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

CHARLESTON DIVISION

MARY HOVEY,

Plaintiff,
V. CIVIL ACTION NO. 2:13-cv-18900
COOK INCORPORATED, et al.,

Defendants.

MEMORANDUM OPINION & ORDER
(Daubert Motions)

Pending before the court are the followingtimas brought by the defendants: (1) Motion
to Exclude the Opinions and Testimony of Donald Kreutzer, Ph.D.KE&0]; (2) Motion to
Exclude the Opinions and Testimony of Liskorici, Ph.D. [Docket 32]; and (3) Motion to
Exclude the Opinions and Testimony of Daniel S. Elliott, M.D. [Docket 36].

Also pending before the court are the falilog motions brought byhe plaintiff: (1)
Motion to Exclude General Lidlly/Causation Testimony of Ahbny Atala, M.D. [Docket 24];
(2) Motion to Exclude General Liability/Causatidestimony of Mickey Karram, M.D. [Docket
25]; (3) Motion to Exclude General LiabilityADsation Testimony of Dennis Metzger, Ph.D.
[Docket 26]; (4) Motion to Excilde the Testimony of Dr. Steph®ark Rhodes [Bcket 27]; (5)
Motion to Exclude Expert Testimony of Impropebesignated Employees [Docket 28]; and (6)
Motion to Exclude General Lidity/Causation Testimony of Robiel. Long, M.D. [Docket 29].

For the reasons discussed below, defersdavibtion to Exclude the Opinions and
Testimony of Donald Kreutzer, Ph.D. [Docket 30DENIED; defendants’ Motion to Exclude

the Opinions and Testimony of Lisa Morici, Ph.D. [Docket 32[GRANTED in part and
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DENIED in part; defendants’ Motion to Exclude the @ns and Testimony of Daniel S.
Elliott, M.D. [Docket 36] iSDENIED; plaintiff's Motion to ExcludeGeneral Liability/Causation
Testimony of Anthony Atala, M.D. [Docket 24] BENIED; plaintiff's Motion to Exclude
General Liability/Causation Testimony of D@s Metzger, Ph.D[Docket 26] isDENIED;
plaintiffs Motion to Excludethe Testimony of Dr. StepheRark Rhodes [Docket 27] is
GRANTED; and plaintiffs Motion to Exclude ¥pert Testimony of Improperly Designated
Employees [Docket 28] iIBENIED. It is furtherORDERED that Cook provide the plaintiff
with expert compensation information for Dr.afd and updated disclosures for its corporate
experts withinseven daysof the entry of this Memorandu Opinion and Order. Finally, the
court RESERVES judgment on plaintif§ Motion to Exclude General Liability/Causation
Testimony of Mickey Karram, M.D. [Docket 2%nd plaintiff's Motion to Exclude General
Liability/Causation Testimony of Robert L. Long, M.D. [Docket 29].
l. Background

This case against Cook Incorporatedyo Biotech, Inc., and Cook Medical, Inc.
(collectively “Cook”) resides irone of seven MDLs assigned moe by the Judicial Panel on
Multidistrict Litigation concerning the use of tramgmal surgical mesh to treat pelvic organ
prolapse (“POP”) and stressinary incontinence (“SUI"}. In the seven MDLs, there are more
than 70,000 cases currently pending, approxitp&g0 of which are in the Cook MDL, MDL
2440. In this particular case, the plaintiff, MaHovey, was surgically implanted with the
Stratasis TF Urethral Sling (“Stratasis”), a pelkepair product made &IS material that Cook

manufactures to treat SUI. (Compl. [Docket 7). Ms. Hovey received her surgery at Christus

! In the interest of clarity, | note that the pelvic repair products manufactured by Cook do not cdytaoppiene
mesh like most of the products at issue in the other Mi#fsre this court. RatheGook manufactures its products
using a biologic material made from porcine small intestinal submucosa (“SIS”), (Compl. [Docket WhiEB),in
layman’s terms, is the tissue from the small intestine of a pig.
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Spohn Hospital Shoreline in CorpGéiristi, Texas, on May 15, 2003d{(). She now claims that
as a result of the implantation of the Stratashe has “suffered permanent injuries and
significant pain and suffering, emotional désts, lost wages and earning capacity, and
diminished quality of life.” Id.  1). Ms. Hovey advances tfalowing causes of action against
Cook: failure to warn under the Product Liabiligct, strict liability, negligence, negligent
misrepresentation, negligent infliction of enootal distress, breach of express warranty, breach
of implied warranty, violation oEonsumer protection laws, g®negligence, unjust enrichment,
and punitive damagesld( 11 44-133). The parties have nme¢al experts to render opinions
regarding the elements of tleesauses of action, and the instamotions involve the parties’
efforts to exclude or limit the experts’ opinions pursuanD#mubert v. Merrell Dow Pharm.,
Inc., 509 U.S 579 (1993).
Il. Legal Standard

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

testimony is properly admissibldd.



The district court is the gatekeepdt.is an important role: “[E]xpert witnesses have the
potential to be both powerful and quite mislemlj]” the court must “ensure that any and all
scientific testimony . . . is natnly relevant, but reliable Cooper v. Smith & Nephew, In@59
F.3d 194, 199 (4th €i2001) (citingWestberry v. Gislaved Gummi AB78 F.3d 257, 261 (4th
Cir. 1999) andDaubert 509 U.S. at 588, 595). In carrying out this role, | “need not determine
that the proffered expert testimony is irrefutable or certainly correct’—"[a]s with all other
admissible evidence, expert testimony is subjectesting by ‘vigorous cross-examination,
presentation of contrary evidence, ancebarinstruction on the burden of prooflUnited States
v. Moreland 437 F.3d 424, 431 (41ir. 2006) (quotinddaubert 509 U.S. at 596kee also Md.
Cas. Co, 137 F.3d at 783 (noting that “[a]Daubert demands is that the trial judge make a
‘preliminary assessment’ of whether the proffered testimony is both reliable . . . and helpful”).

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

Despite these factors, “[tlhe inquiry to be undertaken ydiltrict court is ‘a flexible
one’ focusing on the ‘principles and rhetlology’ employed by the expert, not on the

conclusions reachedWestberry 178 F.3d at 261 (quotin@aubert 509 U.S. at 594-95%ee

2 With more than 70,000 cases related to surgical pelvic repair products currently pending before me, this gatekeeper
role takes on extraordinary significan&&ach of my evidentiary determinations carries substantial weight with the
remaining MDL cases. Regardless, while | am cognizant afuitheequent implications of my rulings in these cases,

| am limited to the record and the arguments of counsel.
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also Kumho Tire Co. v. Carmichadd26 U.S. 137, 150 (1999) (“Wagree with the Solicitor
General that ‘[tlhe factors identified iDaubert may or may not be pertinent in assessing
reliability, depending on the nature of the issue,agkpert’s particular gertise, and the subject
of his testimony.”) (citation omitted)see also Crisp324 F.3d at 266 (noting “that testing of
reliability should be flexible and th&@auberts five factors neither reessarily nor exclusively
apply to every expert”).

With respect to relevancipaubertfurther explains:

Expert testimony which does not relate to &sye in the case ot relevant and,

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

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

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

helpfulness standard requires a valid stifie connection tdhe pertinent inquiry

as a precondition to admissibility.

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

Finally, in several of the instaribaubert motions, a specific scientific methodology
comes into play, dealing with ferential diagnoses or etiolagg. “Differential diagnosis, or
differential etiology, is a standarstcientific techniqueof identifying the cause of a medical
problem by eliminating the likely causes until the most probable one is isolledtberry 178
F.3d at 262. The Fourth €uit has stated that:

A reliable differential dignosis typically, tbugh not invariably, is performed

after “physical examinationghe taking of medical higties, and the review of

clinical tests, including laboratory dis,” and generally is accomplished by

determining the possible causes for the patient's symptoms and then eliminating

each of these potential causes until hgag one that cannot be ruled out or
determining which of those that cante excluded ithe most likely.
Id. A reliable differential dignosis passes scrutiny und2asubert An unreliable differential
diagnosis is another matter:

A differential diagnosis that fails tokea serious account of other potential causes
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may be so lacking that it cannot providereliable basis for an opinion on

causation. However, “[a] medical expertausation conclusion should not be

excluded because he or she has failed to rule out every possible alternative cause

of a plaintiff's illness.” The alternative causes suggested by a defendant “affect

the weight that the jury should give the expert's testimony and not the

admissibility of that testimony,” unless the expert can offer “no explanation for

why she has concluded [an alternatoaise offered by thepposing party] was

not the sole cause.”

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

Ultimately, the district court has broad distton in determining whether to admit or
exclude expert testimonynd the “the trial judge nsi have considerabledway in deciding in a
particular case how to go about determining Wweetparticular expert testimony is reliable.”
Cooper 259 F.3d at 200 (quotingumho Tire 526 U.S. at 152).

Before | review these motions, | begin bydaessing two arguments that apply to many
of the parties’ Daubert objections. Unless otherwise necessary, | will not address these
objections again specific to each challenged expést, as | have maintained throughout these
MDLs, | will not permit the parties to use expetd usurp the jury’s fact-finding function by
allowing an expert to testify as to a party’atetof mind or on whether a party acted reasonably.
See, e.gHuskey v. Ethicon, Inc29 F. Supp. 2d 691, 702-03 (S.D. W. Va. 2014)wis et al. v.
Ethicon, Inc, 2:12-cv-4301, 2014 WL 186872, at *6, *21 (S.D. W. Va. Jan. 15, 20i4¢ C.

R. Bard, Inc,. 948 F. Supp. 2d 589, 611, 629 (S.D. W. \@l3. Although an expert may testify
about his or her review of imeal corporate documents soldty the purpose of explaining the
basis for his or her opinions—assuming the opinions are otherwise admissible—a party’s

knowledge, state of mind, or othenatters related to corpoeattonduct and ethics are not

appropriate subjects of expdgstimony because opinions on thesatters will not assist the

jury.



Second, “opinion testimony that states a leggahdard or draws legal conclusion by
applying law to the facts is generally inadmissiblgtiited States v. Mclverd70 F.3d 550, 562
(4th Cir. 2006). | have diligently applied this rateprevious expert testimony, and | continue to
adhere to it in this case. | willot parse the expert reportsdadepositions of each expert in
relation to these same objectionistrust that able counsel ithis matter will tailor expert
testimony at trial accordinglydaving addressed these universjections, | now turn to Cook’s
Daubertmotions.

II. Cook’s Daubert Motions

In this case, Cook seeks to exclude the expgirtions of DonaldKreutzer, Ph.D., Lisa
Morici, Ph.D., and Daniel S. Elliott, M.D.

A. Motion to Exclude the Opinions andTestimony of Donald Kreutzer, Ph.D.

Dr. Kreutzer is a professor of surgery and thrector of the Center for Molecular Tissue
Engineering at the University of Connecti@ghool of Medicine. (Knetzer Report [Docket 30-
1], at 1). His current research focusas immunology, inflammation, and wound healing,
specifically in the areaf tissue response to surgicalimplanted devices, including biologic
surgical mesh.I¢. at 2—3)° Cook objects to the following opimis set forth in Dr. Kreutzer's
expert report: (1) Injuries tavomen implanted with Cook prodiscwere caused “by a lack of
guality control in Cook’s product testingpanufacturing, and physician and patient product
warnings”; (2) Cook products “cause excessearring and inflammation”; (3) “Cook did not
conduct adequate testing of the products sue% (4) “Cook did not have adequate quality

assurance procedures for the sourcing and raatwrfng of the productsgnd (5) Cook “did not

% Cook has moved to preclude the plaintiff from referring to Cook’s SIS products as “mesh.” (@it $ots. in
Limine[Docket 70], at 32). | will address this motion at teddime, and for purposes of this Memorandum Opinion
and Order, | simply refer to the product in the way that the respective expert has referred to it.
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adequately educate and warn patients and phpsion the products.” (Cook’s Mot. to Exclude
the Ops. & Test. of Donald Kreutzer, Ph.D. [Ret 30], at 1-2). Cook also asks the court to
exclude Dr. Kreutzer’'s opinionsn Cook’s corporate knowledge, masy or intent, as well as
any opinions in the form of legal conclusions. @t 2).

The plaintiff clarifies that DrKreutzer will not render the rBt, third, fourth, or fifth
opinions listed above(Pl.'s Opp. to Cook’s Mot. to Exatle the Ops. & Test. of Donald
Kreutzer, Ph.D. [Docket 48], at 4 (confirming tiat Kreutzer will not testify as to the opinions
challenged by Sections 1lI(A), {C(D), and (E) of Cook’s memorandum)). Furthermore, the
plaintiff has confirmed that DiKreutzer will not testify abou€Cook’s state of mind, intent, or
knowledge, nor will he make lelgaonclusions at trial. Inetd, Dr. Kreutzer will limit his
testimony to his opinion that Cook’s products sainflammation, scarring, and tissue damage.
In light of this clarification, | review Cook'®aubert challenge to this opinion only, and |
DENY as mootthe remainder of its motion concerning Dr. Kreutzer.

Cook moves to exclude Dr. Kreutzer’'s opinibat the inflammatoryesponse to biologic
mesh is “chronic” and “excessiv@n the grounds that this apon lacks a réable basig' In
Cook’s view, none of the scientifr medical studies cited by Dikreutzer validate a finding of
excessive or chronic inflammatiar tissue, and as shicthese studies cannot provide a scientific
foundation for his opinion that meets the standardDafibert | do not agree with this
reasoning. As an initial matter, Cook’s interpratatof these articles asrelated to excessive
inflammation is, to put it mildly, subject tdebate. Indeed, several of the artickesne written

by Dr. Kreutzer himself, report findings of esséve inflammation resulting from the use of SIS

* Cook does not appear to challenge Dr. Kreutzer's expertise with respect to this opinion. In any event, given Dr.
Kreutzer’'s extensive education and experience in immunology and immunopathsémigreitzer Report [Docket

30-1], 24 (listing Dr. Kreutzer’'s education, publications, professorships, and research in these areas$jm| find
gualified to opine on the inflammatory response to biologic mesh.
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material in vivo. See, e.q.Cook’s Ex. 4, J.E. Kbonig et alSevere postoperative inflammation
following implantation of a Stratasis sling/rology (2004) (concluding that the inflammatory
reactions experienced by a woman implanted with a SIS pelpar product were “severe” and
“considerable”); Pl’s Ex. 3, D.L. Kreutzer et aComparative analysis of histopathologic
responses to implanted porcine biologic meshesb. Med. (2014) (finding “pronounced
inflammatory responses” after a twelve-weeldgtaf the impact of biologic mesh on tissusgge
also Kreutzer Report [Docket 30-1], at 3—4 (listihgp research publications on biologic mesh)).
And although none of the articles expressly dbscthe inflammation aschronic” or “long-
term,” one could reasonably conclude, as Dr. Kr@udoes, that the results of the short-term
studies signify that the inflamrian could persist indefinitely. SeeKreutzer Dep. [Docket 48-
2], at 87:17-20 (explaining his worlictivation of Human Mononigar Cells by Porcine
Biologic Meshes in Vitroin which Dr. Kreutzer comparedff#irent graft materials in vitro and
discovered certain “hallmark celtiat are present, particularig chronic inflammation,” and
“[are] associated with these gisfn chronic inflammation”)).

To be sure, the conclusions reached ie #nticles do not seamlessly align with the
conclusions proffered by Dr. Kreutzer. But, as demonstrated above, the articles relied upon by
Dr. Kreutzer could plausibly be interpretedarway that supports his opinions on chronic and
excessive inflammation. The “analyai gap between the data and tpinion,” if any, is not so
great that the opinons must fall undeDaubert See Gen. Elec. Co. v. Join&22 U.S. 136, 146
(1997). Put simply, Cook’Paubertmotion against Dr. Kreutzer boitlown to a debate over the
correct way to construe the gtidic studies. As the gatekeepafr expert testimony, however, |
must not concern myself with the “correctnegghe expert’s conclusions” and should instead
focus on the “soundness of his methodolodydubert v. Merrell Dow Pharm., Inc43 F.3d
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1311, 1318 (9th Cir. 1995) Qaubert I'); see also United States v. Morela87 F.3d 424,
431 (4th Cir. 2006) (“The court need not deterenthat the proffered expert testimony is
irrefutable or certainly correct.”). Here, Dr. Kreat considered and anaBd scientific articles
and studies—some of which he authored—to rdaslopinion that the implantation of biologic
materials can cause chronic and severe inflammation. Thus, seeing no challenge to the
methodologies used in the studiédjnd that they provide a realble, scientific basis for Dr.
Kreutzer’'s opinions.See Monsanto Co. v. Dayid16 F.3d 1009, 1015 (Fed. Cir. 2008)
(“[NJumerous courts have helthat reliance on scientific test results prepared by others may
constitute the type advidence that is reasonably relied ugmnexperts.”). Ay inconsistencies
or discrepancies in his testimony go to itsigh# not its admissibility, and Cook is free to
capitalize on these matteduring cross-examinatio®ee Daubert509 U.S. at 596 (“Vigorous
cross-examination, presentation of contrary enak, and careful instttion on the burden of
proof are the traditional and appropriate means of attacking shaky but admissible evidence.”).
Cook also makes the blanket argument titat Kreutzer provided no testimony that
would indicate his opinions are generally accefitg the scientific comomity.” (Mem. in Supp.
of Mot. to Exclude the Ops. &est. of Donald Kreutzer, Ph.[Docket 31], at 7). While general
acceptance “remains an important consideration” in evaluating expert testimony, this factor alone
cannot necessitate torbid exclusionUnited States v. Crisi824 F.3d 261, 268 {4 Cir. 2003).
As the Fourth Circuit explained,
[tlhe Daubert decision, in adding four new faxt to the traditional “general
acceptance” standard for expert testimony, effectively opened the courts to a
broader range of opinion evidence thamas previously admissible. Although
Daubertattempted to ensure that courtsegn out “junk science,” it also enabled

the courts to entertain new and less cotiveal forms of expertise. As the Court
explained, the addition of the new fastarould put an end to the “wholesale
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exclusion [of expert testimony basesh scientific inmvations] under an
uncompromising ‘general acceptance’ teBtdubert 509 U.S. at 596.

Id. at 268. Therefore, | do not firilde general-acceptance factodaserminative here, given that
Dr. Kreutzer's methodology in reachiimgs opinions is otherwise reliabl€ee, e.g.Daubert I|,

43 F.3d at 1322 n.11 (“Of course, the fact thia¢ party’s experts use a methodology accepted
by only a minority of scientists would be aoper basis for impeachment at trial.”). Cook’s
Motion to Exclude the Opinions and Testimoal Donald Kreutzer, Ph.D., [Docket 30] is
accordinglyDENIED.

B. Motion to Exclude the Opinions and Testimony of Lisa Morici, Ph.D.

Cook next moves to exclude the opinionsxf Lisa Morici, an immunologist and
assistant professor of microbiology and immugyl at Tulane University School of Medicine.
In this case, Dr. Morici offers opinions on theeusf porcine SIS biomaterials for treatment of
POP and SUI, as well as “theraplications resulting from transviagl insertion and use,” such
as “foreign body reaction, acute and chronic inflammatory responses, acute and chronic
infections, mesh erosion, degadidn, [] weakening, and graftjeetion and failure.” (Morici
Report [Docket 45-2], at 4). Cook jebts to several portions of DVlorici’s expert report. These
objections fail for the same reasons explainedercthurt’'s opinion with reget to Dr. Kreutzer.

First, Cook challenges the rddiity of Dr. Morici’s opinion that Cook’s products induce
foreign body reaction. Cook statdsat Dr. Morici's opinions §o[] beyond the findings of the
literature on which she relies(Mem. in Supp. of Mot. to Exabde the Ops. & Test. of Lisa
Morici, Ph.D. (*Cook’s Mem. re: Morici”) [Doket 33], at 7). Then, Cook proceeds to critique
some of the cited articles, m#aining that animal studiesnd case reports cannot support an

expert opinion on causation. While | agree thatmal studies and case reports do not by
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themselves conclusively “demonstrate causation between SIS and foreign body reactions in
patients,” (Reply Mem. in Supp. of Mot. to éixde the Ops. & Test. of Lisa Morici, Ph.D.
(“Cook’s Reply re: Morici”) [Do&ket 56], at 7), it does not follow, as Cook suggests, that an
expert’s reliance on these worksnders her opinion inadmissible undeaubert especially
when she has relied on other sources to reach the op8aen.e.g.Int’l Union, United Auto.,
Aerospace & Agric. Implement WorkesE Am., UAW v. Johnson Controls, Inéd99 U.S. 187,
222 (1991) (White, J., concurring) (“[T]he [lower] court should not have discounted the evidence
as ‘speculative’ [citation omitted] merely because it was based on animal studiesRider).
Sandoz Pharm. Corp295 F.3d 1194, 1199 (11th Cir. 200@}ating that case reports “may
support other proof of causatioreVen if they “alone ordindy cannot provecausation”).

In Decker v. GE Healthcare Incfor example, the Sixth Circuit affirmed the district
court’'s decision to admit an expert’s theory ovddaaibertmotion, given that the expert based
his theory on “research conducted by segtgtand doctors performing animal studi@syitro
studies,in vivo studies, human clinicalglies and retrospective casteidies along with review
of the relevant published isatific and medical studgg.]” 770 F.3d 378, 392-93 (6th Cir.
2014)° Dr. Morici has similar research to back lginions. First, she performed laboratory tests
on rats, exposing them to SIS contaminatéith Wwe bacteria to evaluate its behaviarvivo.
She observed “intense inflammatory respdn@dorici Report [Docket 45-2], at 12—-13). These
results, as Dr. Morici explains in her repdicharacterize” the foreign body reaction and are
mirrored by animal tests performed by other researchees id.at 6-8 (referring to the Petter-

Puchner study performed on rats and the Rabah study performed on rabbits, both of which

® In Decker the expert’s theory was that gadolinium-based contrast agents used to produce MRI images can cause
nephrogenic systemic fibrosiBecker 770 F.3d aB83—-84. This causation opinion is analogous to Dr. Morici's
opinion in this case—that SIS ma#drcan cause a foreign body reactiond anbsequent tissue inflammation—and

as such, | find th®eckercase instructive.
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reported foreign-body-like reactions that resultedchronic inflammation)). Dr. Morici also
considered a study performed on humans, in which the authors “showed SIS to be the most
inflammatory biologic material when tested against human donorigeliso andin vivoin the

rat model. . .. And, as | mentioned, [inflammatoeactions] are the hallmarks of the foreign
body response.” (Morici Dep. [Docket 45-3], 2289:19-140:5 (citing to thBryan et al. study

from 2012)). Finally, Dr. Morici referred to castudies that reported foreign body response to a
sling made from SIS materiald( at 7—8 (citing to the Ho studynd the John et al. study)).

Taken together, Dr. Morici has a well-roundedientific basis foher opinion that SIS
products induce foreign body reaxts. Her theory has been t$t by herself and others, as
explained above, and the studies shlies upon haveelen subjected to theer-review process.
(See generallyorici Report [Docket 45-2])This is enough to get throudbauberts gates See
Daubert 509 at 594-94 (holding that reviewing expert testimony, éh‘overarching subject is
the scientific validity”); Cooper v. Smith & Nephew, In@59 F.3d 194, 199 (4th Cir. 2001)
(explaining that whether a theohas been tested and whether it has been subjected to peer
review, among other consideratiofmay bear on a judge’s deterraion of the relihility of an
expert’s testimony”). The fact that “differingesearch findings” exist or that “foreign body
reactions are ‘highly variable,(Cook’s Reply re: Morici [Dockeb6], at 8), goes to the weight
of testimony and can be addressed myreross-examination of Dr. MoricUnited States v.
Moreland 437 F.3d 424, 431 (4th Cir. 2006) (“[Und@aubert tlhe court need not determine
that the proffered expert testimonyirieefutable or certainly correct.”).

Cook raises similar objections to Dr. Mdis opinion that @ok products induce a
chronic inflammatory response. Dr. Morici fues “chronic inflamm#on” as inflammation
lasting three months or more. (Morici Dep.ddéket 45-3], at 52:22—-25). Cook argues that none
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of the studies relied on by Dr. Morici report symrsistent inflammatiom humans. Dr. Morici,
however, identified several sudtudies during her depositioithe Franklin study followed
patients who had received SiSplants over five years and repsat the presence of seromas,
which, in Dr. Morici’s view, “would indicate aimmbalance in the tissue” and therefore chronic
inflammation. (d. at 183:21-184:8). The Uneo study, igh followed patients for fifteen
months, reported a recurrenceeraf 30%, and in Dr. Morici’'®pinion, the recurrence could
likely have been causdaly chronic inflammation.ld. 184:3—-18). Dr. Moricialso referred to
several internal studiggerformed by Cook, which collectethta on patient complications for
over two years and, from DmMorici’'s understanding, indi¢a the presence of chronic
inflammation in these patientdd( at 185:3-16 (“[A]s an immunodist | have a difficult time
reconciling that there’s [sic] comphtions without inflammation.”)).

While the conclusions reachedtimrese tests do not seamlessly align with the conclusions
proffered by Dr. Morici, as was the case with Dr. Kreuti@apbert does not require such
precision. Rather, thBaubertinquiry is a “flexible on&that must be basedolely on principles
and methodology, not on the corgilans that they generatddaubert 509 U.S. at 580. Here,
Dr. Morici reached her opinions about chromflammation based on her experience and work
as an immunologist, as well as her reasoned irg&ton of scientific, peer-reviewed literature.
Other courts have accepted this methodology as reliséeMonsanto Co. v. Dayié16 F.3d
1009, 1015 (Fed. Cir. 2008) (listing relevant cases), ia regard to Dr. Morici, | concur with
these courts.

Finally, Cook argues that “Dr. Mizi is not qualified to ctique the procedures employed
in preparing Cook’s Biodesign products as she ha knowledge or exp&e in this area.”
(Cook’s Mem. re: Morici [DockeB3], at 10). The plaintiff agreadat Dr. Morici should not
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testify regarding this matter, given that she “could not testify, with certainty, that the problems
with SIS mesh that she cites are the result @ehmanufacturing issuegPl.’s Opp. to Mot. to
Exclude the Ops. & Test. of Liddorici, Ph.D. [Docket 45], at 10But the plaintiff asks that the
court allow the testimony if “defendants open the door to Id”).(l decline to make this
reservation. Dr. Morici has noemonstrated experience in firdd of product manufacturing or

in the preparation of biomaterials for sale, the plaintiff willingly admits, and as such, |
EXCLUDE any testimony on this matté8eeFed. R. Evid. 702 (allowing for expert opinions if

the witness “is qualified as an expert by knowledgell, experience, traing, or education”). |
GRANT Cook’s motion on this limited issue. The motion is othenlENIED .

C. Motion to Exclude the Opinions and Tatimony of Daniel S. Elliott, M.D.

Cook seeks to exclude the expert opinions of Daniel S. Elliott, M.D. Dr. Elliott is an
Associate Professor of Urology at the Mayo Cli@aduate School of Micine in Rochester,
Minnesota. Broadly, Dr. Elliott opines that SISsbd products cause a foreign body reaction,
which leads to inflammation and contraction arglhes in acute and chronic pain. (Pl.’s Opp. to
Cook’s Mot. to Exclude the Ops. & Test. of el Elliott, M.D. (“Pl.’s Opp. re: Elliott”)
[Docket 46], at 3). Specifically, Cook seeksetxclude the following expert opinions offered by
Dr. Elliott: (1) SIS causes chronic inflammatiarhich results in chronic pelvic pain, vaginal
pain, and chronic dyspareunia;) (31S may cause an allergand hypersensitive response,
including delayed hypersensitivity; (3) One may aptlate that contraction of SIS causes pain;
and (4) Cook’s prelaunch studiasd IFU were inadequate. (Coolvkot. to Exclude the Ops. &
Test. of Daniel S. Elliott, M.D. [Docket 36], at 1-2).

1. Unsupported by the Evidence

First, Cook argues Dr. Elliott's opinion ah SIS causes chronic inflammation, which
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results in chronic pain, is inadmissible becaiisis not supported byhe evidence. (Cook’s
Mem. in Supp. of Mot. to Exclude the Ops. & TaedtDaniel S. Elliott, M.D. (“Cook’s Mem. re:
Elliott”) [Docket 37], at 4) Although Dr. Elliott cites multiple sentific articles in support of his
inflammation opinions, Cook contentisese opinions are unrelialddecause none of the studies
reporting inflammation in humans was long-terks. both parties have made clear through the
briefing, there is simply not the same amount eérgdic literature avdable on SIS as there is
on other treatments, such as those involving polypropylene mesh. Dr. Elliott used the available
literature, which provides evidence of an amiimatory response, teupport his theory that
“[o]nce the inflammatory processegins, a cascade of events witlicur which lead[s] to pelvic
muscle pain and nerve irritation.” (Elliott RepgDocket 46-1], at 35-36). Furthermore, Dr.
Elliott's inflammation opinions are also based his clinical experience with women whose
bodies have rejected SIS products, as well agviarspatients. (Pl.’s Opp. re: Elliott [Docket 46],
at 5). On cross-examination, Cook may certainly lgib the fact that Dr. Elliott relied on short-
term studies. However, this argument does sufficiently undermine the reliability of Dr.
Elliott’s methodology undebaubert

With regard to Dr. Elliott's opinions onlatgic response ancdntraction, Cook objects
to his reliance on studies that did not loolkedfically at Cook products. However, “expert
testimony need not be basagon identical case studies epidemiological data.Benedi v.
McNeil-P.P.C., InG.66 F.3d 1378, 1384 (4th Cir. 1995) (citi@gy of Greenville v. W.R. Grace
& Co., 827 F.2d 975 (4th Cir. 1987)) (internal qatddn marks omitted). | agree with the
plaintiff “that the defendant shaliinot be allowed to escape lityi simply . . . because there
are, as yet, no epidemiological studies conogrtine health risks associated with” SIS products.
Id. At this stage, | will allow Dr. Elliott’s “extrapolations” because they are based on reliable
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data and he utilizes methodologtgpically applied in his fieldSee Doe v. Northwestern Mut.
Life Ins. Co, No. 2:10-cv-02961, 2012 WL 1533104, at *4 (D.S.C. May 1, 2012) (permitting
extrapolation, “especially in the areas oftog edge science”). Accordingly, Cook’s motion
with regard to Dr. Elliott'sinflammation, allergic responseand contraction opinions is
DENIED.

2. Scientific Literature

Next, Cook contends that Dr. Elliott fails to consider and account for contrary scientific
literature. (Cook’s Mem. re: Ebit [Docket 30], at 10). Cook’s gmment on this issue consists
mostly of a summary of various articlewhich in no wayassists the court'©aubert
determination. Furthermore, as the plaintiff rgei out, these articles are not cited by any of
Cook’s experts in their repist, which leads me to question their significan&z=efl’s Opp. re:
Elliott [Docket 46], at 12). InTyree v. Boston Scientific Corporatiohfound Dr. Margolis’'s
methodology unreliable because he rejected numerous studies vathostientific basis for
doing so.See  F. Supp. 3d ___, *7 (S.D. W. Va. 201dyailable at2014 WL 5320566. Here,

Dr. Elliott provided a declaration detailing hisview and subsequent rejection of the nine
articles Cook discusses in Bgubertmotion. See generallpecl. of Dr. Daniel S. Elliott, M.D.
[Docket 38-18]). The literature cited in Dr. Elliott’s original report demonstrates sufficient
indicia of reliability, and whether Dr. Elliott faileid review these particular articles goes to the
weight of his testimony, not its adssibility. Dr. Elliott’s declaation further forecloses Cook’s
argument. Accordingly, Cook’s motion witkgard to scientié literature iSDENIED .°

3. Knowledge, Motive, or Intent

Next, Cook argues that Dr. Elliott mayot testify concerning company knowledge,

¢ As discussed more fullinfra related to Dr. Atala, any supplemental information must be disclosed at least thirty
days before trial. Fed. R. Civ. P6(e). Dr. Elliott’'s declaration [Docket 48] was filed on February 19, 2015, and
is timely. Therefore, | consider it algnwith his original expert report.
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motive, or intent. (Cook’s Mem. re: Elliott [Docket 37], at 16). The plaintiff concedes that Dr.
Elliott will not testify about (1) Cook’s state of mind, intent or knowledge; or (2) legal standards
or legal conclusions. (Pl.’s Opp. re: Elliott [Ck&t 46], at 14). Accordingly, Cook’s motion with
regard to knowledge, motive, or intenO&NIED as moot’

4. Product Warnings and Labeling

Next, Cook contends Dr. Elliott is not quadidl to opine on product warnings or labels.
(Cook’s Mem. re: Elliott [Docket 37], at 18). In pEmse, the plaintiff explas that “Dr. Elliott
will not discuss defendants’ warnings in a regulatmntext.” (Pl.’s Opp. re: Elliott [Docket 46],
at 15). Instead, “Dr. Elliott’s report identifies piaular risks with SIS biomaterials and explains
that the IFU and defendangsoduct literature fails tdisclose these risks.Id.). | agree with the
plaintiff that a urologist like Dr. Ellitt is qualified to make this comparisdbee Wise v. C. R.
Bard, Inc, No. 2:12-cv-01378, 2015 WL 521202, at *9-100SW. Va. Feb. 7, 2015) (finding a
urogynecologist qualified to opeé on product labeling based btis knowledge and clinical
experience);see also Huskey v. Ethicon, In€9 F. Supp. 3d 691, 719 (S.D. W. Va. 2014)
(finding a urologist qualified t@pine on the risks of implamiy a product and whether those
risks were adequately expressadthe product’s IFU). Relying dhe plaintiff's assurance that
Dr. Elliott’s testimony will belimited to an evaluation ofCook’'s warnings based on his
knowledge of and clinical xperience with the risks o8IS products—and not on FDA
requirements or regulations—Cook’s motion witgard to product wammgs and labeling is

DENIED.

" Based on the court’s most recent exgrce with Dr. Elliott as a witnesscaution the plaintiff against using him
to introduce corporate evidenc&egTrial Tr., No. 2:13-cv-22473 [Docket 337], at 153-55 (“[M]edical expert
witnesses ought to be giving medical expert opinions. And under Rule 702 and Rule 703, statecenpiste
representatives are not statements that a medical esqpgrtas Dr. Elliott would reasonably rely upon in any
context other than litigation. This is an important factomip decision. . . . Accordingly, offering such evidence
through this witness, through this doctor substantiallyeiases the risk of confusingcamisleading this jury. . . . |
am not going to allow Dr. Elliott to further opine bdsm what corporate representatives said.”).

18



5. Adequacy of Testing

Lastly, Cook argues Dr. Elliott is not difeed to opine on the adequacy of Cook’s
product testing and that his expert opinionstlois subject are unreliable. (Cook’'s Mem. re:
Elliott [Docket 37], at 19). The plaintiff conced#sat “Dr. Elliott will not testify that defendant
had an obligation to study and failed to do so.” (Pl.’'s Opp. re: Elliott [Docket 46], at 16).
Accordingly, Cook’s motion with regd to adequacy of testing BENIED as moot

In sum, Cook’s motion with regard to Dr. Elliott BENIED in part andDENIED as
moot in part.

V. Plaintiff's Daubert Motions

A. Motion to Exclude General Liability/Causation Testimony of Anthony Atala,
M.D.

Dr. Anthony Atala is a practicqurologist and a professor imology at the Wake Forest
University School of Medicine. Over the past y@ars, Dr. Atala has performed pelvic surgeries
using SIS products manufactured by Cook. Baggmarily on his personal experience with
these products, along with a peer-reviewed study lie co-authored, Dr. Atala proffers that he
“do[es] not see any capacity” of Cook’s SlSogucts “to cause the injuries of which the
plaintiffs generally complain.”(Atala Report [Docket 24-1], a&). The plaintiff raises two
objections to this general causation opinion. Fekg asserts that thewt should exclude Dr.
Atala’s testimony because his expeaport does not comply withéhdisclosure requirements set
forth in Federal Rule of Civil Procedure 26.c8ed, she argues that Dr. Atala’s opinion lacks
supporting authority or methodologynd so it is inadmissible und&aubert | address each
objection in turn.

1. Federal Rule of Civil Procedure 26

In relevant part, Rule 26 provides as follows:
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Witnesses Who Must Provide a Written RepOriless otherwise stipulated or

ordered by the court, this disclosure must be accompanied by a written report—

prepared and signed by the withess—# thitness is one rdteed or specially

employed to provide expert testimony time case or one whose duties as the

party’s employee regularly involve gng expert testimony. The report must

contain: (i) a complete statement dif @inions the witness will express and the

basis and reasons for them; (ii) the facts or data considered by the witness in

forming them; (iii) any exhibits that wilbe used to summarize or support them;

(iv) the witness’s qualifications, including a list of all publications authored in the

previous 10 years; and (v) a statemehthe compensation to be paid for the

study and testimony in the case.

Fed. R. Civ. P. 26(a)(2)(B). If a report is incomplete or incorrect in some material respect, the
party must supplement its report with the additional or corrective information. Fed. R. Civ. P.
26(e). Any supplemental information must be kiised at least thirty days before triddl.
(requiring additions or changes &xpert disclosures to besdlosed “by the time the party’s
pretrial disclosures under Rule a§3) are due”). Dr. Atala providade plaintiff with an expert
report on November 16, 2014, and he supplemehisdreport with a sworn affidavit on
February 18, 2015SgeCook’s Ex. 1 (“Atala Aff.”) [Docket 42-1]). Trial is scheduled for April

20, 2015. Therefore, the supplemental affidavit ietymand | consider ialong with the initial
expert report in determining theegliacy of the expert disclosute.

The plaintiff argues that DrAtala’s expert disclosure falls short of the Rule 26
requirements in that it “does not offer argasoning or cite any remotely relevant supporting
authority in support of his geral causation opinions.” (RB. Mot. to Exclude General
Liability/Causation Test. of Ahibny Atala, M.D. (“Pl.’s Mot. reAtala”) [Docket 24], at 3—4). |
disagree and find that Dr. Ats expert disclosure adequately states his opinion and the

authority supporting it fothe purposes of Rule 26. He expkithat he reviewed deposition

testimony (Atala Report [Docket 24-1] at 2), BES patients’ records from the past ten yehts (

8| refer to Dr. Atala’s initial expert report [Docket 24-diid his supplemental affidavit [Docket 42-1] collectively
as his “expert disclosure.”
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at 5), a peer-reviewed study in which he pg#ted on the long-terrpostoperative surgical
complications of SIS implantation surgeng.(at 4-5), and medical literature on the use of
biologic graft materials including ©@&’'s SIS products (Atala AffDocket 42-1], at 4). Dr. Atala
also provided hiscurriculum vitag which includes his educational background, professional
appointments, honors and awards, teaching expesgeand publications fdhe past twenty-five
years. [d.). This is enough to satisfiRule 26, a discovery requirentesimply meant to ensure
that the opposing party has a&&sonable opportunity to prepdoe effective cross examination
and perhaps arrange for expert testimony from other witnesses.” Fed. R. Civ. P. 26 advisory
committee notessee also Ciomber v. Coop. Plus, 627 F.3d 635, 642 (7th Cir. 2008) (“The
purpose of Rule 26(a)(2) is to provide notic®pposing counsel [] as to what the expert witness
will testify . . . . “)? But whether or not the supporting auihocited by Dr. Atala in his expert
disclosure is enough to satisfy the reliabilityugements of Federal Rule of Evidence 702—that
it is relevant, scientifically valid, and supp®#i of the expert's opinions—is another matter.
Thus, finding no Rule 26 error in DAtala’s expert disclosure, | now appBauberts analysis
to his opinions.
2. Reliability of Methodology

The plaintiff contends that ¢hcourt should exclude Dr. At opinions because they are
conclusory statements with no supporting authiar scientific methodology. Consequently, in
the plaintiff's view, Dr. Atala’s rport is comprised of impropd@pse dixit or “opinions justified
solely by the fact tht a qualified expert holdwem.” (Pl.’s Mot. re: Atala [Docket 24], at 4-5).

Dr. Atala offers several bases for his opinion tBE8 lacks the capacity to cause the injuries of

® Though the plaintiff does not point this out, | notice thatAtala has not provideth statement of compensation”

for his testimony in this case as required by Rule 26(a)(2)(B). | find this omission a harmless error, but, in the
interest of conformance with Rule 260DRDER Cook to provide compensation information to the plaintiff within
seven dayof the entry of this Memorandum Opinion and Order.
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which the plaintiff complains, and, contraryttee plaintiff's position, | find that these sources,
taken together, create a relialiasis for his testimony.

Dr. Atala primarily refers to his experienceasirologist. He explas that over the past
ten years, he has used SIS graft material natwfed by Cook in pelvic surgeries, and “[n]Jone
of [his] patients showed any idence of graft infetton, erosion, chronic inflammation, allergic
reactions, pain, or genitourinary problems.”tgdla Report [Docket 24-1], at 5). In his
supplementary affidavit, Dr. Atalelaborates that his practicevolves “follow[ing] up” with his
patients after their surgeries for a period of mi@nths or more anddaising them to “contact
[him] if they experienced any problems, symptoms, or matters they felt were related to the
surgery.” (Atala Aff. [Docket 42-1], at 2). Nord# his patients reporteghy graft complications
during follow-up visits or otherwise, which lednhito his conclusion that the SIS grafts do not
cause injury.l@.). The plaintiff claims that clinical experience alone cannot serve as a basis for
an expert opinion.

The advisory committee notes to Federal Rule of Evidence 702 offer some insight into
this issue, explaining that “[ijn certain fields,pexience is the predominant, if not sole, basis for
a great deal of reliablexpert testimony.” Fed. R. Evid. 702 advisory committee notes. Indeed, as
the Supreme Court has observed, “no one den&sathexpert might draw a conclusion from a
set of observations based on exiemsand specialized experienceKumho Tire Co. v.
Carmichae] 526 U.S. 137, 156 (1999). When an expeglies “solely or primarily on
experience,” however, the court cannot simply “tak[e] the expert’s word for it.” Fed. R. Evid.
702 advisory committee notes. Rather, Deubert inquiry becomes whether the expert can
“explain how that experience leads to the conoluseached, why that experience is a sufficient
basis for the opinion, and how that expade is reliably applied to the factdd.; see also
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Kumho Tire Cq.526 U.S. at 151 (“[I]t will at times be useful to ask even of a witness whose
expertise is based purely on experience, sgyréume tester able to distinguish among 140
odors at a sniff, whether his preparation is éiral that others in the field would recognize as
acceptable.”). Thus, the plaintiff correct that the court cannot deem an opinion reliable on the
grounds that the expert has experience, urlessexpert has estabilisd a link between his
observations and his conclusions.

Dr. Atala’s report, however, offe more than a bald appeaalhis experience. In addition
to examining his ten years’ of practice with Cook’s SIS material, Dr. Atala also relied on a peer-
reviewed study in which he participatedreach his conclusions in this casBe€¢Atala Report
[Docket 24-1], at 4-5 (refemg to Raya-Rivera et alTissue-engineered autologous vaginal
organs in patients: a pilot cohort study84 Lancet 329 (2014))). In this study, the authors used
SIS material in vaginal recamsction surgeries and followed the patients over an eight-year
period. The authors found “no long-term postopeeasiurgical complications.” Raya-Rivera et
al. at 329. According to Dr. Atala, the study’s results reflect what he has observed in his own
patients—SIS products have the ability “to oatal in the pelvic/vagal area of the human
body” and that patients “d[o] nsuffer from any long-term adxse effects from the SIS product
like or similar to those claimed by the plaintifftine Cook cases.” (Atala Aff. [Docket 42-1], at
3).2° Dr. Atala’s thorough comparison of his exeie to a reliable and relevant peer-reviewed
study—published in one of the world’s |éagl medical journals—is enough to opPauberts

gates.See, e.g.Tyree v. Boston Scientific Corp. F. Supp. 3d __, *72 (S.D. W. Va. 2014), as

9 That this study was performed on women with vaginal aplasia (the absence of a normal vagina at the tithe of birt
does not make it irrelevant, as the plaintiff suggests, because the conclusion of the studie-ugbf biomaterial

in vaginal reconstruction “remains functional in a clin®aiting long term”—is universaRaya-Rivera et al. at 336.

The selection of women with vaginal aplasia was merely for the purpose of uniformity across sBbgatsat

335.
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amended (Oct. 29, 2014yyvailable at2014 WL 5320566 (finding thabr. Green’s clinical
experience and review of theiesatific literature, which heexplained and cited throughout his
expert report, “are sufficiently reliable $&s in forming this particular opinion®).

The plaintiff has some questiotisat are left unanswerday Dr. Atala’s &pert report.
But these questions, which concéne particulars of Dr. Atala’s alysis and opirans, are better
suited for deposition or cross-examinatigks the Fourth Cingit explained, “[a]ll Daubert
demands is that the trial judge make a ‘pneliary assessment’ of whether the proffered
testimony is both reliable (i.e. based on ‘scientific knowledge’) and helpdulafi assistance to
the trier of fact in undstanding or determing a fact in issue).Md. Case. Co. v. Therm-O-
Disc, Inc, 137 F.3d 780, 783 (4th Cir. 1998). Here, | find Dr. Atala’s testimony, which arises
from scientific knowledge gleaned from his expade as a urologist atis work on the Raya-
Rivera et al. study, as reliablecahelpful to the jury’s determation of causation. Therefore, |
DENY the plaintiffs Motion to Exclude Generdliability/Causation Tetimony of Anthony
Atala, M.D. [Docket 24].

B. Motion to Exclude General Liability/Causation Testimony of Mickey Karram,
M.D.

Dr. Mickey Karram, a practicing urologishe professor of obstéts and gynecology at
the University of Cincinnati 3mol of Medicine, opines that$experience and the “documented
feature” of SIS material “is in déct contradiction to the allegedmoplaints that the material [] is
incompatible or not safe.” (Karram Report Bunnington [Docket 25-1], at 2; Karram Report

re: Gann [Docket 25-2], at 2). €lplaintiff moves to exclude DKarram’s opinions on the basis

1 Dr. Atala also connects his opinemith the research of otherSeeAtala Aff. [Docket 42-1], at 4 (listing six
other articles that “are consistent with and supportedtiy'Raya-Rivera et al. studyfor the reasons explained
below with respect to Dr. Karram, | do not consider litésature in my analysis of his expert opinioBge infraat
28.
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that the sole general-causatiparagraph in his reports does reatmply with the disclosure
requirements of Federal Rule of Civil Prdoee 26, nor does it demonstrate reliability as
required byDaubert

To begin, | note that the buti¥ Dr. Karram’s reports focusn specific causation for two
women who are not parties tadltase. (Karram Report re: Dungton [Docket 25-1] (opining
on specific causation for Ms. @aDunnington); Karram Report r&ann [Docket 25-2] (opining
on specific causation for Ms. Carol Gann)). Thepaions are irrelevant to the present matter
and thusEXCLUDED . See Daubert509 U.S. at 591 (“Expert tewony which does not relate
to any issue in the case is not relevant argb, non-helpful.” (internal quotations omitted)).
Accordingly, the remainder of my discussifmtuses on the single general-causation paragraph
in Dr. Karram'’s reports,seeKarram Report re: Dunnington [Diet 25-1], at 3; Karram Report
re: Gann [Docket 25-2], at 2glong with the supplemental affidavit provided by Cook in
response to the plaintiff's motiorsgeCook’s Ex. 1 (“Karram Aff.”) [Docket 39-1]).

1. Federal Rule of Civil Procedure 26

In relevant part, Rule 26 provides as follows:

Witnesses Who Must Provide a Written RepUOriless otherwise stipulated or

ordered by the court, this disclosure must be accompanied by a written report—

prepared and signed by the withess—# thitness is one rdteed or specially

employed to provide expert testimony tine case or one whose duties as the

party’s employee regularly involve ghg expert testimony. The report must

contain: (i) a complete statement dif @inions the witness will express and the

basis and reasons for them; (ii) the facts or data considered by the witness in

forming them; (iii) any exhibits that wilbe used to summarize or support them;

(iv) the witness’s qualifications, including a list of all publications authored in the

previous 10 years; and (v) a statemehthe compensation to be paid for the

study and testimony in the case.
Fed. R. Civ. P. 26(a)(2)(B). If a report is incomplete or incorrect in some material respect, the

party must supplement its report with the additional or corrective information. Fed. R. Civ. P.
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26(e). Any supplemental information must be kiised at least thirty days before triddl.
(requiring additions or changes &xpert disclosures to besdlosed “by the time the party’s
pretrial disclosures under Rul26(a)(3) are due”). Here, in dition to his expert reports
regarding Ms. Dunnington and Ms. Gann, Dr. Karrarovided a supplemental sworn affidavit
regarding his opinions on February 17, 201SegKarram Aff. [Docket 39-1]). Trial is
scheduled for June 8, 2015. Therefore, the suppieah affidavit is timely, and | consider it
along with the initial expert port in determining the adequaocf/the expert disclosurg.

The plaintiff argues that Dr. Karram’'s expetisclosure falls short of the Rule 26
requirements in that it “offers no supportingtraarity.” (Pl.’s Mot. to Exclude General
Liability/Causation Test. of Mickey Karram, M.[D'Pl.’'s Mot. re: Karram”) [Docket 25], at 4).
Although Dr. Karram’s expert disclosure is cussarfind that it adequatg states his opinion
and the authority supporting it for the purposédRule 26. He explains that his opinion was
informed by his observations of and experiemgéh SIS patients ovethe past five years
(Karram Aff. [Docket 39-1], at 2—3), inddition to “well documented” literatured( at 3—4). Dr.
Karram also provided hisurriculum vitag which includes his edutianal background, medical
experience, honors and awards, &ratlip positions, professorshjasd publications for the past
thirty years. Id.). This is enough to satisfy Rule 26decovery requirement simply meant to
ensure that the opposing paitas a “reasonable opportunity poepare for effective cross
examination and perhaps arrange for experintesty from other witnesses.” Fed. R. Civ. P. 26
advisory committee notesee also Ciombev. Coop. Plus, In¢.527 F.3d 635, 642 (7th Cir.
2008) (“The purpose of Rule 26(a)(2) is to praviubtice to opposing counsel [] as to what the

expert witness will testify . ..."). But whedr or not the supportinguthority cited by Dr.

12| refer to Dr. Karram’s initial expert reports [Dock&5-1 & 25-2] and his supplemental affidavit [Docket 39-1]
collectively as his “expert disclosure.”
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Karram in his expert disclosure is enough tosatihe reliability requirments of Federal Rule
of Evidence 702—that it is relevant, sciemtily valid, and supptwe of the expert's
opinions—is another matter. Thus, finding no R2@eerror in Dr. Karram’s expert disclosure, |
now applyDauberts analysis to his opinions.

2. Reliability of Methodology

The plaintiff contends that the court shoektlude Dr. Karram’s opinions because they
are conclusory statements witlo identifiable supporting aubrity or scientific methodology.
Consequently, in the plaintiff's view, Dr. Karrasnéxpert disclosure is comprised of improper
ipse dixit or “opinions justified solely by the fact thatqualified expert holds them.” (Pl.’s Mot.
re: Karram [Docket 25], at 4-5). The limitedfarmation set forth inDr. Karram’s expert
disclosure, though sufficient to gy the plaintiff's Rule 26 dilenge, is not complete enough
to make a reliability decision undBaubertat this time.

Dr. Karram primarily refers to his experienas a urologist in @ching his opinion. He
states that during the last five years of hiacfice, he has used SIS in multiple pelvic floor
surgeries, and his experience'iis direct contradiction” to tB complaints raised against Cook.
(Karram Aff. [Docket 39-1], at 3)While experience can be “theeglominant, if not sole, basis
for a great deal of reliable expdestimony,” the court must ensuthat the expert can “explain
how that experience leads to the conclusionhedcwhy that experience is a sufficient basis for
the opinion, and how that experience is relialgpleed to the facts.” Fed. R. Evid. 702 advisory
committee notes. Generally, undbrs analysis, a doctor who has extensive experience with a
medical device may offer opinions on the use at thevice. But when the opinion crosses into
causation, like Dr. Karram’s, an wientific sample of th expert’s patients not an adequate
foundation to suggest reliability undeaubert and the court needs fhdr explanation from the
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expert on how his experience leads to a cawsatipinion in order to make a reliability
determination.

Dr. Atala, for instance, provided the needegblanation by refemig to and elaborating
on his co-authored peer-reviewed study, which mirrored his obssryats a pelvic surgeon and
established a reliable basis for his opinion medical causation. Only equipped with Dr.
Karram’s abbreviated Rule 26 expert disclosthie,court cannot tell iDr. Karram has a similar
basis for his causation opiniori3t. Karram points to “well doguented” literature and provides
a list of nine “consistent” articles in his affida (Karram Aff. [Docket 39-1], at 2—4). Unlike
Dr. Atala, however, he does not convey how Hiedeon these articleis reaching his opinions.
Indeed, beyond listing them in his affidavit, bees not mention thesaticles in his expert
disclosure at all. It ipossible that he thoroughigad the authors’ work and used their results to
come to his opinion in this case. But the court has no way reach an informed corfél@sion.
simply, without a more developed record, such as sworn testimony via deposition or
interrogatories, the court cannot make an inforhecision about the reliability of Dr. Karram’s
general causation opinions.

Therefore, the cOuURESERVES judgment on the plaintiff's motion with respect to Dr.
Karram [Docket 25]. A short hearirfgutside the presence of the jury) will be held on this matter
at a convenient time during trial.

C. Motion to Exclude General Liability/Causation Testimony of Dennis Metzger,
Ph.D.

13 This determination is particularly difficult to make, givehat Dr. Karram clearly copied and pasted the list of
articles from Dr. Atala’s affidavit. Thigs evident by Dr. Karram’s statement that his opinions “are consistent with
and supported bgur study as discussed above.” (Karram Aff. [Docket 39-1], at 4 (emphasis added)). Nowhere in
his expert disclosure does Dr. Karram discuss a study in which he participated. Rathegtlaigdacame from Dr.
Atala’s expert disclosure, when he refers to the Raya-Rivera et aldgtin which he participated as “our study.”
(Atala Aff. [Docket 42-1], at 5).
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The plaintiff seeks to exclude the generatisation opinions of Dennis Metzger, Ph.D.
Dr. Metzger is an immunologisthw opines that there is no scientific evidence that SIS could
cause graft-hose-disease (“GVHD?”), hypersensitivégictions, chronic oacute infections, or
deleterious immune reactions. (Mgér Report [Docket 26-1], at.3n forming his opinions, Dr.
Metzger relies primarily on two studies he condusieecific to the use @IS for tissue repair. |
will refer to the first study as the “mouse studyd the second study as the “human study.” In
both studies, Dr. Metzger “found that SIS dmdiéed induce immune responses . . . but these
responses were restricted te $o-called Th2 immune pathway, iafhis known to be consistent
with tissue acceptance.” (Metzger Report [Dock@tl], at 1). The results of the mouse study
were published in a peer-reviewed journal2i@01, and the results of the human study were
published in a peer-reawed journal in 2007 1d. at 2). The plaintiff corgnds that Dr. Metzger’s
opinions are both irrelevant @nunreliable. (Pl.’'s Daubert Mot. to Exclude General
Liability/Causation Test. of DennMetzger, Ph.D. (“Pl.’s Mot. reMetzger”) [Docket 26], at 2).
More specifically, the plaintiff argues thatetlanimal studies upon which Dr. Metzger relies
cannot be “extrapolatdad the plaintiff.” (d. at 4).

To begin, the plaintiff appears to confuse thsues of relevance and reliability, arguing
“Dr. Metzger’s opinions are neitheelevant nor reliable becausgyite simply, his analysis is
too far removed from the issues in this casd."{Riot. re: Metzger [[@cket 26], at 3). Whether
Dr. Metzger's analysis is “too far remove#lates to relevame, not reliability SeeDaubert 509
U.S. at 591-92 (“Expert testimony igh does not relate tany issue in the sa is not relevant
and, ergo, non-helpful.”). In contrast, with regadd reliability, the court will focus on Dr.
Metzger’s “principles and methodologyd. at 594-95.

1. Relevance
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First, the plaintiff contends #t Dr. Metzger’s opinions arerélevant because his “studies
were not designed to (and did not) demonstratetidr there is an inflammatory reaction to
SIS.” (Pl.’s Mot. re: Metzger [Docket 26], at 3 reviewing the materialin this case, | note
that “immune response” and “inflammagorresponse” have been used somewhat
interchangeably.SeeMetzger Dep. [Docket 54-2], &6-67 (Q: [H]Jow do you distinguish an
immunological response from an inflammatorgsponse? A: | don’tl don’t necessarily
distinguish those two terms."$ee alsoAff. of Dennis W. MetzgerPh.D. [Docket 44-1], at 1
(“As indicated in my report, | have personadiyuidied Cook porcine srhhantestinal submucosa
(“SIS”) and whether it elicits any immune orfflammatory response in both animal models and
human, and, if so, the nature of any sucbpomses.”)). Regardless, Dr. Metzger's concise
description of the mouse studyeapgiately demonstratéss relevance: “Sahe question we had
was, again: Was there an immune responseSarSinice, and ultimately in humans? And was it
the type of immune response which would be thoughéad to rejectioof a foreign material
such as SIS?” (Metzger Dep. [Docket 54-2], at 77-78). The plaialfiéiges that SIS is
“biologically reactive with human tissue and pmtes an immune responsel[,]” which “promotes
infection and rejectiorof the biological mesh, as well as damage to the surrounding pelvic
tissue.” (Master Compl., MDL 2449 24). Therefore, Dr. Meger's examination of whether
mice had an immune response to SIS, which reduih rejection, fitssquarely within the
plaintiff's allegations. Accordingly, the pldiff's motion with regard to relevance BENIED.

2. Reliability

Next, the plaintiff contendthat Dr. Metzger’s opinions arunreliable because they are
based solely on animal studieshich cannot be extrapolated tmmans. In response, Cook
argues in support dhe validity of animal stuéis, but also explainsahDr. Metzg€s opinions
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are based on “his overall scientific experierdiging thirty years ofprofessional research,
teaching and participation in professional orgamres.” (Cook’'s Resp. in Opp. to Pl.’s Daubert
Mot. to Exclude the General Liability/Causatidast. of Dennis Metzger, Ph.D. [Docket 44], at
7). Additionally, Cook filed an affidavit from Dr. Metzger further explaining the different studies
he has participated iff,as well as listing the scientific literagunot originally cited in his expert
report that he relied upon in forming his opiniorSe¢ generalhAff. of Dennis W. Metzger,
Ph.D. [Docket 44-1]§°

Properly designed and conducted animadtibg can yield relevant and useful
information.See Bourne ex rel. Bourne v. E.l. DuPont de Nemours &188.F. Supp. 2d 484,
496 (S.D. W. Va. 2002). Howevefexperts relying on animal studies ‘must be prepared to
explain how such studies can be reliably extrajgol to prove comparable effects in humans.”
Hines v. WyethNo. 2:04-0690, 2011 WL 2680814, at *aSW. Va. July 8, 2011) (quotinig
re Premprg 738 F. Supp. 2d 887, 894 (E.D. Ark. 201®¢e alsoDecker 770 F.3d at 392
(affirming district court’s finding that expert opons based on animal studies, when combined
with other scientific evidence, pass muster uridauber). Had Dr. Metzger's opinions been
based solely on the mouse studly if he failed to explairhow and why the study can be
extrapolated to humans, | would tend to questhe reliability of his methodology. However,
Dr. Metzger's deposition testimorgnd subsequent declaratiorpain that his opinions are
based on both animahd human studies, as well as his reviefiscientific literature and years

of experience as an immunolegi In fact, when describg the human study, Dr. Metzger

4 From 1996 to 2000, Dr. Metzger participated in three SIS symposiums in Florida where hegreisersearch.

(Aff. Of Dennis W. Metzger, Ph.D. [Docket 44-1], at 1-2). Additionally, he acted as prinoigdtigator for two

SIS studies funded by Cook. He presented his Cook resaiaacscientific conference in Montreal, Quebec, Canada
in 2004, and spoke at a symposium in New Mexico in 2085a( 4).

15 As discussed more fullguprarelated to Dr. Atala, any supplemental information must be disclosed at least thirty
days before trial. Fed. R. Civ. P. 26(e). Dr. Metzgaffglavit [Docket 44-1] was filed on February 19, 2015, and is
timely. Therefore, | consider it along with his original expert report.
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explicitly states that it was conded to see if he could achieve the same results with humans as
he did with mice. (Metzger Dep. [Docket 54-2}, 81 (“We were trying to confirm the mouse
studies basically.”)). Dr. Metzge'extrapolated” his mouse rdsai by actuallyperforming a
comparable study on humans. Taken togetheMND that the different bases for Dr. Metzger’s
expert opinions satigfthe requirements dDaubert Accordingly, the plaitiff's motion with
regard to reliability i©DENIED.

D. Motion to Exclude the Testimory of Dr. Stephen Park Rhodes

Dr. Stephen Rhodes offers opinionti@®ny on Cook’s “compliance with the FDA
regulations and guidance.” (Rhodes Report [Doekel], at 2). Specifically, Dr. Rhodes opines
that Cook followed the standards and requinetsidor premarket clearance under 21 U.S.C.
8 360 (“510(k) clearance”) and ultimately obtadin®10(k) clearance from the FDA for each of
its SIS product$® The plaintiff moves to exclude DiRhodes’s opinion on the basis that
purported compliance with FDA regulats is not relevant to theghtiff's state law tort claims.
As the plaintiff points out, this court has exadéd FDA evidence in every MDL trial to date
under Federal Rules of Evidence 401, 402, and 868, e.g.Cisson v. C. R. Bard, Inc. _F.
Supp. 3d __, *4 (S.D. W. Va. 2015vyailable at2015 WL 566959 (listing cases). | see no
reason to depart from this position here.

Daubert advises courts to keep in mind théhat rules of evidence when evaluating
expert testimonySee Daubert509 U.S. at 595 (“Throughoud, judge assessing a proffer of
expert scientific testimony undeRule 702 should also be mdiful of other applicable
rules . ..."”). Accordingly| first consider whether Dr. Rhodes’s opinion on FDA compliance is

relevant to the state tort claims in this caseler Rule 401, which prales that evidence is

'8 For a discussion on thd ®(k) clearance process, demwis v. Johnson & Johnsp@91 F. Supp. 2d 748, 751-52
(S.D. W. Va. 2014).
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relevant if “it has a tendency toake a fact more or less probakthan it would be without the
evidence.” Fed. R. Evid. 401. Cook contends tteatompliance with 510(k) goes to “whether
the product is defective, whethine defective condition is unreasonably dangerous, and whether
the defendant met the applicalstandard of care.” (Resp. in Ogp.Pl.’s Mot. to Exclude the
Test. of Dr. Stephen Park Rhad@Cook’s Opp. re: Rhodes”) [Dockd3], at 2). Cook points to

the Restatement (Third) of Torts in supportitsf position, which pvides that “a product’s
compliance with an applicable product safetgtute or administratey regulation is properly
considered in determining wheththe product is defective[.]Restatement (Third) of Torts:
Products Liability 8 4 (1998). Given the Supeei@ourt precedent on the meaning and purpose
of 510(k) clearance, however, Cook’s argument must fail.

The Supreme Court has held that commleawith 510(k) focusesn “equivalence, not
safety,” and that products entey the market through the 5X)(process have “never been
formally reviewed [for] safety and efficacyMedtronic, Inc. v. Lohr518 U.S. 470, 478-79
(1996);Riegel v. Medtronic, Inc552 U.S. 312, 322 (2008) (explaigithat the 510(k) process is
an “exemption from federal safety review?).510(k) does not go to a product’'s independent
safety and efficacy—the “very subjects” thie plaintiff’'s products liability claimsd. at 323—
then evidence of Cook’s compliea with 510(k) has minimal relenee in this case and should
be excluded by the coulseeFed. R. Evid. 402 (“Irrelevant &lence is not admissible.”). The
Restatement provision, which focuses safetystatutes, is thus inapplicableee Restatement
(Third) of Torts: Products Liality 8 4 cmt. a (explaining thathe phrase “safety statute or
administrative regulation” is meant to encomspaegulations “that edtlish binding safety

standards for the design and marketing @idpcts”), and Dr. Rhodes’opinion, which focuses
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entirely on 510(k) compliance, has no relevance in thisCase.

Assuming 510(k) clearance satisfied the reteeastandard of Rule 401, | nevertheless
find that the balancing test set forth in Rule 40&closes the admission of FDA evidence and,
consequently, Dr. Rhodes’s opinion. Rule 403npes exclusion of relevant evidence “if its
probative value is substantially outweighed byaager of . . . unfair prejudice, confusing the
issues, misleading the jury, undue delay, wastime, or needlessly presenting cumulative
evidence.” Fed. R. Evid. 403. Here, expert opision the requirements of the Federal Drug and
Cosmetic Act (“FDCA”)—which are not atdse in the case—and Cook’s compliance with
8§ 510(k) of the FDCA—which saysothing about the independes#fety of the product—could
lead to more confusion about the state ¢taims than enlightenment. As | explained_gwis v.
Johnson & Johnsan

[a]dmission of any evidence regardingettb10(k) process runs the risk of

misleading the jury to believe that FDA 510(k) clearance might be dispositive of

the plaintiffs’ state law claims. The puelicial value of evidence regarding the

510(k) process far outweighs its probativéuea. . . Jurors are likely to believe

that FDA enforcement relates to the validity of the plaintiffs’ state law tort claims,

which it does not. [Furthermore,] theryumay attach undue significance to an
FDA determination and [] alleged shartnings in FDA procedures are not

' The cases that Cook lists in its response, wheteeé court considered FDAompliance, are also not
determinative here. Most of them concern the defectiveness of prescription drugs, whiclearedjby regulations

that concerrsafety thereby distinguishing #ém from the case at ba&@ee, e.g.Fulgenzi v. PLIVA, In¢.711 F.3d

578, 589 (6th Cir. 2013) (considering a prescription drug and concluding that “[u]nless fadedbekks on the state
duty of care, evidence of sl law is inadmissible”)Tobin v. Astra Pharm Prods., InQ93 F.2d 528, 538 (6th Cir.
1993) (holding, prior td_ohr, that FDA approval of a new drug, which requires consideration of the drug’s safety,
can be considered by the jury in reaching its verdict on design defect) (emphasis Rdded)y. Teva Parental
Meds. Inc,. 795 F. Supp. 2d 1143, 1149 (D. Nev. 2011) (“This court agrees . . . that compliance with gaéetyct
regulations is relevant and admissible on the question of defectiveness.” (internal quotations omitpd@3igem
added);Torkie-Tork v. Wyeth739 F. Supp. 2d 895, 900 (E.D. Va. 2010) (concluding that FDA approval of a drug,
which requires consideration of the drug’s safety, can be relevant to the negligent desigrEdiaksyn v. Baxter
Healthcare, Inc.151 F. Supp. 2d 952, 958-59 (N.D. Ill. 2001) (concerning intravenous blood transfuBiaskgr

v. Sandoz Pharms. CorpNo. cv-98-TMP-2648-S, 2001 WL 36403362, at *1 (N.D. Ala. Sept. 21, 2001)
(concerning a prescription drug called Parlodel, whigs marketed through thEDA’s premarket approval
process)Martinkovic v. Wyeth Labs., In669 F. Supp. 212, 217 (N.D. lll. 1987) (considering a vaccine, which is
governed by the National Vaccine Program, 42 U.S.C. § 300a&@¥E v. Lederle Labs674 F. Supp. 530, 533
(E.D.N.C. 1987) (same). The only case that focuses on a medical deviceciesidy a district court years prior

to Lohr, Hegna v. E.l. du Pont de Nemours & 806 F. Supp. 822 (D. Minn. 1992), and consequently, it does not
carry much weight in my analysis.
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probative to a state law products liability claim.
991 F. Supp. 2d 748, 754-55 (S.D. W. Va. 2014). Allgrsuch evidence toome in through
the gloss of an expert opinion increases thke RQ3 concern because “¥@grt evidence can be
both powerful and quite misleadingDaubert 509 U.S. at 595 (internal quotation marks
omitted). Introducing 510(k) evidence could also provoke the parties to engage in a time-
consuming mini-trial on whether Cook in facomplied with its provisions. Excluding Dr.
Rhodes’s opinion testimony, as well as othBA evidence, avoids these risks.

Cook’s attempts to get around the court’s previous holdings on this matter are not
persuasive. First, Cook attempts to direh the controlling law set forth inohr by pointing to
an internal evaluation from the FDA, which egpses the view that that modifications to the
510(k) program over time have formed it intdraultifaceted premarket review process” that
“provide[s] reasonable assurance of safety effiectiveness.” (Cook’s @p. re: Rhodes [Docket
43], at 7 (quoting Ctr. FoDevice & Radiological Health510(k) Working Group Preliminary
Report and Recommendatio4 (2010))). Given the Supreme Court’s clear analysisohr, |
decline to give this internal evaluation any defece. The FDA cautions that the internal reports
are “preliminary” and do not reflect any “decisions on specific changes to pursue.” Jeffrey
Shuren, Director, Ctr. for Dices & Radiological Healtt;oreword: A Message from the Center
Director 5 (2010). Thus, while cognizant of these recommendations, | must defer to the current
Code of Federal Regulations and Supreme Guexedent, both of which consistently maintain
that 510(k) clearance does not focus on product s&etyLohr518 U.S. at 493 (1996) (“[T]he
510(k) process is focused on equivalence,sadety.”); 21 C.F.R. § 807.97 (2012) (providing
that 510(k) clearance “does niatany way denote official appval of the device” and “[a]ny
representation that creates an impression ofiaffapproval of a device because of complying
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with the premarket notification regulatioissmisleading and constitutes misbranding”).

In its next attempt to convce the court of the relevanof Dr. Rhodes’s FDA opinion,
Cook contends that Dr. Rhodes’s testimony “is relevant on the issue of federal preemption,” and
it spends the rest of its bfi@arguing that the court shoulgntitle” Cook’s SIS products to
federal preemption. (Cook’'s Opp. re: Rhodes [kxc43], at 4). An argument in favor of
preemption does not lwrlg in the context oDaubert Indeed, whether federal law preempts a
state claim is a question of ldar the court to decide and nfar an expert to comment o8ee
Nat'l| Home Equity Mortg. Ass’'n v. Facé4 F. Supp. 2d 584, 591 (E.D. Va. 199ff,d, 239
F.3d 633 (4th Cir. 2001) (“The Supreme Court bapressly stated that federal preemption of
contrary state laws presents pure questions of law .. ..” (dmged Steelworkers of Am. v.
Rawson 495 U.S. 362, 365 (1990))). Aaciingly, Dr. Rhodes’s testimony is not relevant to the
determination of whether 510(k) cleace preempts any state law claims.

In sum, even if Dr. Rhodes’s opiniomen 510(k) compliance met the relevance
requirements set forth in Rule 401, the sulshmisk of misleading the jury and wasting
judicial resources by diving into a morass ofA-E2gulations—none of which relate to the state

law claims at issue—weighs heavily in favor of exclusion. For these reasons, Dr. Rhodes’s

18 Furthermore, the most recent FDAnumentary on 510(k) clearance, pubbs after the internal evaluation,
indicates concurrence witthese authoritative sourceSee generallyFDA, The 510(k) Program: Evaluating
Substantial Equivalence in Premarket Notificatiofsl0(k)]: Guidance for Industry and Food and Drug
Administration Staf{*Guidance Document”) (July 28, 2014yailable athttp://www.fda.gov/downloads/medical
devices/deviceregulationandguidance/guidancedocisfiuem284443.htm (last visited Mar. 19, 2016)ucially,

the Guidance Document distinguishes between the vigorous analysis of product safety conductedeunder th
premarket approval process and the more lax “evidentiary standard” applied in the 510(k) review Igrcategs.

For premarket approval, the medical device must independently demonstrate safety and effedtivetiegsin
contrast, for 510(k) review, the FDA considers safety dfette/eness comparatively, égerally rel[ying], in part,

on FDA’s prior determination that a reasonable assurafcgafety and effectivess exists for the predicate
device.” Id. at 7. The analysis is predominantly relative, and the FDA does not engage in an independent
investigation of the medical device’s safety and effectiven&bs(“FDA generally evaluates differences between

the new device and the predicate devicddtermine their effect on safety agifiectiveness.”). The language of the
Guidance Document therefore confirms this court’s emen that compliance with 510(k) has little to no relevance

in a matter of state tort law that reve$ around the objective safety of a product. Likewise, Cook’s appeal to the
Safe Medical Device Act of 1990, which was enacteary before the Guidance Document, is unpersuasive.
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opinion iISEXCLUDED in its entirety, and #n plaintiff's Motion to Exclude the Testimony of
Dr. Stephen Park Rhodes [Docket 27GGRANTED.

E. Motion to Exclude Expert Testimory of Improperly Designated Employees

The plaintiff seeks to exclude the exp&stimony of the following Cook employees
because they were improperly designated undeerak Rule of Civil Pocedure 26: (1) Michael
C. Hiles, Ph.D.; (2) Umesh Patel, Ph.D.; J@son Hodde, M.S.; (4) Christopher Fecteau, M.S.E.,
M.P.H.; (5) Chad Johnson, Ph.D.; (6) Neal FerRi#it.D.; and (7) Perry W. Guinn. The plaintiff
argues that Cook’s designation of these corpoeaperts was invalid because it disclosed only
the names of the employees andirthob titles. The plaintiff ontends these corporate experts
should have submitted expert reports, or, atviry least, that Cook was “required to identify
the subject matter, opinions, darfacts supporting the witnesse®stimony.” (Pl.’s Mot. to
Exclude Expert Test. of Improperly Designateddogees [Docket 28], &—3). | agree with the
latter.

Under Rule 26(a)(2), an expert witness uieed to provide a written report when he or
she is “retained or specially employed to provide expert testimony in the case or one whose
duties as the party’s employe&egularly involve giving expertestimony.” Fed. R. Civ. P.
26(a)(2)(B). Cook’s corporate witages have not been specially iretd to testifyin this case
and none of them regularly give expert itesiny as part of their employment dutieSeé
Cook’s Mem. of Law in Opp. tel.’s Mot. to ExcludeExpert Test. of Cook Employees [Docket
38], at 3). Consistent with the plain languagetted rule, as well as the court’s treatment of
similar witnesses throughoutetftourse of these MDLsHIND that Cook’s corporate witnesses
are not required to submit expert reports.

However, disclosures for non-retained corpemtperts must state (1) the subject matter
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on which the witness is expected to presewvidence; and (2) a summary of the facts and
opinions to which the witness expected to testify. Fed. R. Civ. P. 26(a)(2)(C). Cook included
neither of these in the designation for its corpoedperts, giving the plaintiff no indication as to
what these witnesses intendtéstify about at trial.

Under Rule 37(c), “[i]f a party fails to pvide information or identify a witness as
required by Rule 26(a) or (ebhe party is not allowed to ugbat information or witness to
supply evidence on a motion, at a hearing, oa atial, unless the faile was substantially
justified or is harmless.” Fed. R. Civ. P. 37(¢)(This court has broadiscretion in deciding
whether a Rule 26(a) violation is substantially justified or harmisselone v. Desmaraif5
Fed. App’x 155, 158 (4th Cir. 2002). While thejordy of Cook’s respnse argues why it was
not required to submit expert reports, Cook offeosjustification, substantial or otherwise, for
its failure to provide any information onehsubject matter of &se employees’ testimony.
Accordingly, the question, then, is whetheooR’s failure is harmless in that it does not
prejudice the plaintiff.

Cook points out that the plaintiff has alreadien the depositions of four of the seven
corporate experts. Therefore,thts stage in the litigtion, the plaintiff habeen made aware of
the subject matter of those four employetsstimony, weighing against the possibility of
prejudice. However, the plaifft still has practically no information on the three remaining
corporate witnesses. Engging my broad discretion,DENY the plaintiff's motion with regard
to improperly designated employees aDRDER Cook to provide updated disclosures for its
corporate experts withiseven daysthat state (1) the subject matter on which the witness is
expected to present evidence; and (2) a sumwfattye facts and opinions to which the witness
is expected to testify. Fed. R. Civ. P. 26(2)(C).

38



F. Motion to Exclude the General Liability/Causation Testimony of Robert L.
Long, M.D.

Dr. Robert Long, a practicing urologist withirty-seven year®f experience treating
female incontinence, offers the general causation opinion that in the patients he has implanted
with Cook SIS slings, thproduct “did not cause theta suffer chronic pelvic or vaginal pain or
chronic dyspareunia following th&urgeries.” (Long Aff. [Docket 50QJat 2). In support of this
opinion, Dr. Long refers to his twelve yearseperience using Coakenographic slings, his
“preferred sling material because of the easasaf, patient tolerance, autability of the sling
material, and lack of complications.” (Long ReporbfiRet 29-1], at 1). He states that “[tjo date,
[he has] not experienced any patgewith erosion, extrusion, perwst pelvic pain secondary to
the sling placement, dyspareunia secondary ¢osting placement, or recurrent urinary tract
infection.” (id. at 1-2)'° The plaintiff moves to exclude Dtong'’s opinion on the basis that his
expert disclosures do not comply with the reeuoients of Federal Rule of Civil Procedure 26,
nor do they demonstrate reliability as requireiayibert | address these objections in turn.

1. Federal Rule of Civil Procedure 26

In relevant part, Rule 26 provides as follows:

Witnesses Who Must Provide a Written RepOriless otherwise stipulated or

ordered by the court, this disclosure must be accompanied by a written report—

prepared and signed by the withess—&# thitness is one rateed or specially

employed to provide expert testimony time case or one whose duties as the
party’s employee regularly involve ghg expert testimony. The report must
contain: (i) a complete statement dif @inions the witness will express and the

basis and reasons for them; (ii) the facts or data considered by the witness in

forming them; (iii) any exhibits that wilbe used to summarize or support them;

(iv) the witness’s qualifications, including a list of all publications authored in the

previous 10 years; and (v) a statemehthe compensation to be paid for the
study and testimony in the case.

¥ Dr. Long also offers a specific causatiopinion with respect to Ms. Hovayut challenges to this opinion are not
before the court at this time.
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Fed. R. Civ. P. 26(a)(2)(B). If a report is incomplete or incorrect in some material respect, the
party must supplement its report with the additional or corrective information. Fed. R. Civ. P.
26(e). Any supplemental information must be kiised at least thirty days before triddl.
(requiring additions or changes &xpert disclosures to besdlosed “by the time the party’s
pretrial disclosures under Rule 26(a)(3) are dug&re, in addition to aexpert report regarding
Ms. Hovey, éeelong Report [Docket 29-1]), on Felary 23, 2015, Dr. Long provided a
supplemental sworn affid@vregarding his opinions,sée Long Aff. [Docket 50]). Trial is
scheduled for June 8, 2015. Therefore, the suppiéah affidavit is timely, and | consider it
along with the initial expert port in determining the adequaoc§/the expert disclosur8.

The plaintiff argues that Dr. Long’s expedisclosure falls short of the Rule 26
requirements in that it “offers no supportingtraarity.” (Pl.’s Mot. to Exclude General
Liability/Causation Test. of RobeL. Long, M.D. (“Pl.’s Mot.re: Long”) [Docket 29], at 4).
Although Dr. Long’s expert disclosure is cursoryind that it adequatelgtates his opinion and
the authority supporting it for the purposes Riile 26. He explains that his opinion was
informed by his observations of dexperience with SIS patiertser the past twek years, as
well as his review of Ms. Hoyes medical records. (Long Rert [Docket 29-1], at 1-2). Dr.
Long also provided hisurriculum vitae which includes his educational background, medical
experience, fellowships, memberships, and pakibns. (Cook’s Ex. 3 [Docket 40-3]). Finally,
he provided a list of supportingisantific literature. (Long Aff[Docket 50], 2—3). This is enough
to satisfy Rule 26, a discovery requirement simpblant to ensure th#te opposing party has a
“reasonable opportunity to prepare for effeetisross examination and perhaps arrange for

expert testimony from other witnesses.” Fed. R. Civ. P. 26 advisory committee sesess0

20| refer to Dr. Long’s initial expert report [Dockets 2Pahd his supplemental affidavit [Docket 50] collectively as
his “expert disclosure.”
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Ciomber v. Coop. Plus, Inc527 F.3d 635, 642 (7th Cir. 2008) (“The purpose of Rule 26(a)(2) is
to provide notice to opposing counsel [] as to witat expert witness will testify . . . .”). But
whether or not the supporting authority citedxyy Long in his expert disclosure is enough to
satisfy the reliability requirements of Fedefule of Evidence 702—that it is relevant,
scientifically valid, and supportevof the expert’s opinions—isiather matter. Thus, finding no
Rule 26 error in Dr. Long’s expert disclosure, | now afpdyiberts analysis to his opinions.

2. Reliability of Methodology

The plaintiff contends that the court shoaktlude Dr. Long’s opinions because they are
conclusory statements with no identifiald&pporting authority or scientific methodology.
Consequently, in the plaintif’view, Dr. Long’s expe disclosure is amprised of impropeipse
dixit, or “opinions justified solely by the fact thatqualified expert holds them.” (Pl.’s Mot. re:
Long [Docket 29], at 4). The limited information set forth in Dr. Long’s expert disclosure,
though sufficient to get by the ptaiff's Rule 26 challenge, isot complete enough to make a
reliability decision undebaubertat this time.

Dr. Long primarily refers to his experienas a urologist ingaching his opinion. He
states that during the last twelyears of his practice, Cook Slihgs “have been [his] preferred
sling material,” (Long Report [Dock9-1], at 1), and that in hexperience, Cook SIS slings do
not cause patients to suffer injury followingetBurgery, (Long Aff. [Docket 50], at 2). While
experience can be “the predominant, if not sdlasis for a great dealf reliable expert
testimony,” the court must ensutteat the expert can “explain hawat experience leads to the
conclusion reached, why that experience isufficient basis for the opinion, and how that
experience is reliably applietb the facts.” Fed. R. Evid. 702 advisory committee notes.
Generally, under this analysis, a doctor whodwensive experience withmedical device may
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offer opinions on the use of that device. Bdten the opinion crosses into causation, like Dr.
Long’s, an unscientific sample tiie expert’s patients is not adequate foundation to suggest
reliability under Daubert, and the court needs further explanation from the expert on how his
experience leads to a causatagnion in order to make r@liability determination.

Dr. Atala, for instance, provided the needegblanation by refemig to and elaborating
on his co-authored peer-reviewed study, which mirrored his obssryats a pelvic surgeon and
established a reliable basis for his opiniomoedical causation. Only equipped with Dr. Long’s
abbreviated Rule 26 expert disclosure, the coamhot tell if Dr. Long has a similar basis for his
causation opinions. Dr. Long listsn articles that ‘9@ consistent withhis opinion, (Long Aff.
[Docket 50], at 3—4), but unlike DAtala, he does natonvey how he relied on these articles in
reaching his opinion. Indeed, beyond listing themhis affidavit, he does not mention these
articles in his expert disclosure at all. Ipisssible that he thoroughly read the authors’ work and
used their results to come to his opinion irs tbase. But the court has no way to make an
informed conclusion. Put simply, without a maleveloped record, su@s sworn testimony via
deposition or interrogatories, the court cannot nakénformed decision about the reliability of
Dr. Long’s general causation opiniofts.

Therefore, the cOURESERVES judgment on the plaintiff's motion with respect to Dr.
Long [Docket 29]. A short hearing (outside the preseof the jury) will be held on this matter

at a convenient time during trial.

2 In a footnote, the plaintiff also clienges the relevance of Dr. Long’s opinion that the product’s side-effect of
recurring incontinence occurs at the rate disclosed by the literature and that the SIS product is better than other mesh
products. $eePl.’s Mot. re: Long [Docket 29], at 6 n.3). | findathbecause the plaintiffaims recurrence as one of

her injuries, testimony regarding the rate of that side-eféetlevant. | further find that a comparison of Cook’s
product to other mesh products might be relevant earigk-utility analysis applietb design-defect claims under

Texas lawSee Timpte Indus. v. Gish86 S.W.3d 306, 311-12 (Tex. 2009) (“To determine whether a product was
defectively designed so as to render it unreasonabitgettaus, Texas courts have long applied a risk-utility
analysis . . ..") (citindAm. Tobacco Co. v. Grinned51, S.W.2d 420, 432 (Tex. 1997)). Thus, | decline to exclude
these opinions on the basis of relevance at this time.
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V. Effect of Daubert Ruling

| emphasize that my rulings excludiegpert opinions under Rule 702 aDdubertare
dispositive of their admissibility in these cadast my rulings not to exclude expert opinions are
not dispositive of their admissibility. In other wardo the extent that certain opinions might be
cumulative or might confuse or mislead theyjuhey may still be excluded under Rule 403 or
some other evidentiary rule. | willka up these issues as they arise.

VI.  Conclusion

To reiterate: Defendants’ Motion to Exde the Opinions and Testimony of Donald
Kreutzer, Ph.D. [Docket 30] i®ENIED; defendants’ Motion to Exclude the Opinions and
Testimony of Lisa Morici, Ph.D. [Docket 32] GRANTED in part and DENIED in part;
defendants’ Motion to Exclude the Opinions arestimony of Daniel S. Elliott, M.D. [Docket
36] is DENIED; plaintiffs Motion to Exclude Gemnal Liability/Caus@ion Testimony of
Anthony Atala, M.D. [Docket 24] isDENIED; plaintiffs Motion to Exclude General
Liability/Causation Testiony of Dennis Metzger, Ph.D. [Docket 26] ENIED; plaintiff's
Motion to Exclude the Testimony of Dr. Stephen Park Rhodes [Docket SHRANTED ; and
plaintiff's Motion to Exclude Expert Testimgnof Improperly Designated Employees [Docket
28] is DENIED. It is further ORDERED that Cook provide theplaintiff with expert
compensation information for Dr. Atala and updatiéstiosures for its corporate experts within
seven dayof the entry of this Memorandum @ppn and Order. Finally, the COURESERVES
judgment on plaintiff's Motion toExclude General lability/Causation Testimony of Mickey
Karram, M.D. [Docket 25] and plaintiffs Mmn to Exclude General Liability/Causation

Testimony of Robert L. Long, M.D. [Docket 29].
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The courtDIRECTS the Clerk to send a copy of thisd@r to counsel of record and any

unrepresented party.

ENTER: March 26, 2015
o
d | //
;” ) / j
/.2/, - ‘5“67/ 42
_JOSEPHR. GOODWIN *

UNITED STATES DISTRfCT JUDGE
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