirstaBfi€s that Dr. Sung is not
gualified to opine as to the design of the Obtryx or the adequacy of its warnings.BSE
argues that two of Dr. Sung’s general opinions should be excluded as unreliablet BSGha
should have manufactured the Obtryx watldifferent resin in light of the MSDS; and (2) that
“the majority of the longerm data regarding safety and efficacy of tmidthral polypropylene
mesh slings actually does not include the Obtryx sling.” (ExSBngDep. (Dec. 3, 2014)

[Docket 39-2], at 171:7-13, 184:11-20).
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The plaintiff concedes in her response, and Dr. Sung concedes in her deposition

testimony, that Dr. Sung is not a general expert in this case:

Q:

Q:

A:

And just to be clear, you've not been asked to provide any opinions in
this case regding Boston Scientific’s manufacturing processes
generally, or its specific manufacturing processes for the Obtryx sing
that right?

That's correct.

And you haven't formed any opinions on the subject of Boston
Scientific’s manufacturing prosses, have you?

No.

And you haven’t been asked to provide any opinions in this case
regarding Boston Scientific’'s design of the Obtryx fardthral sling, is

that correct?

That's correct.

And you’ve not, at least not as of today formed any opinions on those
design features, have you?

No.

Other than perhaps the fact that it's designed to be implanted through the
transobturator?

Correct.

(Id. at 175:25176:23;seePl.’s Resp. [Docket 79], at 3ge alsdx. 1, SungDep. (Dec 3, 2014)

[Docket 791], at 155:15 (“Q: [D]o you intend to testify to any opinions concerning this case

other than those which are outlined in yewsr set forth in your report that we’ve marked here

today? A: | do not.”)). Indeed, Dr. Sung’'s report contains no such general opinions, and,

therefore, EXCLUDE the above general opinions under Rule 26. Fed. R. Civ. P. 26(a)(2)(B)(i).

Rule 26 requires that an expert report “must contain . . . a complete statement ofiatisohe

12



witness will express anthe basis and reasons for them|d. Dr. Sung did not disclose these
general opinions in her Rule 26 report. BSC’s motion with respect to this ma#eANTED .3
3. Conclusion

Thus, BSC’s Motion to Exclude the Opinions and Testimony of Vivian W. Surg, M.
[Docket 39] isGRANTED IN PART (with respect to general causation) @bENIED IN
PART (with respect to specific causation).

B. Michael Thomas Margolis, M.D.

BSC seeks to exclude the testimony of Michael Thomas Margolis, M.D. Dgadlars a
pelvic floor surgeon and urogynecologist who offers general causation opinions tasbisbee
Ex. A, Margolis Report [Docket 40], at 1-26). BSC argues that his opinions are unreliable
because he failed to consider contrary scientific literature and fallpdovide any scientific
basis for his other opinions. Also, BSC argues that Dr. Margolis seeks to offer opinyonsl be
his expertise.

1. BSC Argues that Dr. Margolis Failed to Consider Contrary Scientific Studes
in Forming His Opinions

An expert’'s opinion may be unreliable if he fails to account for contrary satentif
literature and instead “selectively [chooses] his support from the $icidatidscape.”In re
Rezulin Prods. Liab. Litig.369 F. Supp. 2d 398, 425 (S.D.N.Y. 2005) (quotations omittgtf). “
the relevant scientific literature contains evidence tending to refute the’sxpedry and the
expert does not acknowledge or account for that evidence, the expert’s opinion is edreliabl
Id.; see also Abarca v. Franklin Cnty. Water Dis%61 F. Supp. 2d 1007, 1066 n.60 (E.D. Cal.

2011) (“A scientist might well pick data from many different sources to sereecsnstantial

3 Despite herconcession that Dr. Sung is not a general expert in this case, thiffptenertheless providea
response to BSC'’s arguments, stating that “if BSC brings thesa ispuduring trial through questis to Dr. Sung
as it did during her deposition, Dr. Sung should not be precluded firoviding respases to BSC'’s inquiries.”
(Pl.’s Resp. [Docket 79], at 3). | decline to analyze such hypothetical contentions.
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evidence for a particular hypothesis, but a reliable expert would not ignore godata,
misstate the findingsfathers, make sweeping statements without support, and cite papers that
do not provide the support asserted.” (quotations omitt&iy)bert v. Eli Lilly & Co, CIV 06

0874 JCHI/LFG, 2009 WL 2208570, at *14 n.19 (D.N.M. July 21, 2@0RJ, 647 F.3d 1247

(10th Cir. 2011) (“[A]ln expert who chooses to completely ignore significant contrary
epidemiological evidence in favor of focusing solely on-epidemiological studies that support

her conclusion engages in a methodology that courts find unreliable.”).

a. Opinion that Polypropylene Midrethral Slings Are Not Safe and Effective
for SUI

BSC argues that Dr. Margolis’s opinion that polypropylene-unathral slings are not
safe and effective for the treatment of SUI is unreliable because hesdgpeeireviewal
literature indicating otherwise. | do not doubt that Dr. Margolis looked at constagjes.
However, his method may be unreliable if he failed to provide a scientific basigjéoting
those studies.

In the expert materials before the court in tase, Dr. Margolis provides a sufficiently
thorough explanation as to why he discounted certain literature, including discusfsimas in
corporatesponsored studiesSée, e.g.Ex. A Margolis Report [Docket 40], at 21; Ex. C
Margolis Dec. 28, 2014 Dep. [Docket &), at 218:9219:20, 232:211). In her response, the
plaintiff also cites to articles in support of Dr. Margolis’s explanatioRl.ls Resp. in Opp’n to
BSC’s Mot. to Exclude the Ops. & Test. of Michael Thomas Margolis, M.BL.’§* Resp.re:
Margolis”) [Docket 80], at ). Moreover, Dr. Margolis’s report particularly describes his basis
for rejecting theNilssonstudy. (Ex. A Margolis Report [Docket 4Q], at 21). Therefore, | do
not exclude Dr. Margolis’s opinion based on reliabilityS@s motion with respect to this

opinion iSDENIED. Whether Dr. Margolis’s reasons for rejecting certain studies are azaurat

14



whether Dr. Margolis inconsistently applies these reasons to the lieeea®iappropriate topics
for crossexamination.

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

BSC next challenges Dr. Margolis’s opinion that there is a greater @8arcdmplication
rate of pain in women with polypropylene mesh and slings. BSC contends that he failsde provi
a scientific basis for disagreeing with studies that find lower pain ratesM&rgolis merely
discounts those studies “[b]ecause that’s not what [he] ha[s] seen, read, studieddplserve
that’s not biologically plausible.”SeeEx. E, Margolis Dep. (Jan. 6, 2014) [Docket-2|) at
239:11-13).

In his deposition, Dr. Margolis acknowledges that contrary studies eses, il.at
239:2-6), and | do not doubt that Dr. Margolis reviewed contrary studies. However, his
methodology maype flawed if he does not provide an adequate explanation for why he disagrees
with those studies. The plaintiff has failed to identify such an explanation irabes therefore,

Dr. Margolis’s opinion that more than 50% of women implanted with mestrierpe pain is
EXCLUDED as unreliable. This aspect of BSC’s motioGRANTED.

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

BSC also challenges Dr. Margolis’s general opinions that complicationsnremwavith
polypropylene mesh products are high. BSC contends that Dr. Margolis disregards literature
revealing single digit dyspareunia complication rates without sufficient eatmban In his
deposition, Dr. Margolis discounts these studies by alleging that the comoplcaire
underreported, that the studies are inaccurate, and that the data is possitdyethbfd. at

241:1220). Moreover, Dr. Margolis explains that, when forming his opinion about the

15



complication rates of a medical procedure, he “give[s] the berfefiteodoubt to the patient.”
(Id. at 259:89). In other words, he “assume][s] the wetsse scenario” and errs on the side of
opining as to a higher complication rate to better protect a paterat 59:11-19). “[G]iv[ing]

the benefit of the doubt tthe patient” is not a reliable, scientific basis for determining the
complication rates associated with a mesh devide.a( 259:89). The plaintiff has failed to
demonstrate that Dr. Margolis has sufficient scientific support to opine as &geererbzed
statements. Therefore, this testimony BXCLUDED, and this part of BSC’s motion is
GRANTED.

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

BSC also argues that Dr. Margolis failed to provide any scientific basis $oother
opinions and that he based these opinions on his personal experience alone. The plaintiff does
not address the majority of BSC’s arguments here. Instead, in a generadizieo f she states in
a paragraph that Dr. Margolis should &llowed to testify about his personal experieneg’s(

Resp. re: Margolis [Docket 80], at 14). BSC interprets such a response as thef'glaintif
concession.

| decline to raise counterarguments for the plaintiff when she has faibbress BSC’s
arguments in her briefing. Dr. Margolis may not solely rely on his personatvalises,
especially when he seeks to provide broad opinions, such as the infetéidn women with
mesh.See Daubert509 U.S. at 592 (stating that Rule 702 permits “an expert [to offer] wide
latitude to offer opinions, including those that are not based on firsthand knowledge or
observation” due to the “assumption that the expert’'s opinion will have a reliableirbdises
knowledge and experience of his discipline”). “Proposed testimony must be supported by

appropriate validationr-i.e., ‘good grounds,’” based on what is knowHd” at 590. The plaintiff
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has not “come forward with ewtice from which the court can determine that the proffered
testimony is properly admissibleMd. Cas. Co. v. Then®-Disk, Inc, 137 F.3d 780, 783 (4th

Cir. 1998). Therefore, the following opinions from Dr. Margolis B¥CLUDED : (1) that the
Burch procedure is more effective than polypropylene mesh dli(®sthat Xenform slings are
more effective than polypropylene slings; (3) that the infection rate of polyler@pmesh is up

to 100%; (4) that the complication rate of urethral obstruction is greater than 10f6 wit
polypropylene mieurethral slings; and (5) that he has removed 10 to 15% of BSC products.
These portions of BSC’s motion &aBRANTED .°

Unlike the above opinions, the plaintiff appears to respond to BSC’s argument
concerning Dr. Margolis’s opinion about a lack of scientific support for the use of. hmekis
report, Dr. Margolis opines that there is a lack of sound scientific data supportingetio¢ us
mesh in the treatment of both SUI and POP. (Ex. A, Margolis Report [Dockdt 4021). krst,
| EXCLUDE this opinion with respect to POP because it is irrelevant to this SUf case.

As for the reliability of this opinion with respect to SUI, BSC contends that Dr.
Margolis’s opinion should be excluded because Dr. Margolis contradicted himsel§) dhisi
deposition. In response, the plaintiff argues that BSC misinterprets Drolidarghe plaintiff
contends that Dr. Margolis merely opines that there is a laldagftermdata. Contradictions in
testimony should be addressed on cmsaminatio. See Daubert509 U.S. at 596 (“Vigorous

crossexamination, presentation of contrary evidence, and careful instruction on the burden of

4 See suprp. 7.

51 have previously excluded opinions (2) through (5) on reliability groudaschez v. Boston Scientific Cor§o.
2:12-cv-05762, 2014 WL 4851989, at *18B (S.D. W. Va. Sept. 29, 2014l)yree v. Boston Scientific Corp. F.
Supp. 3d __, *142 (S.D. W Va. 2014) available at2014 WL 5320566see Eghnayem v. Boston Scientific Corp.
__F. Supp. 3d __, *123 (S.D. W. Va. 2014)vailable at2014 WL 5461991 (addressing only opinions (3) and
(5))

51 note that BSC'’s motion only challenges this opinion with respect to B3IC’'s Mem. of Law in Supp. of its
Mot. to Exclude the Ops. & Test. of Michael Thomas Margolis, M.D. (“BSem. re: Margolis”) [Docket 41 at

6). However, the plaintiff in her response and BSC in its reply argue a@&dftiad challenged this opinion with
respect to POP as well.
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proof are the traditional and appropriate means of attacking shaky but admigsiefece.”);In
re Paoli R.R. Yard €B Litig., 35 F.3d 717, 749 (3d Cir. 1994) (“[E]valuating the reliability of
scientific methodologies and data does not generally involve assessitrgthifielnessof the
expert witnesses. ..”). Therefore, | do not exclude Dr. Margolis’s opinion otaek of long-
termdata on reliability ground$Therefore, BSC’s motion regarding this opiniotGRANTED
in part, with respect to Dr. Margolis’s opinion on this matter concerning POPDBNMNED in
part, with respect to Dr. Margolis’s opinion émis mater concerning SUI
3. BSC Argues that Dr. Margolis’s Opinions are Outside His Area of Expertise

BSC argues that Dr. Margolis offers opinions outside the scope of his catadifis on
“(1) biomaterials; (2) polypropylene degradation; (3) chronic foreign Ipedgstion; (4) adequate
pore size; (5) adequate weight of polypropylene; (6) biocompatibility of polylaogy (7)
medical device design and development; and/or (8) marketing.” (BSC's Mem.argolM
[Docket 41], at 15). In her response, the plaintifftas that “[tjo the extent that Dr. Margolis’
opinions regarding biomaterials, medical device design, development, and markeingsale
of his expertise and experience, Dr. Margolis will be instructed to limit hisaypiand avoid
these areas. Howey; Plaintiffs’ [sic] stipulation is only as to these limited areas outside of his
expertise.” Pl.’s Resp. re: Margolis [Docket 80], at 14).

In its reply, BSC states that this concession is “unclear[.]” (BSC's Méiraw in Reply
to Pl.’s Opp’n to Def.’s Mot. to Exclude the Ops. & Test. of Michael Thomas Margolis, M.D.

[Docket 94], at 5). | find that the plaintiff's response explicitly calesethat Dr. Margolis will

" The plaintiffs in prior cases have responded to this same challenge in a tiffererSee Sanchez v. Boston
Scientific Corp. No. 2:12cv-05762, 2014 WL 4851989, at *14 (S.D. W. Va. Sept. 29, 20Iyee v. Boston
Scientific Corp. __ F. Supp. 3d __, *9 (S.D. W. Va. 2014yailable at2014 WL 5320566Eghnayem v. Boston
Scientific Corp.__ F. Supp. 3d __, *11 (S.D. W. Va. 201#jailable at2014 WL 5461991. Instead of focusing on
long-term data, those plaintiffs informed the court that Dr. Margolis nepieied that there waso data supporting
the benefits of polypropylene mesh, bustj that there was noredible data on this subject. In those cases, |
excluded Dr. Margolis’s opinion because “it [was] still unclear whyNbargolis believe[d] th[o]se studies lack[ed]
credibility.” Sanchez2014 WL 4851989, at *14.
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not offer opinions on topics 1, 7, and 8 listed by BSC. Further, the remaining topics 2 through 6
fit within at least one of the categories listed by the plainfiff.’§ Resp. re: Margolis [Docket

80], at 14). In terms of the concession’s qualifying language-to the extent these subjects are
outside of Dr. Margolis’'s expertise, “Dr. Mgolis will be instructed to limit his opinion and
avoid these areas,id()—the court declines to engage in analyzing the plaintiff's intentional
ambiguity. The plaintiff fails to provide any argument addressing how DrgdHaris an expert

on any of theabove subject matters, beyond the basic assertion that “Dr. Margolis is an
established urogynecologist with years of experience with pelvic nresligis.” (d.). | need

not make such arguments for them. Therefore, this aspect of BSC's m@&BANTED.

4. Opinions Offered by Dr. Margolis That Were Not Disclosed in His Expert
Report

Finally, BSC argues that Dr. Margolis seeks to offer opinions that were ntisgiddn
his expert report and that Dr. Margolis seeks to discuss materials that atvarigedto in his
expert report. Rule 26 requires an expert report to contain “a complete statérakmipinions
the witness will express and the basis and reasons for them[.]” Fed. R. Civa)2)2Bj(i). The
plaintiff does not provide a response to this argument.

First, BSC notes that Dr. Margolis’'s expert report does not include his opinions “on the
preferred weight of mesh and immune system response[.]” (BSC’s Memargolis [Docket
41], at 17). | disagree. In his report, Dr. Margolis notes several ®@80Gments discussing the
weight of mesh and other mesh design featu®seHEx. A, Margolis Report [Docket 40], at
11-13). Then, Dr. Margolis states:

| agree with the statements made from Boston Scientific in its 2012 National

Sales Meeting memo in thaolypropylene mesh is not inert within the body,

mesh shrinkage of up to &BD% occurs, surface area is directly related to

subsequent infection and complicatipasreduction in materials that come in
contact with the body reduces foreign body react@md complicationsnerve
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destruction by mesh leads to chronic pain, and that shrinkage of connective
tissue formation (scarring and bridging) leads to complications including pain.

(Id. at 13 (emphasis added)). Thus, | find that Dr. Margolis’s opinions on the weight of mesh and
the associated complications are sufficiently disclosed. | decline todexhis opinions on this
matter on Rule 26 grounds.

BSC also argues that Dr. Margoliged at his deposition “to a power point presentation
and over 16 new articles that were not included in his report or the attachments"tiB&CE’s
Mem. re: Margolis [Docket 41], at 17). BSCtaathes to its motion a list of five deposition
transcripts, one 1$. Patent Publication, thirty six BSC documents, and forty sarentific
articles that were not included in Dr. Margolis's expert report or reiph list. (Ex. G,
Margolis Nondisclosure List [Docket 42, at £6). Testimony on direct examination using such
undisclosed sources as support for his opinio®SXSLUDED on Rule 26 grounds. However,
the court notes that the following articles that BSC alleges were not disclasenh dact,
included in Dr. Margolis’s reliedipon list: (1) Feiner, B., et alaginal Mesh Contraction:
Definition, Clinical Presentatiomnd Managemeni2) Maher, C., et alSurgical management
of pelvic organ prolapse in womefseeEx. A, Margolis Report, [Docket 40], at Appendix C).
Dr. Margolis’s testimony on these two articles is not excluded uDaebert®

Therefore, | find thatsuch aspect of BSC’'s motion SRANTED IN PART and
DENIED IN PART .

Therefore, for the reasons stated abov8RIANT in part andDENY in part BSC’s

Motion to Exclude the Opinions and Testimony of Michael Thomas Margolis, M.D. [Docket 40].

8 BSC also states that any opinions that Dr. Margolis based on Lauraimksgé¢position should be excluded
because the transcript “was not produced and plaintiffs’ [sic] counsédl wotiagree to produce it.” (BSC’'s Mem.

re: Margolis [Docket 41], at 18)l decline to exclude these opinions on Rule 26 grounds. Laura Angelini's
deposition is listed in Dr. Margolis’s reliaghon list attached to his Rule 26 expert report. (Ex. A, Margolis Report
[Docket 401], at Appendix C). Whether or not the plaintiff's counsel willypde BSC with this transcript is a
discovery matter.
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C. Thomas H. Barker, Ph.D.

The plaintiff offers Dr. Barker as a biomaterials expert. He seeks to tastify general
opinions, such as those related to the biocompatibility of polypropylene mesh, mestategr
scar formation, mesh design, and mesh test®eelx. D, Barker Report [Docket 44-1], at#)-
BSC argues that Dr. Barker's opinions are unreliable because he lacksesufficientific
support and because his opinions are litigation driven. BSC also contends that Dr. 8arker |
unqualified to opine on polypropylene generally and on design and testing. In formeing hi
opinions, Dr. Barker relied upon the scientific literature, his experience, arpbraty
documents.See idat Ex. B (reliedupon list)).

1. Reliability
a. Opinion on a Mechanical Mismatch Between Mesh and the Human Body

Dr. Barker opines that there is a mechanical mismatch between vaginal tissB8@nd
mesh. Gee, e.gEXx. D, Barker Report [Docket 44], at 5). | find this opinion to be unreliable. In
comparing the elastic moduli of vaginal tissuehattof mesh in order to support his opinion as
to a mismatch, Dr. B&er relied on a study finding six to sevkitopascals for vaginal tissue.
(Ex. E, Barker Dep. (Dec. 15, 2014) [Docket 44-1], at 84:13-16). However, he admits that he has
no scientific basis for forming a kilopascal number for BSC médha{ 105:3-14). Moreover,
Dr. Barker admits that, although “[t]here’s significant evidence inntfeglical literature that
there are regimes that the mesh is not mechanically matched with vaginal tisgsbe studies
were never done, so we can’t say for suréd’ &t 108:1622). He also testifies that “there’s
certainly data to suggest that the mesh gets significantly stiff under loatidoutoncedes that,
“without proper testing, it's everyone’sigss.” (d. at 111:1314). Such an opinion rests on an

unreliable basis. To the extent that Dr. Barker merely opines that vagsasale tiand

21



polypropylene mesh are not composed of the same material, such an opinion is not helpful to a
jury. Dr. Barker’'s omion that a mechanical mismatch exist&§ WCLUDED .

b. Opinions on the Clinical Significance of His Mechanical Performance
Findings

Dr. Barker’s opinions on the clinical consequences resulting from the alleged ncethani
mismatch between the mesh and the human bodgX@ UDED as unreliable as wellSge,
e.g., Ex. D, Barker Report [Docket 44, at 6-7). His opinion on the mechanicalismatch
generally is excluded, and, thus, any derivative opinions of such are also uaréialBarker
testified that testing would need to be done in order to determine the effect thmgtlam may
have in vivo. §eeEx. E, Barker Dep. (Dec. 15, 2014) [DocketH¥4at 97:2+1). However, he
also states that no one has performed this testing for transvaginal ®eshd@t 98:2-7).
Concluding that mesh degrades, deforms, or causes scarring in the human body based on
speculation that there is a nmanical mismatch between vaginal tissue and BSC mesh fails to
survive Daubert scrutiny. Moreover, in forming these in vivo opinions, Dr. Barker relied on a
mesh study performed ex vivo, where the authors explicitly state thatstiuely does not
conclusiely reveal the mesh’s behavior in the human bo8geEx. F, Shepard, JP et al.,
Uniaxial Biomechanical Properties of Seven Different Vaginally Implanted Mesheslfoc P
Organ Prolapse 23 Int’l Urogynecology J. 613, 619 (2012) [Docket-&8(stating tlat “the
experimental setup allows us to draw only preliminary conclusions about the vagshest)).
Such opinions are too speculative to be deemed reliable Dadéert

Moreover, with respect to mesh deformation in particular, BSC challenges Rer'Bar
opinion that BSC testing revealed approximately 35% to 52% of deformation meth
samples. (Ex. E, Barker Dep. (Dec. 15, 2014) [Docket]44t 135:14136:3). Dr. Barker bases

this opinion on a BSC email. However, when questioned about this piBarker admitted
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that he is unsure whether this testing was done exclusively on BSC pro8eetsdat 137:15
138:2). This deposition testimony further reveals the unreliability of Dr. Barkesthodology.
BSC’s motion with respect to Dr. Barker&gpinions on the clinical effects of a mechanical
mismatch between BSC mesh and vaginal tissSGRBNTED .°

In conclusion, BSC’s Motion to Exclude the Opinions and Testimony of Thomas H.
Barker, Ph.D. [Docket 44] GRANTED .10

D. Jerry Blaivas, M.D.
Dr. Blaivas is a pelvic surgeon and urologi§eéEx. A, Blaivas Obtryx Report [Docket

46-1], at 3)! 12 The plaintiff offers Dr. Blaivas to opine as to general causation. He seeks to

9 1In her response, the plaintiff contends that BSC does not challendgaiXer's opinions “that the mesh used in
the BSC products was not designed to maintain its properties wheadpglacthe body” and that the
“biocompatibility of a specific biomaterial is specific to a particular areta@body, which will respond in its own
particular fashion.” (Pl.’'s Opp’'n to Def. BSC's Mot. & Mem. ofwan Supp. to Exclude Ops. & Test. of Dr.
Thomas Barker, Ph.D. [Docket 76], at 11). However, this statement iséotoBSC addresses these two opinions
in its original motion, when challenging Dr. Barker’'s opinions on theicelinsignificance of a mechanical
mismatch.

10 As for qualifications, DrBarker holds a Ph.D. in biomedical engineering and is currently on thigyfata joint
department within the Georgia Institute of Technology and Emory Wsifyeschool of Medicine. He states in his
expert report that his research focuses on

the effects of mechanical forces and tissue/material mechanical propegiestifiness) on the
host response. | am trained and have extensive expertise in the evaldab@material
mechanical properties, biomaterial/implant design, the foreign body esponse, and human
tissues under repair and fibrosis, including analyses of cell/moldsiolagical outcomes.

(Ex. D, Barker Report [Docket 44, at 3). Dr. Barker conducted postdoctoral research focusing on “exptbeng
mechanisms of biomaterial assated fibrosis (e.g. the foreign body responseéjl.” gt 2). Additionally, Dr. Barker
has authored several book chapters andsgewed articles.Id. at 3).

| do not doubt Dr. Barker’s qualifications in the field of biomedicalieegring. However, | need not address them
because | find Dr. Barker's opinions to be unreliable. Even if an expdighly qualified, an analysis of the
reliability of that expert's methodology is requiré@ke Daubert509 U.S. at 597 (explaining that the Federal Rules
of Evidence “do assign the trial judge the task of ensuring that an expestimony both rests on a reliable
foundation and is relevant to the task at hand”). Qualifications alon®iguarantee reliabilitySee Hoffman v.
Monsanto Cq.No. 2:05¢cv-00418, 2007 WL 2984692, at*8 (S.D. W. Va. Oct. 11, 2007) (excluding opinions of a
“very qualified” expert because the basis for the testimony was unrelidp]a) order to qualify as ‘scientific
knowledge,’ an inference or assertion must be derived by the scientifiodriEDaubert 509 U.S. at 590.

11 BSC has attached sevedd|Dr. Blaivas'sexpert reports to their motion, only one of which applies to this case.
(SeeEx. A, BlaivasObtryx Report [Docket 44l], at 1 (report which “RELATES TO: ALL BOSTON SCIENTIFIC
WAVE | AND Il CASES INVOLVING AN OBTRYX SLING")).
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offer several opinions, including those related to the complications assocathd
polypropylene mesh slings and the Obtryx, the safety and efficacy dfetignslings as
compared to nemesh procedures, and BSC’s warnings to physicians and pat&egsid@at 3
5). BSC argues that Dr. Blaivas’s testimony should be excludediahiliy and qualifications
grounds*3

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

BSC challenges Dr. Blaivas’s opinion that polypropylene-un&thral slings are not safe
in the treatment of SUI. BSC first contends that such an opinion is unreliable becaBkevas
formed this opinion based on his subjective belief. However, th# ©eed not evaluate such an
argument becauseBXCLUDE Dr. Blaivas’s opinion based on BSC’s second arguméimat,
in forming this opinion as a trial expert, Dr. Blaivas applied standards diffédran those he
applies in his medical practice. In his deposition, Dr. Blaivas was confrontec siaitement he

had previously made in a pemviewed article that contradicts his safety opinion proffered in

12 Neither BSC nor the plaintifaittackes Dr. Blaivas's reliancdist to his Obtryx expert report, ¥en though Dr.
Blaivas writesthat, “[ijn addition to the references included herein, an Indeattached hereto and by reference
made a part hereof. Please see ExHiliitattached.” (Ex. ABlaivasObtryx Report [Docket 4€L], at 22) There is
an Exhibit C reliancdist attached to Dr. Bivas’s expert repoffor the case oBarden, et alv. Boston Scientific
Corp,, Case No. 2:1:8v-05091 which BSC also attached to its motion in the instant.o@e=Ex. C Blaivas
BardenReport [Docket 44L], at Ex. C). However, the court is uncleartawhether thaparticular reliancdist also
applies to Dr. Blaivas’s Obtryx report. Nevertheless, Dr. Blaiveefarencelist for the Obtryx report lists several
sources and studies that lemsidered. $eeEx. A, Blaivas Obtryx Report [Docket 48], at 1721 (reference list for
Obtryx report)). Thus, the court finds such lack of additional redidistto have no effect on its decision here.

13n its motion, BSC states that it

incorporates by reference its arguments against Dr. Blaivas’s genesaticawpinions stated
in its earlierDaubert motion, Case No. 2:12v-08633, Dkt. No. 239 and anticipates that the
Court will reach the same conclusions here. Boston Scientificesses Dr. Blaivas’s general
causation opinions to the extent Dr. Blaivas's testimony has highlightittiomal
methodological flaws and to identify opinions that the Court has extladd should exclude
again.

(BSC's Mot. & Mem. of Law in Supp. to Excledhe Ops. & Test. of Jerry Blaivas, M.D. (“BSC’s Mot.”) [Docket
46], at 2).However, anew expert report and new deposition testimony of Dr. Blaavadefore the court in this
case. As | state above, counsel's expectations that | align with rayigusrulings when faced with a different
record are remiss.
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this case—namely, “The etiology of mesh sling complications is a matter of conjectie. N,
BlaivasDep.(Dec. 15, 2014)Docket 461], at 392:812). Dr. Blaivas explains that “I phrase my
words differently in the peaeviewed literature than | do in the legal literature because it's two
different sets of rules.”ld. at 391:2024). He states, “I can offer a different opinion with a
reasonable degree of medical certainty than | can in ther@a@ewed literature which requires,

in my judgment, a higher degree of certainty than a reasonable detfeat’301:14-19).

The Supreme Court has said that Hft] objective of [theDaubert gatekeeping]
requirement . . . is to make certain that an expert, whether basing testimony uposiqiralfes
studies or personal experience, employs in the courtroom the same levell@dtudéeligor that
characterizes the practice of an expert in the relevant fieldhtho Tire Co., Ltd. v. Carmichael
526 U.S. 137, 152 (1999). Although the plaintiff attempts to persuade the court otherwise, the
above deposition testimony plainly reveals that Dr. Blaivas employsdrgslectual rigor in
forming this opinion as an expert witness than he employs when writing studisdiglichiSuch
admission renders Dr. Blaivas’s methodology unreliable. As a result, BSO@moth respect
to this opinion iISGRANTED .14

2. Opinion on Designof Polypropylene Mesh Slings

Next, BSC challenges Dr. Blaivas’s opinion on the design of polypropylene mesh sling
(BSC’s Mot. [Docket 46], at 9 (quoting Ex., ®btryx Report [Docket 44], at 6 stating, “A
permanent implantable device, such as they@btbtryx Curved and Obtryx Halo, should not
have been designed for placement in a surgically contaminated field . BSQ)contends that
this opinionshould be excluded because (1) “Dr. Blaivas has no specialized training or education
that qualifieshim to offer opinions on product design,” (2) “he has no experience implanting an

Obtryx,” and (3) “[tjhe Court has previously held that Dr. Blaivas is not fig@lio opine on

¥ See supra. 7.
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product design, and the court should exclude his design opinions hérat’&9 (citing court’s
prior order)). Although BSC's third contention is ndDaubertargument, | agree with BSC that
Dr. Blaivas lacks qualifications to be deemed an expert in the design of a medical. d he
plaintiff contends that Dr. Blaivas’s sucgl experience with similar slings renders him qualified.
(P1’s Opp’n to BSC’s Mot. & Mem. in Supp. to Exclude the Ops. & Test. of Jerry Blaivas, M.D.
(“Pl’s Resp.”) [Docket 81], at 10). However, this experience alone insufficiently issiablhis
desgn qualifications. Thus, his opinions related to product desigeX@@. UDED .

3. BSC Alleges that Dr. Blaivas Seeks to Offer Opinions Outside Area of
Expertise

BSC argues that Dr. Blaivas seeks to offer opinions on mesh shrinkage, tiegraual
the MSDS hat are outside his area of expertid8bove, | exclude Dr. Blaivas’s opinion that
polypropylene mieurethral slings are not safe in the treatment of SUI on reliability grounds.
Therefore, | need not address Dr. Blaivas’s qualifications on shrinkage guadiaigon.

As for the MSDS, BSC seeks to exclude Dr. Blaivas’s opinion that “[t]he polypropyle
mesh used in the Obtryx, Obtryx Curved and Obtryx Halo was never meant to betéapla
inside the human body per the applicable Material Safety Data She&DEN” (Ex. A Blaivas
Obtryx Report [Docket 48], at 5). The plaintiff fails to respond to this argument, and | presume
that the plaintiff concedes that Dr. Blaivas will not offer such an opinion atltdatline to raise
counterarguments on their behalf. Thus, BSC’s motion with respect to Dr. BlaM&DS
opinion iISGRANTED.

4. Specific Causation

Although BSC argues that Dr. Blaivas’s specific causation opinions should belexcl

Dr. Blaivas is not a specific causation expert in this c&eeRl.’s Resp. [Docket 81], at 1 n.1).

Therefore, BSC’s motion with respect to this mattédENIED .
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5. Conclusion

Thus, BSC’s Motion to Exclude the Opinions and Testimony of Jerry Blaivas, M.D.

[Docket 46] isGRANTED IN PART andDENIED IN PART .
E. Jimmy W. Mays, Ph.D.

Dr. Mays is a Distinguished Professor of Chemistry at the University of $se@avho
offers general causation opinions on the following issues: (1) the chemigatust and
properties of polypropylene; (2) degradation of polypropylene by thexwative processes
and in vivo; and (3) the effect of in vivo degradation on the polypropylene implant. Dr.Mays’
opinions are based upon his experience, knowledge, and references to scientifizeliterat
Additionally, Dr. Mays tested the chemical aneérthal properties of seven BSC pelvic repair
meshes, including theObtryx, and compared the results to four commercial isotactic
polypropylene resins. Specifically, BSC takes issue with Dr. Makssrtogravimetric analysis
(“TGA”), which is a common methodised for studying the thermaxidative stability of
polymers?®®

BSC seeks to exclude Dr. Mays’s opinions based on his TGA because they are unreliable
and irrelevant. By way of background, Dr. Mays performed TGA on seven exsmplie air
and comparedheir thermeoxidative stability to that of four commercial polypropylene resins,
all of which were stabilized with antixidants (Ex. B, Mays Report [Docket &], at 17). Dr.
Mays also removed the amxidants from one Pinnacle exemplar to examine hwosvrhesh
degraded without stabilizationd(). Dr. Mays’s results showed that all of the resins degraded in

a similar manner.Iq.). Specifically, the specimens started to degrade aroune?238Qdegrees

15 As an initial matter, BSC attempts to incorporate by referencBatshert objections to Dr. Mays’'s general
causation opinions offered iBanchez v. Boston Scientific Cof@SC does not inform the court what these
objections are or attach ti8anchemotion. Further, the expert report offeredSancheavas authored by both Dr.
Mays and Dr. Gido and is not identical to the report offered in the presantAecordingly, | Wl not address the
objections made iBancheand instead rule solely on the issues currently before me.
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Celsius and nearly completely degraded at 400 de@ekssus. [d.). Dr. Mays noted that the
Lynx product showed slightly better thermal stability than the othlek$. Based on this testing,

Dr. Mays concludes that arakidant stabilizers delay therraxidative degradation, but do not
eliminate it; theefore, polypropylene will always degrade in an oxidative environment like the
human body.I¢l. at 43).

First, BSC argues that Dr. Mays’s opinions should be excluded because his TGA did not
replicate the in vivo environment. Specifically, BSC points owait thr. Mays's TGA was
conducted at temperatures well over 200 degrees Celsius when the human body is only
approximately 37 degrees CelsiuSeéBSC’s Mem. of Law in Supp. of Its Mot. to Exclude the
Ops. & Test. of Jimmy W. Mays, Ph.D. (“BSC’s Mem. re: ggy[Docket 51], at 7 (“TGA
merely demonstrates that if you subject a plastic to a high enough tempenaair, it will
degrade.”)). In response, the plaintiff explains that TGA is “not intended tocntimaiin vivo
environment,” but instead “is used asmodel and provides predictive information that is
particularly useful for product lifetime assessment®l’¢ Mem. in Opp’n to Def.’s Mot. to
Exclude the Ops. & Test. &.’s Expert [Docket 78], at 7).

Dr. Mays connects the TGA results to his ultiemeonclusions regarding BSC'’s products
in two places in his expert report:

It should be noted that in the TGA experiments increasing temperature of the

polypropylene in the presence of oxygen leads to degradation, which can be

delayed but not eliminateloly the presence of an aatxidant stabilizer packing.

Polypropylene degradation also occurs isothermally inside the body. Here, too,
polymer degradation may be slowed but not eliminated by the use of antioxidants.

Note that polypropylene always undergoes theaxidative degradation in these
experiments; the effect of artdkidant is only to delay the process. Likewise, the
degradation of polypropylene exposed to an oxidative environment, such as the
human body, can be delayed but not prevented through use of anti-oxidants.
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(Ex. B, Mays Report [Docket 52], at 32, 43). The problem with these conclusions is one of fit.
See Dauberts09 U.S. at 591 (“Expert testimony which does not relate to any issue irsthis ca
not relevant and, ergo, ndwlpful.”). Dr. Mays produced certain results while testing
polypropylene at very high temperatures. He then somehow concludes that thessdisieviie
occur inside the human body at much lower temperatures, without proaigiyngxplanation or
support for his opinion. “Rule 702’s ‘helpfulness’ standard requires a valid scieotiinection
to the pertinent inquiry as a precondition to admissibilitg.”at 59192. Here, Dr. Mays has
failed to connect his TGA results to thertinent inquiry, which is whether the Obtryx degrades
inside the human body. Accordingly, BSC’s Motion to Exclude the Opinions and Testimony of
Jimmy W. Mays, Ph.D. [Docket 51] SRANTED, and Dr. Mays’s general causation opinions
based on his TGA aeXCLUDED.®

F. Russell Dunn, Ph.D.

Dr. Dunn is a registered professional engineer and the president and founder of Polymer
Chemical Technologies, LLC, a company which focuses on process and prodgotiseses,
process and product safety, and polymer product analysis. Broadly, Dr. Dimes tpt BSC
mesh devices are defective because the polypropylene mesh used in these degrgegnd
oxidative degradation. BSC contends that Dr. Dunn is unqualified to opine on polypropylene
pelvic mesh devices and that the testing he conducted isablee

First, BSC argues that Dr. Dunn is not qualified to offer opinions concerning the,desig
risk management, or manufacture of polypropylene mesh devices. In support of thisrargum
BSC highlights Dr. Dunn’s lack of experience with medical devices. In resptmes plaintiff

first notes that this court rejected cert@aubertobjections to Dr. Dunn iduskey v. Ethicon,

16 By excluding all of Dr. Mays’s TGA opinions as irrelevant, | need not addBSC’s arguments regarding the
antioxidant removal processS¢eBSC’s Mem. re: Mays [Docket $lat 8-9).
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Inc., 29 F. Supp. 3d 691, 7401 (S.D. W. Va. 2014). However, Ethicon did not object to Dr.
Dunn’s qualifications inHuskey as BSC has done here. The plaintiff also contends that the
principles Dr. Dunn relies on are not specific to any kind of product but insteagl tapible
development of polymer products generally, which includes the development of medicasdevic

“The fact hat a proposed witness is an expert in one area, dogsadactoqualify him
to testify as an expert in all related are&hteve v. Sears, Roebuck & CI66 F. Supp. 2d 378,

391 (D. Md. 2001) (finding an expert who is a mechanical engineer “nossadg qualified to
testify as an expert on any issue within the vast field of mechanicadeenigg” and listing
numerous cases with similar findings). “Although Rule 702 does not require [Dr. Dunn] to be
‘precisely informed about all details of theussraised in order to offer an opinioborillard,

878 F.2d at 799 (citations omitted), it also does not provide an open forum for expeurigstim
that will not assist the trier of fact¥Wright v. Brown 993 F.2d 1541, *2 (4th Cir. 1993)
(unpublished table decision).

BSC cites to various admissions in Dr. Dunn’s deposition evidencing his complete lac
of experience with medical devices outside of litigati@eeBSC’s Mot. to Exclude the Ops. &
Test. of Russell Dunn, Ph.D. & Mem. of Law in Supp. (“BSC’s Mot. re: Dunn”) [Docket 56], at
5-6). For example, Dr. Dunn’s company, Polymer Chemical Technologies, LLC, leas be
involved in over 200 projects focusing on polymer product design; however, none of these
projects has involved a medical devicee€Ex. B, Dunn Dep. [Docket 5@], at 10:1215). Dr.

Dunn also teaches five different chemical engineering courses at Vanddnersity;
however, he has never taught a course specific to medical devices or polyproSeenielat
12:14413:6). Similarly, Dr. Dunn states that he has a “tremendous amount of experience”

assessing risk through Failure Mode and Effects Analysis (“FMEA”),Haut &dmits that he has
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“never been involved in developing an FMEA for a medical devidd."at 273:825.). Finally,

Dr. Dunn has authored many publications throughout his career; however, not one of these
publications examines medical devices or how polypropylene behaves as part dical me
device. Gee idat 99:13-20).

All of Dr. Dunn’s opinions are premised on his belief that the polypropylene mesh in
BSC'’s devices will undergo oxidative degradation in the body, yet Dr. Dunn adntitetisanot
an expert in biomaterials or biocompatibilignd that he is not qualified to opine on the way
polypropylene may affect thieody physiologically. $ee id.at 24:1718, 152:1214, 153:15
17). Even if Dr. Dunn relies on general engineering principles that apply to polyotrcps
across the board, the opinions set forth in his expert report are clearly thésgtmpe of basic
engineering.See Shrevel66 F. Supp. 2d at 392 (“Unless he is to testify only to general
engineering principles that any mechanical engineer would know, the engindepaossess
some special skill, knowledge or experience, concerning the particular issue thef court.”
(quotation marks and citation omitted)). Unable to draw on some special skill, knowledge, or
experience related to medical devices, Dr. Dunn’s opinions, including those basedestiihg
of BSC products, will not be helpful to theer of fact as required by Federal Rule of Evidence
702.

Furthermore, Dr. Dunn’s testing lacks sufficient indicia of reliabilgégduse he failed to
follow a written protocol or utilize a sufficiently large sample size. (BSC'e. M& Dunn
[Docket 56],at 913); see also Daubertc09 U.S. at 594 (stating “the court ordinarily should
consider the known or potential rate of error”). | find that Dr. Dunn does not have theteequisi
skill, knowledge, training, education, or experience to qualify as an expert in thjsacakshis

opinions are unreliable, and therefdeCLUDED . Accordingly, BSC’s Motion to Exclude the
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Opinions and Testimony of Russell Dunn, Ph.D. [Docket 56RANTED.
G. Peggy Pence, Ph.D.

Dr. Pence works as a clinical and regulatory cdastyl providing “advice, guidance, and
product development services to pharmaceutical/biopharmaceutical and medweé d
companies in the areas of strategic planning, preclinical testing, clinical tledggn and
conduct, and regulatory matters involving the [FDA].” (Ex. B., Pence Report (Nov. 10, 2014)
[Docket 572], at 1)17 During her career, she has accumulated knowledge about and experience
with the testing requirements for medical devices; the development and content of product
labeling; and the procedures necessary to comply with regulatory and indastdards,
including those set forth by the FD/ASde idat 1-5 (listing credentials and experiences)). In this
matter, Dr. Pence offers four opinions: (1) BSC did not conduct adequate testsgroducts
prior to placing them on the market; (2) the products were inadequately laf@lquitients
could notadequately consent to the surgical implantation of the products due to the migigrandin
and (4) BSC failed to meet the postmarket vigilance standard of care foptbdsets.

Although | have considered these opinions before, Dr. Pence has since (nadabepert
report, and, in response, BSC has refined and reevaluated its objectionsoréhéuehing to
these objections, | am informed—though not bound—by my previous findings.

1. Dr. Pence’s Qualifications

| first address BSC’s argument that this court should exclude Dr. Pence'snspini

because she lacks the qualifications necessary to make them. BSC maintains BetcBs

work as a researcher and consultant on the development of medical products doe#ynbequal

17 Dr. Pence has submitted two expert reports, one focused on SUI prdéixctd, Pence Report (Dec. 9, 2013)
[Docket57-1]), and the other focused on POP products, (Ex. B, Pence Report (N@@14),[Docket57-2]). The
opinions appear to be the same in both reports, and the parties’ briefingslpnigfer to the most recent version. |
follow suit and cite to the November 10, 2014 Report unless the argumentssaddrepinion stated only in the
December 9, @213 Report.
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to opine about the safety and efficacy of mesh products, as she attempts to do ipeher ex
report. In BSC’s view, without a medical degree and without experience in the develagme
polypropylene mesh, Dr. Pence’s opinions on BSC’s medical devices cannot witbatdrett

| disagree. The absence of a medical degree on Dr. Pence’s curriculum vitaetdosds
into doubt Dr. Pence’s demonstrated knowledge about and experience with medical ldevices
those at issue. Dr. Pence has over forty years of experience in the reseadelvelopment of
medical devices. (Ex. B, Pence Report (Nov. 10, 2014) [Dock&{,5at 1). Over that time, she
has accumulated knowledge that is relevant to this case, such as the designabfticéits for
diseases of the female genital system, the clinical testing of novel medical devitebean
content of product labeling. Accordingly, | find that Dr. Pence is qualibe@gnder the opinions
set forth in her expert report, including her opinions aboetd#fety and efficacy of mesh
products and the sufficiency of BSC’s product branding. Having found that Dr. Pence is
gualified to offer these opinions, | turn to whether her opinions are relevant aiterelia

2. General Objections

| begin by addressing twobfections that BSC raises multiple times throughout its
motion, all related to the reliability of the authoritative sources underymdrence’s opinions,
which include a 2006 study by the French National Authority for Health (“HAS8®
recommendationsf the National Institute for Health and Care Excellence (“NICE”), and the
various guidance documents drafted by the Global Harmonization Task FGHER").8 First,

BSC argues that because these studies setreamimmendationsather tharrequirementsthey

8 The GHTF, which was conceived in 1992 and replaced by the Internationatd\iBdivice Regulators Forum
(“IMDRF") in 2011, represented a “partnership between regulatory atifsoaind regulated industry” and sought to
“achieve greater uniformity between national medical device regulatomnsyst(Ex. F, IMDRFGHTF Archive
[Docket57-5], at 1). The European Union, United States, Canada, Australia, aardwape the founding members,
and these entities, as well as Brazil, China, Japan, and Russia, cuioantihe Management Committee of the
IMDREF. (Id.). Dr. Pence relies on several GHTF “Final Documents” in reaching her opirfiex H, Pence Report
(Nov. 10, 2014) [Dockes7-5], at Ex. 1).
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cannot serve as a reliable basis for Dr. Pence’s opinions. BSC, however, hasdhahgitase
suggesting that the binding effect of industry standards dictates theibiligli Indeed, the
Seventh Circuit Court of Appeals has suggested the appos

[T]he relevant question for admissibility purposes is not whether the [] guidelines

are controlling in the sense of an industry code, or even how persuasive they are.

It is only whether consulting them is a methodologically sound practice on which

to base an expert opinion in the context of this case.
Lees v. Carthage Coll714 F.3d 516, 525 (7th Cir. 2013). Accordingly, I give no import to the
non-binding nature of the HAS, NICE, and GHTF recommendations iDaupbertanalysis and
instead focus omhether Dr. Pence’s reliance on these sources constitutes a “methodaotogicall
sound practice®

BSC also attempts to equate GHTF standards with FDA regulations and #sselike
FDA regulations, admission of GHTF standards, which have “regulatory purdpietary, and
focus,” could confuse and mislead the jury. (BSC’s Mot. to Exclude the Ops. & Test. of Pegg
Pence, Ph.D., & Mem. in Supp. (“BSC’s Mot. re: Pence”) [Docket 57], at 10). Thus, il88€sa
that | should exclude Dr. Pence’s opinions to the extent they rely on GHTF starsdaldwave
done with opinions that rely on the FDA. This argument misunderstands my concern with
introducing FDA evidence. If | allowed BSC to express to the jury tharaduct complied with
FDA regulations, the jury would then view the product with the gloss of fedev@rnment
endorsement. Such a perception of the product is erroneous, given that the product was cleared
for market through the FDA’'s 510(k) process, which “does not in any way denat&loff

approval ofthe device.” 21 C.F.R. 807.97 (2012). GHTF standards, on the other hand, do not

carry the same prejudicial foreghe government does not promulgate them, manufacturers are

19 That said, because the guidelines that Dr. Pence relies upon are merely recatiomgrdr. Pence is prohibited
from expressing to the jury that BSC was “required” to do anything uhdse tstandards, which she comes close to
doing in her expert reportSée, e.g.Ex. B, Pence Report (Nov. 10, 20]Docket57-2], at 42 (“Premarket Clinical
Data Required”)).

34



not bound by them, and jurors are not familiar with them. And although the FDA appears to have
had a limited role in the activities of the GHTd€e generallfMDRF, GHTF organisational
structure http://www.imdrf.org/ghtf/ghtistructure.asp (last visited Apr. 7, 2015), that role was
not instrumental or definitive, and the work of {8eITF can be described without reference to
the FDA. Accordingly, | find BSC’s argument without merit.

Having disposed of these issues, | now address BSC’s arguments with respect to D
Pence’s opinions on premarket testing, product labeling, andyao&# vigilance.

3. Dr. Pence’s Opinions on Appropriate Premarket Testing

In her report, Dr. Pence opines:

BSC should have performed adequate preclinical and clinical testing of the

[products] prior to marketing to ensure the devices were reasonably safe for

pemanent implantation. By its failure to do so, BSC fell below the standard of

care required of a reasonably prudent medical device manufacturer.
(Ex. B, Pence Report (Nov. 10, 2014) [DocketZsat 52). InSancheas. Boston Scientific
Corp., | found thisopinion reliable because Dr. Pence was able to support it with “multiple
sources that stress the importance of running clinical trials beforgarating mesh materials
into a surgical product,” namely the HAS study and the NICE recommendations. Rav2:1
05762, 2014 WL 4851989, at *34 (S.D. W. Va. Sept. 29, 2(Hdie, Dr. Pence again relies on
these studies, as well as GHTF standards, to support her opinion that BSC did not conduct
appropriate premarket clinical trials.

Generally, BSC contends that none of the studies support Dr. Pence’s opinion that BSC
should have performed premarket clinical trials. My review of the exhibitsevewindicates
that several guidance documents supply a basis for this opinion. For exdahg@IGHTF’s

Clinical Evaluation which Dr. Pence expanded on during her deposition, (Ex. G, Pence Dep.

[Docket 575], at 192:2197:19), states that prior to placing a device on the market, a
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manufacturer “must have demonstrated through the use of ajpeoponformity assessment
procedures that the device complies with the Essential Principles of Safe®edadmance of
Medical Devices,” and part of this process involves analyziaigd sometimes generating
premarket clinical data. (Ex. I, GHTK]linical Evaluation1l (May 8, 2007) [Dockeb7-5]
(illustrating that if the clinical evidence is lacking, a manufacturer shouldefgén new or
additional clinical data”)). Another GHTF guidance document states that‘fajnimum, tests
should be conducted on samples from the finished, sterilized (when supplied sterile)”devic
(Ex. H, Pence Report (Nov. 10, 2014) Ex. 1: Applicable Industry StanddydfDfcket 57-5]
(quoting GHTF, Summary Technical Documentation for Demonstrating Conformity to the
EssentialPrinciples 811 (Feb. 21, 2008))). Additionally, although the NICE and HAS studies
are not as explicit as the GHTF documetitey both emphasize the importance of clinical trials
in assessing a product’s safety for surgical uSeefEx. B, HAS, Evaluation of Mesh Implants
Installed Through the Vaginal Approach in the Treatment of Genital Prolap$&v. 2006)
[Docket 99-2 (emphasizing to surgeons “the necessity of using materialavatidoy clinical
trials”); Ex. D, NICE, Surgical Repair of Vaginal Wall Prolapse Using M&sh1 [Docket99-4
(“[This procedure should only be used with special arrangements foratlig@ernance,
consent and audit or research.”)).

Furthermore, all of these documents carry the indicia of reliability set bgribaubert
the conclusions were reached after documented and validated testing; themasufisiblished;
and the testing was conducted through a defined methodology described in eaclSeaper.
United States v. Crisp324 F.3d 261, 266 (4th Cir. 200@)sting the factors a court might
consider when reviewing the reliability of expert testimony uiziarber). Therefore, | find Dr.

Pence’s consultation of these sources in reaching her opinion both justified and.reliabl
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Next, BSC argues that Dr. Pefsceeport lacks a “discussion of the [GHTF] standard
itself” and “how Dr. Pence’s application of that standard led her to form the opinionsneahtai
in her report.” (BSC’'s Reply Mem. in Supp. of Its Mot. to Exclude the Ops. & Test. of Peggy
Pence, Ph.Docket99], at 8). Dr. Pence’s deposition testimony convinces me otherwise:

.. .1 looked at the product, what was known or not known with similar products,

what was known historically, what they had done historically in terms of any

types of testing, wdtt they did or did not do in terms of testing to move forward

and market these products, [] the same type of analysis and methodology | apply,

as | said, with my product development consulting[. BJased on that information][, |

found] that they failed in establishing a favorable benefk ratio because they

did not do the appropriate testing and based on the information available to them,

they did not have an adequate label to appropriately advise doctors of the

information they needed to know . .[GTHF] guidance documents state that the
products must meet the essential principles of safety and performance. The
product must perform as intended to have #avorable benefitisk ratio. So

they needed to do the appropriate testing to establish that.

(Ex. A, Pence Dep. [Dock@&6-1], at 294:15295:16). From this testimony, | find that Dr. Pence
has satisfactorily applied the GTHF standards, nam@linical Evaluation and Essential
Principles of Safety and Performance of Medical Devitte¢he facts of this case. Fed. R. Evid.
702 (providing that the court must ensure that the expert “has reliably applied thplgsiacid
methods to the facts of the case”).

BSC'’s remaining arguments go to the weight of Dr. Pence’s testimonigs meliability,
ard are therefore better suited for cr@smmination. In conclusion,DENY BSC’s motion to

exclude Dr. Pence’s opinion on premarket clinical testing.

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

Dr. Pence proffers two opinions regarding thbeling of BSC’s products. First, she
states that “BSC marketed [tli@btryx] without adequate directions for use, notably, without
adequate warnings, precautions, and information for implanting surgeons and patentha

extent and likelihood of pential risks, the difficulty of mesh removal and associated morbidity
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should mesh removal be required, and the potential permanency aaltklileg implications of
certain risks of mesh removal.” (Ex. B, Pence Report (Nov. 10, 2014) [D6cK&t at 72)
Second, she states that “patients implanted with @ietryx] were prevented from being
adequately consented and giving fully informed consent as a result of BSC’s inadequate
professional and patient labelingld(at 73). She then offers a list of warnings and risks that she
believes should have been included in the products’ DFU and patient broclturas67, 71).

BSC asserts that to the extent these opinions relate to BSC’s deviation frorarntdimg
requirements of the Food, Drug, and Cosmetic Act (“FDCA”), they should be excluage:el.
As | have held several times in the course of these MDLs, expert testimony the
requirements of the FDCA, which are not at issue in this case, could lead to musoron
about the state tort claims thanlightenment. The jury might think that the FDA regulations
governwarning requirements in North Carolina, whereas Dr. Pence is actualty the FDA
regulations as anodelfor the contents of labeling materi®laubertadvises courts to keep in
mind the other rules of evidence when evaluating expert testimony, 509 U.S. at 595
(“Throughout, a judge assessing a proffer of expert scientific testimony unte7&2 should
also be mindful of other applicable rules..”), and applying Federal Rule of Evidence 403, |
find that the probative value of expert testimony on FDA requirements is sublstantia
outweighed by the risk of jury confusidBeeFed. R. Evid. 403 (permitting exclusion of relevant
evidence if its probative value is substantially outweighed by danger of unfaidipe
confusion of the issues, or misleading the jury). Furthermore, simply stating3iiadid not
comply with FDA regulations is a legal conclusion, not an expert opinion. For treesmnse |
cannot admit Dr. Pence’s testimpoas it relates to the FDCA or FDA regulatio®ge Lewis v.

Johnson & Johnsqmo91 F. Supp. 2d 748, 755 (S.D. W. Va. 2014) (agreeing that “alleged
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shortcomings in FDA procedures are not probative to a state law produdisy liclaim”)
(internal quotations omitted). Any opinions arising from Exhibit 1 from Dr. Pemdetember 9,
2013 Report, (Ex. E, Pence Report (Dec. 9, 2013) Ex. 1. U.S. Statutory and Regulatory
Framework [Docket 5B]), areEXCLUDED.

This finding, however, does not result in the exclusion of Dr. Pence’s opinion on product
labeling altogether because, unlike previous cases, Dr. Pence has a seconof soferceation
that is unrelated to the FDA, the GHTRabel and Instructions for Use for Medical Devices
which | must also consider in my analysis. The plaintiff contends that trdsrgre document
serves as adequate and reliable support that is “separate and distinctDiformn& FDCA
regulations,” and so Dr. Pence’s opinion on product labeling survi8€ss®aubertchallenge.
(Pl.’s Resp. in Opp’n to BSC’s Mot. to Exclude the Ops. & Test. of Peggy Pence, (FRd3p.
re: Pence”) [Docket §6at 14). In response, BSC asserts that even with the GHTF document, Dr.
Pence still lacks support for several of her labeling opinions. Specificallgrdacg to BSC,
Label and Instructions for Use for Medical Deviakses not purport that a label should contain
“information on severity, frequency, and/or permanency of potential adverse ewveritsie
difficulty of mesh removal,” as Dr. Pence opines in her expert report. (BSC’s Mot. re: Pence
[Docket57], at 14). | agree. The GHTF document on product labels does netstqteessly or
otherwise—that manufacturers should include the severity, frequency, and/or p&cyaok
adverse event in a warning, nor does it state that a label should qualify thdtglitif removing
the device. $eeEx. J,GHTF, Label and Instructions for Use for Medical Devic&42 (Sept.
16, 2011) [Dockeb7-5] (listing labeling content for edical devices))Furthermore, Dr. Pence
does not explain how this document could be interpreted as such. Rather, when pressed on this

topic, Dr. Pence admits that the GHTF guidance document does not “get[] to that level of
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specificity.” (Ex. G, Pence DefDocket57-5], at 261:13). Seeing no neRDA grounds for Dr.
Pence’s opinion that BSC should have included this particular information in its lafoeds|t
unreliable, and it is therefoEBXCLUDED .%°

With respect to Dr. Pence’s remaining opinions on product labeling, BSC moves for
exclusion because Dr. Pence never spoke to any physicians about this issue.régfaxpee
to examine a particular source of information is not grounds for exclusion Dadéert so
long as the expert has other “suiict facts or data” to support her opinion. Fed. R. Evid. 702.
Here, Dr. Pence considered the GHTE&bel and Instructions for Use for Medical Devictse
DFU, several BSC internal documents, and other medical and scientifiauliger@Ex. B, Pence
Report (Nov. 10, 2014) [Docked7-2], at 53-72). | find this collection of sources sufficient for
the purposes obaubert BSC has ample grounds to cres@amine and impeach Dr. Pence at
trial regarding any perceived oversights in her analysis.

5. Opinion on Post-Market Vigilance

In her last opinion, Dr. Pence proffers that BSC “failed to effectively monitor and
manage evolving risks with its surgical mesh products for SUlI and POR eephito take
appropriate action to minimize risk.” (Ex. B, Pence Report (Nov. 10, 2014) [D&Cke}, at
93). BSC argues that this opinion is not helpful to a jury because it is “premised on.(1) [Dr
Pence’s] review of the adverse events submitted to the FDA’'s MAUDE Datatihsespect to
the devices at issue and (2) GHTF/IMDRjmidance documents.” (BSC’s Mot. re: Pence
[Docket57], at 16).

In arriving at these opinions, Dr. Pence exclusively considered data from this FDA

20 BSC raises this objection only to Dr. Pence’s opinions tiatlabel should have included information on the
difficulty of mesh removal and the permanency, severity, and/oudrery of adverse events. My holding is
therefore limited to these specific opinions as well.
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MAUDE databasé! From the database, she compiled and analyzed the complaints and adverse
event reports related to tl@btryx and concluded that BSC “fail[ed] to report serious adverse
events.” (Ex. B, Pence Report (Nov. 10, 2014) [Docdke®], at 93). As | have previously
explained, BSC’s communication, or alleged lack thereof, with the FDA through theDHEAU
database has “no bearing on whether BSC provided adequate warnings or whettaetuicts

were defective.'Sanchez2014 WL 4851989, at *36. Any opinion based on data collected in the
MAUDE database, which acts as an arm of the FDA, is not helpful to the jury andefotber
inadmissible SeeFed. R. Evid. 702 (stating that the expert’'s specialized knowledge must “help
the trier of fact to understand the evidence or to determine a fact in issue”).

The plaintiff retorts that in using the MAUDE database, Pence “does not proffer
opinions about an FDCA or FDA violation” and instead “proffers opinions that establish
negligence under state tort law.” (Resp. re: Pence [D@&Heat 15). How and to what end Dr.
Pence uses the data is inapposite, however, because further investigation into Ub& MA
database reveals that it is unreliable, at least for the purpoBesibért The MAUDE system is
a “passive surveillance system” that does not account for the “potentialissidrm of
incomplete, inaccurate, untimely, unverified, or biased d&BA, MAUDE — Manufacturer
and User Facility Device Experiencehttps://www.accessdata.fda.gov/scripts/cdrh/cfdocs/
cfmaude/search.cfm#fnl (last updated Feb. 28, 2015). As such, the data has not been reviewed
for accuracy at all, let alone pemviewed, and the court has no way to determine the rate of
error associated with Dr. Pence’s use of it. In addition, given that FDA waersthat the data

alone “cannot be interpreted or used in isolation to reach conclusions$ thieo existence,

21 “The MAUDE database houses medical device reports submitted to the FDA hyatorgn reporters
(manufacturers, importers and device user facilities) and voluntary repasteh as health care professionals,
patients and consumers.” FDAMAUDE — Manufacturer and User Facility Device Experiendgtps://www.
accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm#fnipitded Feb. 28, 2015).
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severity, or frequency of problems associated with deviegs,I' can readily conclude that that
application of the data to reach a scientific conclusion about a manufactoedsct is not
generally accepted in the scientific or neadicommunity. Because Dr. Pence’s opinion on-post
market vigilance appears to be entirely based on data (or lack of data) fotired MAUDE
database, | find it unreliable. Without a reliable basis, Dr. Pence’s opinion ors B#&@equate
postmarket viglance isEXCLUDED, and BSC’s motion on this matterGRANTED.
6. Final Caveat: Relevance

| notice that sveral of the standards that Dr. Pence relies on were not published until
after theObtryx had entered the market August of 2004. BSC’s conduct cannot be measured
against standards not existing at the timeQiryx was being manufactured and prepared for
sale. See Redman v. John D. Brush & CAdl11 F.3d 1174, 11#78 (4th Cir. 1997)
(“[M]anufacturers are required to design produthat meet prevailing safety standaadshe
time the product is madg (emphasis added). Therefore, any testimony relying on standards
published afterAugust 2004is irrelevant and not helpful to the jur$eeFed. R. Evid. 702
(limiting expert testimny to opinions that “will help the trier of fact to understand the evidence
or determine a fact in issue”). As suctEXCLUDE Dr. Pence’s opinions derived solely from
such sources. | trust in able counsel to tailor Dr. Pence’s testimony agtprdin

In sum, BSC’s Motion to Exclude the Opinions and Testimony of Peggy Pence, Ph.D.
[Docket57] is GRANTED in part andDENIED in part .2

H. Scott Guelcher, Ph.D.

22 This court will invoke simir limitations to Dr. Pence’s testimony throughout these wave,degsnding on the
device at issue and when it was placed on the market, which will, of caemdetol different testimony from Dr.
Pence at each wave trial. In fact, in cases involvin@'B®arlier products, this limitation might prevent Dr. Pence
from testifying at all, given that many of the sources she relies @ath her opinion on premarket testing were not
promulgated until 2005 or later. Again, | depend on counsel to ensui@rtiz&nce does not render opinions based
on standards that did not exist when the product at issue entered the marke

23 BSC'’s objection to Dr. Pence’s opinions on the alleged carcinogenicipplgpropylene, uncontested by the
plaintiff, is GRANTED.
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Dr. Guelcher is a chemical engineer offered by the plaitttifipine on how the human
body responds to polypropylene once it is implanted and the reactions that occur orattee surf
of the implant. Broadly, BSC contends that Dr. Guelcher’s opinions on oxidative degnadati
should be excluded because the testing he relies—dfasting completed by Dr. Durnis
unreliable. As discussed more fuypra because EXCLUDE Dr. Dunn as an expert in this
case, Dr. Guelcher’s opiniorgdo the extent they are based on Dr. Dunn’s testiage likewise
EXCLUDED. Therefore, BSC’s Motion to Exclude the Opinions and Testimony of Scott
Guelcher, Ph.D. [Docket 58] GRANTED.

I. Richard Trepeta, M.D.

Dr. Trepeta, among other things, is a beeedified pathologist and a Fellow with the
College of American Pathologists and the International Society for the $fudulvovaginal
Disease. $eeEx. A, Trepeta Report [Docket 8, at }2). As part of his fellowship, he
“establishes criteria and terminology for the diagnosis of vulvar and vagseasdis.”I{l. at 2).

Dr. Trepeta also examines vulvaaginal pathology samples through his private practide). (

In this case, the plaintifbffers Dr. Trepeta to testify as an expert withess on the general
pathology of vaginal mesh implantatio®ee generallyd.). BSC moves to exclude his opinions

on the grounds that Dfrepeta lacks the qualifications to make them and that his opinions lack a
reliable basis.

| have reviewed Dr. Trepeta’s opinion, as well as these objections to it, seversl
throughout the course of this MDBee Sanchez v. Boston Scientific Gd¥p. 2:12cv-05762,
2014 WL 4851989, at *124 (S.D. W. Va. Sept. 29, 2014)yree v. Boston Scientific Coyp.

F. Supp. 3d __, *15819 (S.D. W. Va. 2014)available at2014 WL 5320566Eghnayem v.

Boston Scientific Corp. _ F. Supp. 3d __, ¥® (S.D. W. Va. 2014)available at2014 WL
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5461991. The expert report aBaubertobjections that were before the court in these previous
cases are the same as those before the court t&&8PI(s Resp. in Opp’'n to BSC’s Mot. to
Exclude the Ops. & Test. of RiclthaTrepeta, M.D. (“Resp. re: Trepeta”) [Docket 82], at 4
(stating that Dr. Trepeta has not changed his Rule 26 report or his opinions siBgariagem
Tyree andSanchezulings)). My holdings, therefore, are likewise the same.

1. Dr. Trepeta’s Qualifications

To testify as an expert, a witness must be “qualifiecdby knowledge, skill, experience,
training or education.” Fed. R. Evid. 702. Although Dr. Trepeta has an impressiveduaakgr
medicine, BSC argues that his medical training does not qualify him under Rule &i¢o r
the opinions he sets forth in his expert reports.

a. Properties of Polypropylene Mesh

First, BSC objects to Dr. Trepeta’s opinion testimony on the properties girppigene
mesh. In his general report, Dr. Trepeta opines about mesh degradation, mestticonand
mesh migration. He states that “[d]egradation occurs as either fragmerdftibea mesh or
oxidation [of the mesh] release[s] chemical components from the mesh into sungptisslies,”
and “[m]esh contraction andhsnkage cause the mesh to be significantly decreased in its
physical size.” (Ex. A, Trepeta Report [Docket B2 at 5). BSC asserts that Dr. Trepeta is not
qualified to put forth these opinions because he is not a material scientist, biaclogmis
biomedical engineer. Furthermore, he has no training in polymer science or biomedical
engineering and has not performed mechanical or chemical testing of meshgroduct

In making this argument, however, BSC downplays Dr. Trepeta’'s knowledge, training,
and experience as a clinical pathologist. In general, a clinical pathologisb&whowledgeable

in the areas of chemistry, hematology, microbiolagy.serology, immunology, and other
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special laboratory studies.” 33 Am. Jufrials 467 817 (1986); see alsoColl. of Am.
Pathologists, CAP Fact Sheet http://www.cap.org/apps/docs/laboratory accreditation/
international_cap_fact_sheet.pdf (last visited Apr. 3, 2015) (“[Clinical pathadpgist involved
in a broad range of disciplines, including surgical plating cytopathology, . .clinical
chemistry, microbiology, immunopathology, and hematology.”). Dr. Trepeta's tgdys of
experience as a clinical pathologist therefore demonstrates sufficient eklygvto provide
expert testimony about the chemisaiyd surgical pathology of materials like transvaginal mesh.
Moreover, Dr. Trepeta has knowledge of and experience with pelvic mesh explantscuigarti
having examined fifty explant samples over the past five years. (Ekiefeta Report [Docket
82-1], at 2). Given Dr. Trepeta’s knowledge and experience as an anatomical and clinical
pathologist, | find him qualified to testify about mesh degradation, mesh dipginkad mesh
migration, and | thereforBENY BSC’s motion in this respect.
b. The Human Clinical Response to Polypropylene Mesh

Second, BSC objects to Dr. Trepeta’s testimony on the human clinical responsghto me
implants. Dr. Trepeta opines that the “human body’s pathological response tatatipta of
polypropylene mesh as well as the inherent physical properties of the mesh eanarept
injuries resulting in distortion of the pelvic architecture, sexual dysfunctiasjspent pain,
scarring, and alteration of bowel and bladder function.” (Ex. A, Trepeta Report ({C8i=kg at
6). BSC contends that Dr. Trepeta is not qualified to present this opinion becausegdataTr
does not treat patients for these conditions and has limited familiarity with the sysnpt&UI
and POP. In short, BSC argues that Dr. Trepeta is not a gynecologistrichatet
urogynecologist, or a surgeon, and as a result, Dr. Trepeta’s opinions about therelipicake

to mesh should be excluded.
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As | explained irSanchez

Dr. Trepeta’'s extensive experience and knowledge in the field of pathology

qualify him to submit these opinions. Part of pathology involves reaching a

diagnosis through “clinical and pathologic correlatiorSe¢[Trepeta Dep.]at

11:1044). Dr. Trepeta frequently engages in this process by providing clinical

consultations to physicians, whieckquire him to examine clinical information

(through specimens, reports, or physician findings) and reach a pathologic

diagnosis about a patienSde id. Dr. Trepeta applied this pathologic process in

reaching his conclusions about the human clinical responses to polypropylene

vaginal mesh. He examined fifty pathology samples from mesh removals and

opines that he observed injuries “consistent with the pathological process of tissue

response and/or injury due to polypropylene.” (Trepeta General ReparkdDo

86-1], at 2). He also compared medical literature to these observations and

concluded that his pathological findings “are well described in the published

literature.” (d.). Dr. Trepeta’s understanding and application of the pathologic

process qualifjnim to opine on the causal relationship between transvaginal mesh

implantation and tissue response.
2014 WL 4851989, at *2( herefore, DENY BSC’s motion on this point.

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

As stated previously, aexpert’s opinion is admissible if it “rests on a reliable foundation
and is relevant.’ Daubert 509 U.S. at 597. BSC raises two objections to the reliability and
relevancy of Dr. Trepeta’s opinion testimony, and | address each of thjeséans below.

a. Reliability of Dr. Trepeta’s Methodology

BSC contends that Dr. Trepeta’s method of using pathology reports to formulate his
opinions is unreliable. Dr. Trepeta used various resources to reach his expert opiniobr.First
Trepeta has studied over fifty mesh explant samples in his private prautideepeta received
these samples from physicians about once a month over the past fiveeaBs Tfepeta Dep.
[Docket 822], at 71:813). He examined these samples under a microscope, identified any
abnorméities, and concluded that the samples presented injuries “consistent with the

pathological process of tissue response and/or injury due to polypropyl&mxe.A(Trepeta

Report [Docket 82], at 2). Second, Dr. Trepeta studied the medical literature esh m
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implantation and determined that his pathological findings correspond with the pdblishe
research on mesh erosion and exposure in the vaginal \dalat(2-3). Third, Dr. Trepeta
reviewed twentyfour pathology reports that he received from the plistcounsel and
ascertained that “the pathology reports of excised Boston Scientific Produate consistent”
with the acute, subeute, and chronic categories of the disease protesat 4).

BSC'’s strongest objection to Dr. Trepeta’s methodology focuses on this thire sdurc
information. BSC argues that the twetibyrr pathology reports were unreliable because: they
were “handpicked by Plaintiffs’ counsel”; Dr. Trepeta only relied on seventeen of the ywent
four reports; and Dr. Trepeta did not review the medical records of any of the proleedspati
(BSC’s Mot. to Exclude the Ops. & Test. of Richard Trepeta, M.D. & Mem. in Supp. [Docket
59], at 5-7). The plaintiff resporgithat these pathology reports only supplemented Dr. Trepeta’s
opinion and that the main thrust of Dr. Trepeta’s opinion comes from his review of fifth mes
explants over the past five years and from his study of medical literatareoWér, the plaintiff
argues that BSC’s chosen expert, Dr. Badylak, agreed that review of pathology reportgnat va
tissue taken from polypropylene explants is an accepted method for reachatgobogc
conclusion on tissue response to polypropylene. (Resp. re: Trepeta [Docket 83}, at 4—

The fact that each side’s pathologist acceptsghastice suggests that it is accepted by
the general community of pathologis&e Daubert509 U.S. at 594 (“Widespread acceptance
can be an important factor in ruling particular evidence admissiblé). But Dr. Trepeta’s
review of the pathologyeports still has a fatal deficiency in that it lacked standards to govern
the process of selecting the sample of pathology reports to be evalbaeed.(listing as a
factor in evaluating an expert’s opinion the “existence and maintenance ddrstaontrolling

the technique’s operation”). The plaintiff @&not explain how or why they chose these twenty
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four reports for Dr. Trepeta’s review, and without such an explanation, | have no way of
assessing the potential rate of error or the presence of3®asid.(stating that the “court
ordinarily should consider the potential rate of error”). | confronted a similetsit inLewis v.
Ethicon, Inc.and excluded the expert opinion on haatected explant samples because “[t]here
are no assurances thpdlaintiff’ s counsel] did not opportunistically choose samples while
ignoring others that might have weakened or disproved [the expert’s] theories.” Iav2:
4301, 2014 WL 186872, at *8 (S.D. W. Va. Jan 15, 2014). Here, | similarly have no way to
ensue that the plaintif§ counsel did not provide Dr. Trepeta with only those pathology reports
that tended to strengthen, rather than refute, Dr. Trepeta’s opinions. Accordinglyepetals
opinions derived from his review of the twenty-four pathologyrepareEXCLUDED .
b. Litigation Driven

Finally, BSC argues Dr. Trepeta’s opinions are unreliable because thdyigation
driven. On the contrary, Dr. Trepeta has largely based his opinions on his professional
experience with mesh pathology samples exathituring his practice. (Ex. A, Trepeta Report
[Docket 821], at 2;see alsd&x. B, Trepeta Dep. [Docket &, at 71:6-23 (explaining that over
the past five years of his thirjyear practice, he has examined about fifty mesh explants that
physicians had sent to him)). This work took place outside of this litigation. Thd,that Dr.
Trepeta’s opinions are not litigatiariven andDENY BSC’s motion on this point.

In conclusion, Dr. Trepeta’s general causation opinions are admitted, apart om hi
opinions based on the pathologic reports selected by the plainbfinsel for his review, which
are EXCLUDED. Accordingly, BSC’'s Motion to Exclude the Opinions and Testimony of Dr.
Trepeta [Docket 59] ISRANTED in part andDENIED in part.

J. Vladimir lakovlev, M.D.
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Dr. lakovlev is an anatomical pathologist and director of Cytopathology at the
Department of Laboratory Medicine at St. Michael’'s Hospital in Toronto, Caadéakovlev
offers both general and specific causation opinions with regard to the body’s respomsgh
from a pathologic perspective. BSC argues that Dr. lakovlev’s generatioaugainions should
be excluded because he relies on specimens other than Ms. Frankum’s. BSC aldhatrues
lakovlev’'s specific causation opinions should be excluded because he did not review the
pathology for this particular plaintiff, Ms. Frankum.

1. General Causation

BSC contends that this court should “exclude Dr. lakovlev’s opinions on specimens other
than each plaintiff's.” (BSC’s Mot. to Strike and Exclude the Ops. & Test. of Miadiakovlev,
M.D. [Docket 62], at 4). Dr. lakovlev’'s general causation opinions are based largely on his
examination of the mesh explant samples in his personal data peeEX. 2, lakovlev Report
[Docket 622], at 2, 5). However, Dr. lakovlev provides no information on how the mesh
explants were chosen or prepared for examination. Dovlak testified that plaintiff scounsel
provided approximately 70% of the transvaginal mesh explants, but he does not know how those
explants were chosen or what methodology counsel employed. (Ex. B, lakovlev Dep. [Docket
83-3], at 38:1239:21). Dr. lakovlev “has given no explanation as to whether [his] is a
representative sample size or how he chose the particular explants andlgrad.v. Ethicon,
Inc.,, No. 2:12¢cv-4301, 2014 WL 186872, at *8 (S.D. W. Va. Jan. 15, 2014). “Therefore, | have
no information as to the ‘potential rate of error’ inherent in [his] observatidds.(citing
Daubert 509 U.S. at 594).

In response, the plaintiff contends that Dr. lakovlev’s methodology is sound because it

has been subjected to the publication and-pmeew process. This past year, Dr. lakovlev
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published two articles in peer reviewed journals about his mesh explant neSsa¢ladimir
V. lakovlev, et al.,Pathology of Explanted Transvaginal Mesh8sInt’l J. Medical, Health,
Biomedical and Pharmaceutical Engineering No. 9 (2014); Robert Bendavid, &teah,
Related SIN Syndrome. A Surreptitious Irreversible Neuralgia and its Morphologic Background
in the Etiology of PostHerniorrhaphy Pain 5 Int'l J. Clinical Med. 799, 79810 (2014).
However, “[p]ublication (which is but one element of peer review) is nsiha qua norof
admissibility; it does not necessarily correlate with relighiland is not dispositiveDaubert
509 U.S. at 59384. In his most recent deposition, Dr. lakovlev does not explain how the explant
samples were chosen and neither do these artiChesefore, despite publication, the court’s
concerns with regard to the data pool remain. Likewise, upon review, | find the p&intif
remaining arguments to be without merit. Accordingly, BSC’s motion on thidema
GRANTED, and Dr. lakovlev’'s general causation opinions based on his data pool are
EXCLUDED.
2. Specific Causation

It is unclear whether Dr. lakovlev intends to offer a specific causation opmibisicase
because the court has not been provided with an expert report from Dr. lakovlev spédsic t
Frankum Regardless, BSC’s Exhibit 1 indicates that Msankum’scase is one where Dr.
lakovlev did not review any pathology. (Ex. 1 [DocketB2 at 3. In Eghnayem v. Boston
Scientific Corp. | found Dr. lakovlev’'s specific causation opinions reliable based on his
“morphological differential diagnosis,” which included an examination of the gfant
explanted mesh. __ F. Supp. 3d __, *46 (S.D. W. Va. 2@i4)lable at2014 WL 5461991. In
this case, there is no evidence that Dr. lakovlev examined=Mskum’sexplanted mesh or

performed a physical examinan. Assuming Dr. lakovlev seeks to offer specific causation
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opinions, such opinions are not sufficiently reliable uridkubertand are thuEXCLUDED .

In conclusion, BSC’s Motion to Strike and Exclude the Opinions and Testimony of
Vladimir lakovlev, M.D. [Docket 62s GRANTED.

V. The Plaintiff’'s Daubert Motions

In this case, the plaintiff seeks to limit or exclude the expert opinions of Rry. IG
Winn, Lonny Green, Christine Brauer, Jennifer Anger, Stephen F. Badylak, and Stephen
Spiegelberg.

A. Gary L. Winn, Ph.D.

Dr. Winn is a professor in Industrial and Management Systems Engineering irféhe Sa
Management program at West Virginia University. Dr. Winn offers expginfons with regard
to the nature and purpose of Material Safety Data Sheets (MSDS) generakpearfttally as
to the MSDS for the polypropylene used by [BSC] in the manufacture of its peksh
products.” (Ex. A, Winn Report [Docket 48, at 1). The plaintiff argues that Dr. Winn's
opinions should be excluded entirely, consistent with this court’s decisiohgae v. Boston
Scientific Corp.___ F. Supp. 3d _, *63 (S.D. W. Va. 201#yailable at2014 WL 5320566, and
Eghnayem v. Boston Scientific Corp. F. Supp. 3d __, *61 (S.D. W. Va. 2014yailable at
2014 WL 5461991, because his expert report is identical to the reports filed and excluded in

those two case¥.In response, BSC contends that it “should be allowed to offer Dr. Winn’s

24 In Tyree | ruled as follows:

In his expert report, Dr. Winn describes (1) the development of the chamanmunication
standard; (2) the standardization of the content of MSDSs; and BpLBESDSs in the field. Dr.
Winn concludes that raw polypropylene is not hazardous based ototaleevidence involving
other MSDSs; and therefore, the 2004 Chevron Phillips MSDS is extsmnglbiough | believe
that the warning provided in the MSDS is relevant, | do not believe an éxpegquired to discuss
MSDSs generally or the issue of whaethpolypropylene requires an MSDS because of its
hazardous nature. A narrative review of the history and developofieViSDSs and who uses
them in the field is not helpful to the jury. The pertinent issue is that the M®Dtined a
warning (Medical Applkation Caution) allegedly not heeded by BSC, not that an MSDS itself
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testimony and opinions to rebut MSDS related evidence presented by the fRlaintiial.”
(BSC’s Mem.in Opp’n to Pl.’s Combined Mots. to Exclude the Ops. & Test. of Gary L. Winn,
Ph.D. [Docket 71], at 17). Specifically, BSC points to the transcripts TrpmeandEghnayem
where the plaintiffs’ experts testified about the MSD&. gt 15-16).

BSC has nbpresented any new arguments to convince me that Dr. Winn is warranted as
an independent expert. However, | acknowledge the potential need for rebuttarigdtzsed
on what the plaintiff presents at trial. AccordinglyRESERVE ruling on the admissibiy of
Dr. Winn’s expert opinions for trial.

B. Lonny Green, M.D.

Dr. Green is a board certified urologist whose “practice is largely fdcose the
treatment of female urinary incontinence” and who has “extensive experiencehai@btryx.
(Ex. B, GreenReport [Docket 5], at 1). Dr. Green opines thatid-urethralslings, like the
Obtryx, are the standard of care in tneatment of SUI. The plaintiféeels to exclude Dr.
Green’s expert opinions on the following subjects: (1) adequacy of the DFU; (2) FORK) 510
clearance; and (3) physical properties of polypropylene.

| have reviewed Dr. Green’s opinions, as well as these objections, previously in this
MDL. SeeTyree v. Boston Scientific Coyp.  F. Supp. 3d __, *#02 (S.D. W. Va. 2014),
available at2014 WL 5320566. The expert report addubertobjections that were before the
court inTyreeare largely the same as those before the court today. My holdings, therefore, are
likewise the same.

1. Obtryx DFU

existed. This warning from the supplier could have taken any faccordingly, IFIND that Dr.
Winn’s opinions regarding MSDSs should be excluded in their entirety.

2014 WL 5320566, a63; see also Eghnayeri014 WL 5461991, at *61 (quotifigree.
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First, the plaintiffargues that Dr. Green is not qualified to offer opinions on the Obtryx
DFU because he has never written a DFU and could not describe the general erdsifena
DFU during his deposition. In response, BSC contends that Dr. Green does not need to be a
warningsor regulatory expert “to offer competent, helpful testimony on the subject ethesh
Boston Scientific adequately warned of the risks and complications the pldiegésa” (Mem.
in Opp’n toPl.’s Joint Mot. to Limit the Ops. & Test. of Lonny Green, M.D. (“BSC’s Opp’n re:
Green”) [Docket 70], at 43°

Author and astronomer, Carl Sagan, popularized the aphorism, “Absence of evidence is
not evidence of absence.” Carl Sagéahe DemorHaunted World: Science as a Candle in the
Dark 213 (1996). Sagan’s aphsm illustrates the logical fallacy that a premise is not necessarily
true merely because it has yet to be proven false. Instead, there is oftani@gmuffvestigation
and information to come to a conclusive determination. Sagan’s musings a&trélere
because the plaintiff sachallenged the defendant’s attempt to offer experts seeking to opine on
the adequacy of product warnings. In the past, | allowed a doctor to testify that thevd3F
inadequate because it failed to warn against risks the doctor observed in his or her oeen pract
In contrast, now | must determine whether the same kind of doctor is instddigdjta offer
his expert opinion that the warnings were in fact adequate. There is a cteastidis The
plaintiff’'s experts observed certain risks and complications in their practice and then sought to
opine that those risks should have been included in the product warnings. In the present case,
BSC'’s experts have observed certain risks and complications in their pratticke,are warned

of in the DFU, and therefore deduce that there are no other possible risks or coonglittedt

25 | reject BSC's contention that my ruling fyreeis “distinguishable and inapposite here,” (BSC’s Opp'n re:
Green [Docket 70], at 7), given that Dr. Green seeks to offer expert mpimdhis case that are nearly identical to
those previously offered and excluded. Dr. Green is free to testifycoimaplications he has observed are in fact
warned of in the DFU. What he cannot do is use these observations to sobgecoieclude the DFUwas
adequate.
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should have been included. The plainsiféxperts address a discrete risk which they have
personally observed, while BSC’s experts’ opinions attempt to encompass saableaosks,
none of which they have personally observed. AccordingllfIND that without additional
expertise in the specific area of product warnings, a doctor, such as a urologist or
urogynecologist, is not qualified to opine thairaduct warning was adequate, merely because it
included risks he has observed in his own practice.

In his expert report, Dr. Green discusses the risks of pelvic surgery and statgs]ltha
of the aforementioned potential complications are adequataiged of in the [DFU] for the
Obtryx sling.” (Ex. B, Green Report [Docket 2], at 11). Dr. Green fails to address the
significance of complications he has not seen in his practice, and which are nat ofaméhe
DFU. In his deposition, Dr. Green adshe has never drafted a DFU for a medical device or
pharmaceutical. (Ex. D, Green Dep. [DocketfPat 532:216). Although Dr. Green indicates
he has “expertise” in the process of writing patient handouts warning againsodnptications,
his experence appears to be limited to his review and distribution of these handouts, rather than
contribution to the drafting.ld.). Accordingly, IFIND that Dr. Green is not qualified to opine
on the adequacy of product warnings, and therefore, his opinions related to the (HitrgxeD
EXCLUDED.

2. FDA 510(k) Clearance

Next, the plaintiffcontendghat Dr. Green is not qualified to opine on the FDA 510(k)
clearance process. BSC concedes that Dr. Green will not offer opinions on thé&IRDA
clearance process. Amalingly, the plaintiffs motion is GRANTED. Furthermore, | have

repeatedly held that the probative value of FDA evidence is substantiallgighed by the risk
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of jury confusion. Therefore, to the extent Dr. Green seeks to offer othaet eppgons orthe
FDA, such opinions are likewigeXCLUDED .
3. Physical Properties of Polypropylene
a. Qualifications

Lastly, the plaintiffargues that Dr. Green is not qualified to opine that the Obtryx does
not shrink, contract, degrade, or cause systemic infections because he is maicgisatand
“has never looked at any mesh (explanted from a patient or otherwise) under acoperos
(Pl’s Mot. & Mem. of Law in Supp. of Their Joint Mot. to Limit the Ops. & Test. of Lonny
Green, M.D. Pl’'s Mem. re: Green”) [Docket 50], at 9). | disagree. A lack of personal
experience performing pathology research on polypropylene explants doesessarily render
Dr. Green unqualified under Rule 702 to offer opinions on the suitability of the Obtrysedevi
An expert may be qualified by “knowledge, skill, experience, training, or educétibefl. R.
Evid. 702. “One knowledgeable about a particular subject need not be precisely informed about
all details of the issues raised in order to offer an [exmgritlion.” Thomas J. Kline, Inc. v.
Lorillard, Inc., 878 F.2d 791, 799 (4th Cir. 1989).

Dr. Green has performed almost 3,000 sling procedures, and his clinical pragice h
“largely focused on the treatment of female urinary incontinence” over theviasttyears. (Ex.
B, Green Report [Docket &2), at 1). Further, Dr. Green cites numerous studies and academic
papers throughout his expert report to support his opinion that the Obtryx is both safe and
effective. | thereford=-IND that Dr. Green is qualified to offer the opinion that the Obtryx mesh
does not shrink, contract, degrade, or cause systemic infections.

b. Reliability
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The plaintiffalso argusthat Dr. Green “has not utilized any methokt alone a reliable
method —to reach the conclusions outlined in his repoiRl’¢ Mem. re: Green [Docket 50], at
10). Dr. Green plans to testify that he has not seen “evidence of polypropyleadatiegy,
systemic infection, or other unexpected reactions” and that “[tjhe Obtryprbaen to be safe
and efficacious for the treatment of female SUL” (Ex. B, Green Report [D&€Ke}, at 10).
District courts have “considerable leeway” in applyibgubert’'sreliability factors.Kumho Tirg
526 U.S. at 152. Here, Dr. Green’s opinion is partially based on the fact that he hasdobserve
minimal complications in his clinical practice. Obviously, this type of opinion issabject to
testing or peer review. Additionally, Dr. Green explains that his “clinigpeeence with the
Obtryx is on par with the findings in [the] studies” he cites throughout his exguenttr (d. at
9). Therefore, FIND Dr. Green'’s clinical experience and review of the scientific literature are
sufficiently reliable bases in forming this particular opinion.

For the above reasons, the ptdfts Motion to Excludethe Opinions and Testimony of
Lonny Green, M.D. [Docket 50] GRANTED IN PART andDENIED IN PART .

C. Christine Brauer, Ph.D.

Dr. Brauer is the President of Brauer Device Consultants, LLC, where she provides
consulting services to ¢hmedical device industry regarding FDA regoitgtrequirements. The
plaintiff seels to exclude both of Dr. Brauer's expert reports filed on November 21, 2014. The
first report (“FDA report”) focuses on the FDA regulatory requirementsui@ical devicesand
the second report (“supplemental report”) focuses on industry standards that a toerudd@
medical device must meetS¢eEx. 2, Brauer Dep. [Docket 95, at 8:1320). “Anticipating
that the Court will adopt its prior rulings and exclude FDA evidence here,” BSCndbeontest

the plaintiff's motion with regard to the FDA report. (BSC’s Resp. in Opp’'n to Pl.’s Mot. t
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Exclude or Limit the Test. of Expert Christine Brauer, Ph.D. [Docket 73], at IJahcthez v.
Boston Scientific Corpl ruled as follows:

| have repeatedly and thoroughly considered the admissibility of the FDA'’s
510(k) process, and | have consistently found that the 510(k) process does not
relate to safety or efficacyewis v. Johnson & Johnsp891 F. Supp. 2d 748, at
753-56 (S.D. W. Va. 2014). Therefore, the parties may not present evidence
regarding the 510(k) clearance process or subsequent FDA enforcement actions
This is consistent with prior rulings by this co8ee, e.g.Cisson v. C. R. Bard,

Inc., No. 2:1%cv-00195, 2013 U.S. Dist. LEXIS 102699, at *22 (S.D. W. Va.
July 23, 2013) (“The FDA 510(k) process does not go to safety and effectiveness
and does not provide any requirements on its own. Basically, it has no operative
interaction with state tort laws.”) (internal referenaeitted); OrderCisson v. C.

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

W. Va. June 27, 2013) [Docket 302], a43(holding that evidence regarding the
510(k) process and enforcement should be excluded under Rule 403); Mem. Op.
& Order, Huskey v. Ethicon, IncNo. 2:12cv-05201 (S.D. W. Va. May 12, 2014
[Docket 223], at 1 (“This is not therét time | am confronted with determining

the admissibility of evidence relating to marketing clearance under thesFDA’
510(k) process . . . In all previous cases, | excluded all evidence relating to the
510(k) process because it does not go to the satedy efficacy of medical
devices and because of the potential to mislead and confuse the jury.”).
Accordingly, | FIND that Dr. Brauer's opinions should be excluded in their
entirety.

No. 2:12cv-05762, 2014 WL 4851989, at *387 (S.D. W. Va. Sept. 29, 2014). Accordingly,
the plaintiff's motion with regard to Dr. Brauer's FDA reportGRANTED, and her opinions
set forth in that report at€XCLUDED .

With regard to the supplemental report, the plaintiff contends that it “is nothireytivedr
[sic] her FDA Report under a different cloak.” (Pl.’s Reply in Supp. of Pl.’s Mot. to Exclude or

Limit the Test. of BSC’s Expert Christine Brauer, Ph.D. [Docket 93], at 4).efdvey; in the
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plaintiff's view, Dr. Brauer's supplemental report should be excluded for the saasons her
FDA report was previously excluded, given that the two reports are “substardeditical.”
(Pl’s Mot. & Mem. to Exclude or Limit the Test. of BSC’s Expert Christinaugr, Ph.D.
[Docket 52], at 2). | agree. Reading the two reports bileide, it appears that Dr. Brauer
“supplemented” her report by removing references to the FDA and substitutinterthe
“industry standard” instead. For example, in her supplemental report, DierBstates: “It is an
industry standard for a manufacturer of certain new or modified medical dévideshonstrate
that its new device is substantially equivalent to another legally marketetkdand is as safe
and effective as other similar devices prior to marketing in this U.S.” (Ex. &ieBrReport
[Docket 731], at 4). This “industry standard” clearly describes the FDA 51f&g¢ess, which
Dr. Brauer admittedn her deposition.§eeEx. 2, Brauer Dep. [Docket 98, at 43:7#18 (“Q:
I’'m talking about this one sentence . . . That's the 510(k) process; correct? A: Teabi0(k)
process.”)).

Also, Dr. Brauer states that medical devices are grouped into three categbrofsshe
labels as “LowRisk,” “Moderate Complexity and Risk,” and “Complex, High Risk.” These
“industry standard” categories pectly align with the three regulatory classes established by the
Medical Device Amendments, another fact Dr. Brauer admifteee id.at 48:13-9 (“Q: The
low-risk medical devices are Class | devices. The moderate complexity ancedgtahdevices
are Chss Il devices; correct? A: For most products, they probably would fit in thayes”)).

BSC contends that Dr. Brauer’'s industry standard opinions do not require presenting
FDA evidence to the jury because the industry standards are broader tharegid&ians.
However, Dr. Brauer explainethat FDA regulations are part of industry standards, and,

therefore, any evidence with regard to industry standards would require reféoetie FDA,
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whether it is disguised or noSée idat 34:13-23 (“A: Whenyou do it with industry, you want
to make sure that your regulatory requirements are met, but also that certamecuseeds are
met. So there’s a little different of a slant, but it's still the primary same contesio @ both
ways you're trying tacomply with FDA regulations? A: In part. In both ways you’re trying to
comply with FDA regulations because that's part of it.”)).

Furthermore, although she cites a few standards issued by the Intetratgerazation
for Standardization (“ISO”), including ISO 13485, in her supplemental report, when asked about
additional standards during her deposition, Dr. Brauer couldeunatl any specific standards,
other than 1ISO 13485Id. at 35:1521). And when pressed on whether there is an ISO standard
that reuires manufacturers to submit adverse events to the FDA, Dr. Brauaunabke to
articulate an identifiable 1ISO standard to support her prensee. idat 46:1847:1 (“Q: It says
that it's an industry standard to submit certain reports to adverse events toAh&:Fhat's
correct. Q: So there’s no actual standard that says that; correct? A'tlbdbeve it's that
specifically stated in the ISO standard.”)). Dr. Brauer’s inability dentify an applicable
standard renders her opinion unrelial8ee Lasorsa v. Showboard: The Mardi Gras Cashio.
07-4321, 2009 WL 2929234, at *5 (D.N.J. Sept. 9, 2009) (“Without a reliable, objective basis for
[expert] testimony, stemming from identifiable industry standards, codes,catidois or
training, it mustbe precluded under Rule 702.”)

Dr. Brauer’'s deposition testimony reveals that her true area of expeftsersgulatory
field, which is why she was originally retained to write a regulateport. See id.at 12 (“I
believe the first contact was redang FDA regulation of medical devices.”gee also Pension
Comm. of Univ. of Montreal Pension Plan v. Banc of Am. Sec., RQCF. Supp. 2d 448, 476

(S.D.N.Y. 2010) (finding an expert’'s opinions with regard to industry standards unreliadate wh
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not “ground[ed] in his knowledge of the custom and practice of the industry”). There a® far t
much overlap between Dr. Brauer’'s FDA report and supplemental report to avagdlatory
mini-trial, which | have repeatedly and consistently held would confusevasidad the jury.
Accordingly, the plaintiff's Motion to Exclude the Opinions ahelstimony of @ristine Brauer,
Ph.D. [Docket 5Ris GRANTED, and Dr. Brauer’s opinions atEBXCLUDED in their entirety.

D. Jennifer Anger, M.D.

Dr. Anger is the Associate Director of Urological Research at C&iaes Medical
Centerwhoseclinical practice focuses on women and men with pelvic floor dysfunction. Dr.
Anger offers expert opinions specific to Ms. Frankum’s case based on her review of Ms.
Frankum’s medical records. To begin, | reject the plaistdéntention that Dr. Anger'general
causation opinions should be excluded entirely as outside the scope of her Rule 26 designation.
However, | caution BSC against using Dr. Anger to provide cumulative generalticausa
testimony when she was clearly retained to opine on Ms. Franganifisally. | proceed to
address the plaintif' remaining arguments, which object to particular general causation
opinions encompassed in Dr. Anger’s specific causation report.

1. Adequacy of DFU

First, the plaintiff argugthat Dr. Anger is not qualéd to opine on the adequacy of the
Obtryx DFU. As discussed more fubyprarelated to Dr. Green, without additional expertise in
the specific area of product warninggjralogist, like Dr. Angeris not qualified to opine that a
product warning was adequate, merely because it included the risks she hasiabdsvewn
practice. Accordingly, the plainti’ motion with regard to the DFU IGRANTED, and these
opinions areeXCLUDED .

2. Physical Properties of Polypropylene
Next, the plaintiff contenglthat Dr. Anger is not qualified to opine on the physical
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properties of polypropylene and that her opinions do not relate specifically to théfplaihis
case. With regard to her qualifications, Dr. Anger has performed oveliB(@scedures, and
her dinical practice focuses on pelvic floor dysfunction. (Mem. in Opp’RItts Combined Mot.

& Mem. to Limit or Exclude the General Ops. of BSC’'s Expert Jennifer Anger, M.&ck&
85], at 6). Further, Dr. Anger cites humerous studies and academic papers throughgoither e
report to support her opinions. | therefdflND that Dr. Anger is qualified to opine on the
physical properties of polypropylene. With regard to reliabilifyiND that Dr. Anger’s clinical
experience and review of the scientific literature are sufficiently reliablesbasforming her
opinions. Accordingly, the plaintiffsnotion iSDENIED.

3. MSDS
Next, the plaintiffargues that Dr. Anger’s opinions regarding the MSDS should be
excluded because they are irrelevant and not helpful to the jury. In her egmett Dr. Anger
states:
In my clinical practice, | do not rely on material safety data sheets retatiing
raw materials utilized in making medical devices. | have safely used Boston
Scientific pelvic mesh devices in my patients since 2005, and have successfully
used polypropylene mesh medical devices since 2003. | am not aware of any
medical literature or evidence that establishes that the material safety data sheet
has any impact on my practice of medicine, nor does it have any impact on my
decision to use, and to continue to use midurethral slings like the Obtryx, which
are the gold standard in the treatment of SUI.
(Ex. B, Anger Report [Docket 52], at 8). Dr. Anger is not using her “scientific, technical, or
other specialized knowledge” in making these statements about her persaradneewith
MSDSs. Fed. R. Evid. 702. Accordingly, the plairgifmotion with regard to the MSDS is
DENIED.
4. Safety & Efficacy

Last, the plaintiffcontend that Dr. Anger’s opinions concerning the safety and efficacy
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of the Obtryx are unreliable because she bases these opinions on data for sithglings. As
discussed more fullinfra related to Dr. Badylak, if there are certain dewdpecific publications
that Dr. Anger failed to review in preparingrrexpert report, the plaintiff fsee to inquire about
those publications on crogxamination. Accordingly, the plaintif’ notion with regard to
safety and efficacy IBENIED.

For the above reasons, the plaintiff's Motion to Exclude the Opinions and Testimony of
Jennifer Anger, M.D. [Docket 54] GRANTED in part andDENIED in part.

E. Stephen F. Badylak, D.V.M., Ph.D., M.D.

Dr. Badylak is the Deputy Director of the McGowan Institute for Regéreri&ledicine,
Director of the Center for Preclinical Studies, and a full Professor witbhréewith the
Department of Surgery at the University of Pittsburgh. Broadly, Dr. BRdypnes that the
polypropylene mesh used in BSC's pelvic mesh products is biocompatible and safeificdhese
human body. The plaintiff asks the court to exclude Dr. Badylak's (1) opinions related to t
risk/benefit analysis or the safety and efficacy ofCB8evices; and (2) opinions related to
oxidative degradation.

1. Risk/Benefit Analysis or Safety & Efficacy

First, the plaintiff contends that Dr. Badylak should be precluded from opining on the
safety and efficacy of polypropylene mesh devices becausashedh reviewed the applicable
scientific literature and has no clinical experience using these devices. portsub her
argument regarding scientific literature, the plaintiff cites to a portion of RdyRk’s
deposition where he “admitted” that he has not performed a “comprehensive reviem€ of t
literature related to specific BSC devices. (Pl.’'s Mot. & Mem. of Law in Suppheifr Mot. to

Exclude the Ops. & Test. of Stephen F. Badylak, D.V.M., Ph.D., M.D. [Docket 61], at 7).
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However, Dr. Badylak’'s expert report indicates that he reviewed more than 200nteleva
scientific publications, including more than twenty publications evaluating thetysand
efficacy of BSC devicesBSC’s Opp’n to Pl.’s Mot. to Exclude the Ops. & Test. of Stephen F.
Badylak, D.V.M., Ph.D., M.D. [Docket 69], at 8;see alsoEx. 2, Additional Materials
Considered for Expert Report [Docket-B], at Ex. B). kirthermore, Dr. Badylak explain¢dat

he is more familiar with the body of literature reviewing the safety amcheff ofsurgical mesh
generally, versus literature specific to any one devideelx. 5, Badylak Dep. [Docket 61-5], at
98:22-25); see also Wheeler v. John Deere ,C835 F.2d 1090, 1100 (10th Cir. 1991)
(explaining that “a lack of specialization does not dftee admissibility of the opinion, but only
its weight”). This explanation does not undermine his qualifications but insteafiesldns
approach. If there are certain devspecific publications that Dr. Badylak failed to review in
preparing his expemreport, the plaintiff is free to ask him about those publications on-cross
examination.

Similarly, the plaintiff's arguments regarding Dr. Badylak’s daliexperience are also
without merit. Dr. Badylak has extensive experience in the field of biomateimaluding the
design of implantable surgical mesh devic&eegEx. 2, Badylak Report [Docket &1], at 1).

The qualification requirement of Federal Rule of Evidence 702 does not necessguike
specific clinical experience implanting the device at isSae. Thomas J. Kline, Inc. v. Lorillard

Inc., 878 F.2d 791, 799 (4th Cir. 1989) (“One knowledgeable about a particular subject need not
be precisely informed about all details of the issues raised in order taofiexpert] opinion.”);

see als Edwards v. Ethicon, IncNo. 2:12cv-09972, 2014 WL 3361923, at*8 (S.D. W. Va.

July 8, 2014) (finding expert qualified to offer general causation opinions despitackisfl

specific experience with the product at issue). Accordingly, the plastifbtion with regard to
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Dr. Badylak’s safety and efficacy opinionsD&NIED .
2. Degradation

Lastly, the plaintiff argues that Dr. Badylak’s opinions with regard to oxielat
degradation based on the scientific literature are unreliable becausentnadicted himself
during his deposition by acknowledging the “phenomenon” of oxidative react®esEX. 5,
Badylak Dep. [Docket 65], at 108:26 (“I'm aware of the literature and the discussion, I'm
aware of phenomenon of oxidative changes and bxa&laeactions in the body everywhere,
including the surface of biomaterials such as polypropylene, so yes, I've@®usthat. . . . As
a matter of fact, I'm on record as saying oxidative reactions occurveverg, including the
surface of biomaterial§. However, the plaintiff omits Dr. Badylak’'s subsequent testimony,
where he states: “What | don't believe is that these oxidative reactions at theesoff
polypropylene are resulting in the degradation that's causing further probldmase’s no
evidence to suggest that existdd.(at 108:13109:15). Upon review of the deposition, | do not
find Dr. Badylak’s testimony sufficiently contradictory to undermineréigbility of his expert
opinions. Accordingly, the plaintiff's motion with regard togdadation iDENIED.

The plaintiff's Motion to Exclude the Opinions and Testimony of Stephen F. Badylak,
D.V.M., Ph.D., M.D. [Docket 61] is thuSENIED.

F. Stephen Spiegelberg, Ph.D.

Dr. Spiegelberg is the president andfeonder of Cambridge Polymer Groupmc.,
where he directs a team of scientists who perform contract research, analytiog| tasd
device development for the biomedical and polymer communities. Broadly, pirgefberg
opines that BSC’s pelvic mesh products “are appropriate for their intended ussgn ded

manufacture.” (Ex. B, Spiegelberg Report [Docket23at 4). The plaintiff objects to the
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following general causation opinions offered by Dr. Spiegelberg: (1) @eceusation opinions
regarding the position statements of medical organizations; (2) any matterd teldgte FDA
clearance process; (3) opinions regarding the presence of black specks snnB3G, and (4)
opinions based on Fourier Transform Infrared Spectroscopy (“FTIR”) and EnésggrEive
Spectrometry (“EDS”)I address these objections in turn.
1. Position Statements

First, the plaintiff argues that Dr. Spiegelberg’s opinions regarding mostatements
should be excluded because (1) they are not contained in his expert report; (2) he isfieat qual
to offer such opinions; and (3) he lacks any reliable methodology. In response, BSC states that
Dr. Spiegelberg does not offer opinions regarding position statements in eithepdrisreport
or his most recent deposition. Upon review, | agree with BSC thaiegelberg does not in
fact offer the opinions the plaintiff seeks to exclude. Accordingly, thetgfs motion with
regard to position statementdd&NIED as moot

2. FDA

Next, the plaintiff contends that Dr. Spiegelberg is unqualified to opine erFDA
510(k) clearance process and that such opinions should be excluded as irrelevant. le,respons
BSC concedes that Dr. Spiegelberg will not offer opinions on the FDA 510(k) clearanessproc
Accordingly, the plaintiffs motion with regard to the FDA GRANTED. BSC limits its
concession by arguing that Dr. Spiegelberg is qualified to opine on ISO standsedsobahis
“extensive experience in the field of medical device analysis and deB$C’¢ Resp. in Opp’n
to Pl.’s Mot. to Exclude the Ops. & Test. of Dr. Stephen Spiegelberg, Hyobket 84], at 6). |
agree. Dr. Spiegelberg’s current wddcuses ommedical device development and consultation.

(SeeEx. B, Spiegelberg Report [Docket-2B at 2). He is also the Task Force Chairman for
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ASTM standards involving the cleanliness of biomedical devices and charatoder methods
for polymers. [d. at 3). Consulting on the development of new medical mtsdvequires
familiarity with the applicable industry standards. Therefore, to the tXenSpiegelberg
intends to opine on ISO standards without referencing the FDA, | find him quabfiéd so.
Accordingly, the plaintiff's motion with regard to Dr. Spiegelberg’s qualiitoces iSDENIED .
3. Black Specks

Next, the plaintiff argues that Dr. Spiegelberg’s opinions regarding bladkspe
BSC’s mesh are unfounded and unreliable. In his expert report, Dr. Spiegelbesg “stative
reviewed informationwsggesting ‘blacfspecks]may appear in the polypropylene. These ‘black
[specks]are actually reflections of light on the curves of the mesh when pictures arertdaken,
than inclusions or defects in the mesh.” (Ex. B, Spiegelberg Report [Docidt &312). Dr.
Spiegelberg elaborated on this conclusion in his deposition:

Q: And if | remember do you remember what your opinion was in regard to
black specks?

A: | do.

Can you tell me?

The black specks that | observed in the meshes were not black specks per
se, as in terms of inclusions, rather were just reflections that are often
inherent in circular surfaces.

And did you perform independent testing to verify that?

Yes, | did.

And could you describe that to me?

> o » 0

You take the mesh and place it in an optical microscope, and then rotate
the mesh under the optical microscope and see if the black specks move or
disappear, which they did.

(Ex. D, Spiegelberg Dep. [Docket 84, at 17:2218:14). The plaintiff contends that Dr.
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Spiegelberg’s findings are unreliable because he did not review the photographs sypibleed b
plaintiff's expert, Dr. Dunn, nor did he take his own photographs. However, in his deposition,
Dr. Spiegelberg testified that he did review Dr. Dunn’s photograpthsat(19:15). And whether
Dr. Spiegelberg took his own photographs does not sufficiently undermine the rgliabhis
analysis here. Challenges to Dr. Spiegelberg’s ultimate coanlwgth regard to the nature of
the blackspecksare better suited for crogxamination. Accordingly, the plaintiff's motion \mit
regard to black specks DENIED.
4. FTIR/EDS

Last, the plaintiff seeks to limit Dr. Spiegelberg’s general causation opibasesl on his
FTIR and EDS testing. However, the plaintiff also states that Dr. Spiegallfadmissions
regarding the limitations of these techniques may also be grounds foregemsgation,” and
seels only “qualification or explanation of the limitatis inherent to these techniques” in order
to avoid misleading or confusing the jury. (Pl.’'s Mot. & Mem. in Supp. of Mot. to Exclude the
Test. & Ops. of Dr. Stephen Spiegelberg, Ph.D. [Docket 63], at 11). The plaintifiavidl the
opportunity to adequatel highlight these limitations at trial upon cressamination.
Accordingly, the plaintiff'smotion with regard to Dr. Spiegelberg’s FTIR and EDS testing is
DENIED.

In sum, the plaintiff's Motion to Exclude the Testimony and Opinions of Dr. Stephen

Spiegellerg, Ph.D. [Docket 63] IGRANTED in part andDENIED in part .

VI. Effect of Daubert Ruling
| emphasize that my rulings excluding expert opinions under Rule 70Rauukrtare
dispositive of theipotentialadmissibility in these cases, but my rulings noexeclude expert

opinions are not dispositive of their admissibibtytrial In other words, to the extent that certain
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opinions might be cumulative or might confuse or mislead the jury, they may stilicheled
under Rule 403 or some other evidentiary rule.
VII.  Conclusion

For the reasons discussed above, my rulings on BSC’s motions are as follows:

Motion to Exclude the Opinions and Testimony of Vivian W. Sung, M.D. [Docket 39] is
GRANTED in part andDENIED in part; Motion to Exclude the Opinions and stenony of
Michael Thomas Margolis, M.D. [Docket 40] GRANTED in part and DENIED in part;
Motion to Exclude the Opinions and Testimony of Thomas H. Barker [Docket 44] is
GRANTED; Motion to Exclude the Opinions and Testimony of Jerry Blaivas, M.D. [Datiet
iIs GRANTED in part andDENIED in part ; Motion to Exclude the Opinions and Testimony of
Jimmy W. Mays, Ph.D. [Docket 51] iIGRANTED; Motion to Exclude the Opinions and
Testimony of Russell Dunn, Ph.D. [Docket 56[3RANTED ; Motion to Exclude the Opions
and Testimony of Peggy Pence, Ph.D. [Docket 5@RANTED in part andDENIED in part;
Motion to Exclude the Opinions and Testimony of Scott Guelcher, Ph.D. [Docket 58] is
GRANTED; Motion to Exclude the Opinions and Testimony of Richard Trepeta, ND&cKet
59] is GRANTED in part and DENIED in part; and Motion to Exclude the Opinions and
Testimony of Vladimir lakovlev, M.D. [Docket 62] GRANTED.

My rulings on the plaintiff’'s motions are as follows:

Motion to Exclude the Opinions and Testimony of Gary L. Winn, Ph.D. [Docket 45] is
RESERVED; Motion to Exclude the Opinions and Testimony of Lonny Green, M.D. [Docket
50] is GRANTED in part and DENIED in part; Motion to Exclude the Opinions and
Testimony & Christine Brauer, Ph.D. [Docket 52] GRANTED; Motion to Exclude the

Opinions and Testimony of Jennifer Anger, M.D. [Docket 54JGRANTED in part and
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DENIED in part; Motion to Exclude the Opinions and Testimony of Stephen F. Badylak,
D.V.M., Ph.D., M.D. [Docket 61] iSDENIED; and Motion to Exclude the Opinions and
Testimony of Stephen Spiegelberg [Docket 63bRANTED in part andDENIED in part.

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

ENTER: May 1, 2015
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JOSEPH K. GOODWIN
UNITED STATES DISTRICT JUDGE
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