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IN RE: ALLODERM® LITIGATION

SUPERIOR COURT OF NEW JERSEY
LAW DIVISION: MIDDLESEX COUNTY

CASE CODE NO. 295

CIVIL ACTION

MICHAEL J. SIMINERI and KAREN
SIMINERI,

Plaintiffs,

LIFECELL CORPORATION

Defendant.

DOCKET NO. L 5972-11 CM

PREESSED ORDER

FILER
AUG 1 4 2015
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0N
ORDER GRANTING PLAINTIFFS’ MOTION TO EXCLUDE TESTIMONY OF
DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD LANGSTEIN, M.D.

This matter, having been opened to the Court by counsel for Plaintiffs on their Motion to
Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell”) Expert Howard Langstein,

M.D., the-partieshaving tad-amropportunity to beheard, and for good cause shown; cand i"f re
C2usns  Se=oth (a the wlfectd ] M{fwt[M o ’I’b-nt'-"l.

ITIS, on this L™ day of A/ 2015, hereby ORDERED as fonow{f
{hm Ha)m, 5¢4 }w{ff\ in the (onT's tat iV and/ad

_Plaintiffs’ Motion 1s}\GRAN - It of Aeeisga
d,
conclusions that? r. Simineri’s hernia recurrence following his repair with AH6Derm was w3 AJ']’“T in
2 L‘r)

caused by his excessive liftinge eavy objects at work; 2) Mr. Sipmrieri’s significant coughing
contributed to his hernia recurrence followitrghis repairwith AlloDerm; 3) Mr. Simineri’s
diabetes and/or obesity were contributingfactors to his heraia recurrence; 4) incisional hernias

have a significant recurrenge-rate, which can be greater than 50% in the~eage of a patient with

Mr. Simineri’safédical history; and 5) the IFU in the packaging of Mr. Simineri’s AHeDerm

1de - o £ila vialea-afa
pHOA S G-ttt %ram;ﬂgs ol-the-r 110:\FU1 EI‘JIIIE l.‘ub }uuuuut

(i}

A
IT IS FURTHER ORDERED that a copy of this Order be posted online anit\s/m-vcd-on

all counsel of record within seven (7) days of the date of this order.

JessicA R. Mayer, J.8.C.

OPPOSED
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U
ORDER GRAMNFNG-PLAINTIFFS' MOTION TO EXCLUDE TESTIMONY OF
DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD N. LANGSTEIN,
M.D.

This matter, having been opened to the Court by counsel for Plaintiffs on their Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell™) Expert Howard N.

LA
Langstein t d, and for good cause shownyad l‘”

P 2usins 5:?‘!"1* At e mcmua*a-tdo.u ot aeasl.,q

IT IS, on this H" day of 4\)*1. 1 2015, hereby ORDERED as follows:
st M (w{' and ACaced iq ,,w“’ {nr the Peusgns
» Plaintiffs’ Motion is G Dr—TEangstetnr—shal—not—testify—about—or—offer

lﬂm ih e ('S meworindia o decisu du¥d AJJ ot it 205

1) That AlloDerm is an effective repair material when properly used in complex b,eﬁiia

airs where synthetic mesh is contraindicated or the surgeon believ%re is a
substarital risk of future infection;

(2) That AlioDerm_is not defectively designed, but rather is a reaSonably fit, safe and

suitable hernia repalwgnaterial for situations where surgigdl site occurrences, such as

esh cannot otherwise be used;

infection or adhesion, is a depcern and/or synthetic

(3) That the instructions and warn lloDerm Instructions for Use were

adequate to inform surgeons of the rigk§ of AlloDerm, including graft failure, and

further warned surgeons that outgefines could be negatively impacted by poor patient

health and compromised wodnd healing, and that su¢h warnings warn of commonly-

known risks of which #’surgeon should be aware even withost written warnings;

that would have

(4) That there was pe practical and technically feasible alternative desi

ioscaffold for the regeneration of host tissue;



Ly v

IT IS FURTHER ORDERED that a copy of this Order be posted online andseTved on

ali counsel of record within seven (7) days of the date of this order.




IN RE: ALLODERM® LITIGATION

SUPERIOR COURT OF NEW JERSEY
LAW DIVISION: MIDDLESEX COUNTY

CASE CODE NO. 295

CIVIL ACTION

PATRICIA JULIEN, DOCKET NO. L 507-12 CM
PREPOSED ORDER
Plaintiff,
Y.
LIFECELL CORPORATION
Defendant.
o

ORDER GRANFENG PLAINTIFF’S MOTION TO EXCLUDE TESTIMONY OF
DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD LANGSTEIN, M.D.

This matter, having been opened to the Court by counsel for Plaintiff on her Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell”) Expert Howard Langstein,

M.D.

~theparties-having-had-aropportunity-to-be-hea
renymmi ‘5‘6(’ Lfff\ the uﬂu(,[g.{ ML .ruf&ivwl of decisiia

rd, and for good cause showngiaef v The

/



IT IS, on this i+ day of Av 4 w2015, hereby ORDERED as follows:
deaed asg meot {W the usms 5¢t {1«\!‘11\ 1 ‘ﬂ( #
Plaintiffs’ Motion is GRANFED—Br—tangstetnrshaltnot-testtfyaboutoroffer .

conaﬁsieug: 1) that Patricia Julicn’s surgeon (Joubin Khorsand, M.D.} cgmnftfgd medical

/’

malpractice durinéﬁérulaj_luary 2006 hernia rcpair by incoryﬁeﬂ?/i;nplanting her AlloDerm graft;
‘.\‘_‘.\. _,/’

2} that medical malpractice by Dkr'."Khorggmd sarrSed Ms. Julien’s hernia recurrence; 3) that Ms.

.

Julien’s moderate obesity ayeigh(p’bund Weigﬂf“”gainﬁgver sixtcen months caused her hernia

recurrence; and ﬁ,thﬁttﬁ[[f U in the packaging of Ms. ] ulien:g\/ﬂ'ia[zerm graft provided
- .

T
—
T

v
IT IS FURTHER ORDERED that a copy of this Order be posted online ard-served-en

all eounsel of record within seven (7) days of the date of this order.

:k(d-kf‘r)' ww/mia 0{' decisims

defed Avtjuf It o1

Jessick: 5(’ May\éi‘, J{S.C.

QOPPOSED
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oN
ORDER GRANFING PLAINTIFF’S MOTION TO EXCLUDE TESTIMONY OF

DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD N, LANGSTEIN,
M.D.

This matter, having been opened to the Court by counse! for Plaintiff on her Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell”) Expert Howard N,

w0,
Langstelr{t varted-hirvine-had-ar-oppertun be-heard, and for good cause shown,nnfl #J:’
. . ftb‘\l_ Mt‘(o I ¢ UL d ¥4 1 I"-t Ziv e dabmnd
remim 1n e altockd monniecom ¥ vy 9, o n AUkt 2§
IT TS, on this { 4™ day of Mle 1 2015, hereby ORDERED as follows:
dengf s mat v The uspns 46 FN(L\ i the fanrhy mewiandia

Plaintiffs’ M0t1on is or offer

b decisims Aated 4,
{ deco 4 by 6

c
) Feat—2c e S r-s-a et vetanatr-materalwhen prone ad in complex l'll:
//l
repajrs where synthetic mesh is contraindicated or the surgeon believes ?efe is a
substantty risk of future infection; /’/

(2) That AlloDermNg not defectively designed, but rather is a reasonably fit, safe and
suitable hernia repairmaterial for situations where surgjefll site occurrences, such as
infection or adhesion, is a congern and/or synthetif/résh cannot otherwise be used;

(3) That the instructions and warningg in ):é /;HoDcrm Instructions for Use were
adequate to inform surgeons of tl}g» sknof AlloDerm, including graft failure, and
further warned surgeons tha;o@omes could bégegatively impacted by poor patient

health and compromi "wound healing, and that such™warnings warn of commonly-

known risks of which a surgeon should be aware even withoutsyritten warnings;
(4) That thepe"was no practical and technically feasible altemative desiginthat would have
ented AlloDerm from stretching/bulging under high intra-abdominad pressure

without substantially impairing the intended function of AlloDerm to serve 2€ a

1 ation o hadtdiams
AT W VDT oo U



@%&h&eﬁwp&e{c@é&ﬁe&eﬁ%%ma e-th
’Eﬁul}emia repair surgeon, and the capacity for stretching in response to stgess is an

~
inheren{\(ﬂ’lagacteristic of implanted dermis that would be recognized8y hemnia repair
e

surgeons; .

\\.

~

(6) That any failure of Allo]%ma\due to compromised pdtient healing or stretching is an

unavoidable aspect of human derrn\l'.axy\;lli%/@as the subject of adequate warnings in

the AlloDerm IFU; // ' \
pe
(7) That a randomized clinigal” trial was not feasible ™ \2002 when LifeCell began

-~
promoting AlloD /in complex ventral hernia repair andwndomized clinical

IS

trial would-hiot even be feasible now without great difficulty;

Y,
IT IS FURTHER ORDERED that a copy of this Order be posted online and-servedon

all counsel of record within seven (7) days of the date of this order.

Jessica R. Mayer, J.Sl.,C.

OPPOSED
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SUPERIOR COURT OF NEW JERSEY
LAW DIVISION: MIDDLESEX COUNTY

IN RE: ALLODERM® LITIGATION
CASE CODE NO. 295

FILEp
CIVIL ACTION AUG 1 4 2015

MOBE S 1, MAYER

THOMAS DUTCHER, PROFERED ORDER
Plaintiff, DOCKET NO. L-1469-12
V.
LIFECELL CORPORATION,
Defendant.
i fJ
ORDER PLAINTIFE’S MOTION TO EXCLUDE TESTIMONY OF

DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD LANGSTEIN, M.D.

This matter, having been opened to the Court by counsel for Plaintiff on his Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell™) Expert Howard Langstein,

ard, and for good cause shown;dd 1»‘- The #easny

0y Iy

M.D., the-parti avinehad-an-ooportn 0
14 T'f\{ ﬁHTAV‘\ZJ M‘ﬂu’!uﬁ“q (F o eAsida

ITIS, on this (4" dayof AV 4¢1t, 2015, hereby ORDERED as follows:



A tnced b {he ¢ b-.m; ﬁ(f \Gfﬂ\ i1 ﬂ( {Ww{'.( m.uv«»«!»q,t
Plaintiff’s Motion is GRANﬁFEB Pr- vaboutoroffer=the

Hr deenn i {..,!;f.i AV wb i 2')\‘7
oHowing conclusions that: 1) Mr, Dltcher’s fecurrence following his repair with-AlloDerm was
caused by hi>excessive weight lifting; 2) weight lifting can cause hepatd or hernia recurrence; 3)
the lower right quadrant™pajn that Mr. Dutcher experienged months after his AlloDerm hernia
repair surgery correlates to his herntr~ggurrepe€ in his mid-abdomen; 4) Mr. Dutcher’s hernia

recurrence following his report with-AlloDerm wascaused by morbid obesity; 5) Mr. Dutcher’s

hernia recurrence was_cafised by delay wound healing; and 63 the instructions and warnings

provided by eCell to Mr. Dutcher’s surgeons, Drs, Hunter and Paige, 2deguately wamed of
e ofuairsAdleDerm-a-hernia-repair-surser-fid-hovw-to-use obermr-sateh~

IT IS FURTHER ORDERED that a copy of this Order be posted online and-sered on

all counsel of record within seven (7) days of the date of this order.

A

\[es ica R. Mayer, I.S.C.

OPPOSED
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O
ORDER GRANTING PLAINTIFF'S MOTION TO EXCLUDE TESTIMONY OF
DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD N. LANGSTEIN,

M.D.

This matter, having been opened to the Court by counsel for Plaintiff on her Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell”) Expert Howard N.

L)
Langstemfthe—paﬂ-yes—ha#mg—had—&a—emaeﬁﬂmﬁ%e—behcard, and for good cause shown; 34 e fhe
{eusiny v Hee Hh-ouJ MIMJ‘UJM of qjeci isum

ITIS, on this 4" day of / , 2015, hereby ORDERED as follows:
VST mtwf pm(,( A(A[f‘.»{,q t““ «Iw ‘ﬂ‘\l Hlasi |

Plaintiffs’ Motion is G Br—TEangstein—shall-net—testify—abott—or—offer
seb Dot ia e Canrt's memeditdum of deusin du{ﬂ( 4/3.)# I, 245
conclusions—-

ernia

;
;

répairs where synthetic mesh is contraindicated or the surgeon believes t!}e‘r% is a

substamial risk of future infection; -

(2) That AlloDeng is not defectively designed, but rather is a re?@ly fit, safe and
suitable hernia repir material for situations where surgicgl’site occurrences, such as

infection or adhesion, is &¢oncern and/or synthetic mesh cannot otherwise be used;

(3) That the instructions and wa loDerm Instructions for Use were
adequate to inform surgeons of the xigks of AlloDerm, including graft failure, and
further warned surgeons that outcefnes could be negatively impacted by poor patient
health and compromised wetdnd healing, and thatguch warnings warn of commonly-
ithout written warnings;

known risks of which.d surgeon should be aware even

(4) That there was #0 practical and technically feasible alternativéndesign that would have

preventeg’AlloDerm from stretching/bulging under high intra-abdgminal pressure

n'r-(‘.\t JEOTEP, ol W
ot S-S HeSTTsnC;



{5)That the characteristies-ofAtoBemrare the Same as human dermis, and are knownto~

thshemnia repair surgeon, and the capacity for stretching in response to stréss is an

inherent Chgracteristic of implanted dermis that would be recognized by hemia repair

surgeons;,

(6) That any failure of AlloDwm due to compromisew)p/at;nt healing or stretching is an

unavoidable aspect of human dermjs, whieh was the subject of adequate wamnings in
-
the AlloDerm [FU; //

e
(7) That a randomized CW trial was not feasiblg in 2002 when LifeCell began

promoting AlloD€rm in complex ventral hemia repair andhthat a randomized clinical

trial wouald not even be feasible now without great difficulty;

o . . gy .
Wi Al olahine. andlo alci ting canca e q hermia recurrepnee-and
= a—-coHE =g = £

IT IS FURTHER ORDERED that a copy of this Order be posted online ard-served-on

all counsel of record within seven (7) days of the date of this order.

et

Jessica R. Maye‘r, 1S.C.

OPPOSED



SUPERIOR COURT OF NEW JERSEY
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N
ORDER GRANFING PLAINTIFFS’ MOTION TO EXCLUDE TESTIMONY OF
DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD N. LANGSTEIN
M.D.

This matter, having been opened to the Court by counsel for Plaintiffs on their Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (“LifeCell”) Expert Howard N.

Langstein, M.D. the-part had-aiH-69 ard, and for good cause shown;;.u{
AL A

fv thetausims ta Jte wHedw

IT IS, on this ik day of 1, 2015, hereby ORDERED as follows:

demcdushngl v the Mewsas 5o fivit i g
,mm@mmmm@ﬁﬁii&%&%ﬁmééﬁﬂ¥%a

conclusions: 1)thag Mrs. Foster’s hernia recurrence following her repair AlloDerm was

caused by coughing; 2) that\ys. Foster’s obesity was a contribufing factor to her hernia

recurrence following her repair with A at Mrs. Foster hernia recurrence was caused

by her December 2008 motor vehiclg acCident; 4) incisional hernias have a significant

recurrence rate, which ¢ € greater than 50% in the case of & patient with Mrs. Foster’s

medical histosyyand 5) that the IFU in the packaging of Mrs. Foster’s A

Mgs of-the risks of using the product.

v
IT IS FURTHER ORDERED that a copy of this Order be posted online and-served-an_

rm graft provided

all counsel of record within seven (7) days of the date of this order.

ok

Courts memeraada o8 deciswn s .

detod %wfﬂ&%, / /

/
Je\:lsi R. Ma‘fei", /ﬂ S.C.

OPPOSED
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o
ORDER GRANTING PLAINTIFFS’ MOTION TO EXCLUDE TESTIMONY OF

DEFENDANT LIFECELL CORPORATION’S EXPERT HOWARD N. LANGSTEIN,
M.D.

This matter, having been opened to the Court by counsel for Plaintiffs on their Motion to

Exclude Testimony of Defendant, LifeCell Corporation’s (*LifeCell”) Expert Howard N.
"y

Langsten'/t '
the tlusms @ The ;;ku.( wm.v,dw 2

IT IS, on this " day of A » 20135, hereby ORDERED as follows:
At Us o \-' -h\rffne fasms 54 fWﬂ\ 11 fl\( (‘U/{I
Plaintiffs’ Motion is

mlas *w\JA o decsims Joted A/g fl‘f 2ih,

obe TS =wan yat atertab-when-propettytsed-in-eample crma-
Vs
repics where synthetic mesh is contraindicated or the surgeon believes thg.fé is a
substantiakgisk of future infection; v

s
’

(2) That AlloDerm™g not defectively designed, but rather is a reasonaf;ly fit, safe and

suitable hernia repair Waterial for situations where surgical sit¢ occurrences, such as

s

l/[ [
infection or adhesion, is a congern and/or synthetic mesh cannot otherwise be used,

(3) That the instructions and warnings in the Alqu'érrn Instructions for Use were
P

adequate to inform surgeons of the risky o’f,A'lloDenn, including graft failure, and
further wamed surgeons that outcomesj:zélu’ld be negatively impacted by poor patient
health and compromised wound l’;eﬁlihg, and that such warnings wam of commonly-
known risks of which a surgpdﬁlghould be aware even withowg written warnings;

(4) That there was no prac/tié'él and technically feasible alternative destgn that would have
prevented AlloDeffﬁ from stretching/bulging under high intra-abdoniigal pressure

d
s

without sqbs”fﬁntially impairing the intended function of AlloDerm to serve as a

-bi@sep-?é-l-el—fer—t—he—pegcwﬁﬂ“ of host tissue;
™~




RaHRe-eRaracter muva U; nl sbermrare ul\. SIIIUIS uujual[ UUI lulb, auu dIT K.llU w1l *
the hernia repair surgeon, and the capacity for siretching in response to ste€ss is an
inherent charagteristic of implanted dermis that would be recognized by hernia repair
~
surgeons; -
(6) That any failure of AlloDerm~que to compromised-patient healing or siretching is an
unavoidable aspect of human dermis;whjeli was the subject of adequate warnings in

the AlloDerm IFU; -~

(7) That a randomized clipic‘éi trial was not feasible ™\ 2002 when LifeCell began

promoting Allopeﬁh in complex ventral hernia repair and thata randomized clinical
-
//
trial wgul’J not even be feasible now without great difficulty;

IT IS FURTHER ORDERED that a copy of this Order be posted online arxhserved oh

all counsel of record within seven (7) days of the date of this order.

Je\ ica R. Mayer, I.S. c

OPPOSED



SUPERIOR COURT OF NEW JERSEY

CHAMBERS OF MIDDLESEX COUNTY COURTHOUSE
JESSICA R MAYER. 1.S.C. P.0. BOX 964
JUDGE NEW BRUNSWICK, NEW JERSEY 08%03-564
NOT FOR PUBLICATION WITHOUT THE
APPROVAL OF THE COMMITTEE ON OPINIONS
Memorandum of Decision on Plaintifts’

Motions to Bar the Testimony of Dr. Howard Langstein
In Re: AlloDerm® Litigation, Case Code 295 Fii = 0
Thomas Dutcher v. LifeCell Corporation AUG 1 4 2015

Docket No. MID-1-1469-12 CM
Debbie Foster and David Foster v. LifeCell Corporation
Docket No. MID-L-6841-12 CM

JUDGE JESSICA & wAYER

Patricia Julien v, LifeCell Corporation

Docket No. MID-L-507-12 CM

Michael Simineri and Karen Simineri v. LifeCell Corporation
Docket No. MID-1.-5972-11 CM
Dated August 14, 2015

For Plaintiffs: Lawrence R. Cohan, Esq., Joseph J. Fantini, Esq., Paola Saneaux, Esq., Adrianne
W. Webb, Esq.. and Sol H. Weiss, Esq., Anapol Schwartz.

For Defendant: David W. Field, Esq., Stephen R. Buckingham, Esq., Joseph A. Fischetti, Esq.,
Lowenstein Sandler LLP.

In accordance with case management orders entered by the court, the above four (4) cases
were selected by counsel for “bellwether” trials in the AlloDerm® litigation. The plaintiffs in the
cases selected by counsel are as follows: Thomas Dutcher (“Dutcher”), Debbie and David Foster

(“Foster”), Patricia Julien (“Julien”) and Michael and Karen Simineri (“Siminert™) (collectively



“Plaintitfs™). The court issues this opinion in response to Plaintiffs’ motions to exclude the general
and case specific causation testimony of Dr. Howard N. Langstein. Counsel agreed to waive both
oral argument on the motion and a hearing pursuant to N.J.R.E. 104 and consented to the court’s
disposition of this matter on the papers submitted. Upon considering the legal memoranda, exhibits
(including Dr. Langstein’s general causation reports dated May 7, 2015, and Dr. Langstein’s
reports issued for each Plaintiff dated May 7, 2015, and May 8, 2015,), deposition testimony of
Dr. Langstein and relevant case law,' the court determines that Plaintiffs’ motions to exclude the

general and specific causation testimony of Dr. Langstein are DENIED.
L. Relevant Law

To establish lability in these cases, Plaintiffs must prove through expert testimony that
implantation of AlloDerm® caused them to develop hernia recurrence, stretching and thinning of
the graft used in the hernia repair, as well as other claimed injuries related to implantation of

AlloDerm®. Kemp ex rel. Wright v. State, 174 N.J. 412, 417 (2002). The expert testimony of Dr.

Langstein has been proffered by Defendant to rebut Plaintiffs’ experts’ testimony that Plaintiffs’

injuries were caused by the use of AlloDerm®.

N.JL.R.E. 702, which governs the admissibility of scientific expert testimony in New Jersey,

provides that:

[i]f scientific, technical, or other specialized knowledge will assist the trier of fact
to understand the evidence or to determine a fact in issue, a witness qualified as an
expert by knowledge, skill, experience, training, or education may testify thereto in
the form of a opinion or otherwise.

! The parties signed a consent order stipulating that New Jersey law governs all issues in the AlloDerm® litigation.
See Consent Order dated January 15, 2015.



[Ibid.}*

Under N.J.R.E. 702, for an expert’s testimony to be admitted:

(1) the intended testimony must concern a subject matter that i1s beyond the ken of
the average juror; (2) the field testified to must be at a state of the art such that an
expert's testimony could be sufficiently reliable; and (3) the witness must have
sufficient expertise to offer the intended testimony.

[Kemp, supra, 174 N.J. at 424 (quoting Landrigan v. Celotex Corp., 127 N.J. 404,
413 (1992)).]

In certain contexts, an expert’s testimony has to be “generally accepted within the relevant

scientific community.” State v. Chun, 194 N.J. 54, 91 (2008) (discussing New Jersey’s continued

use of the standard from Fryve v. United States, 293 F. 1013 (D.C. Cir. 1923), for evaluating

scientific tests in criminal cases); see also State v. Harvey, 151 N.J. 117, 167-70 (1997). However,

New Jersey applies a more relaxed standard for expert testimony in civil cases. Rather than
requiring expert testimony to be generally accepted in the profession, “a scientific theory of
causation that has not yet reached general acceptance may be found to be sufficiently reliable if it

is based on a sound, adequately-founded scientific methodology involving data and information

2 While the New Jersey version of Rule 702 tracks the original version of Federal Rule of Evidence 702, it does not
incorporate the language added to the Federal Rule in 2000, which permits an expert to testify only “if (1) the testimony
is based upon sufficient facts or data, (2} the testimony is the product of reliable principles and methods, and (3) the
witness has applied the methods reliably to the facts of the case.” The federal rule was amended for the purpose of
codifying the principles of Daubert v. Merrell Dow Pharms., 509 U.S. 579 (1993) (outlining the federal requirements
for scientific expert testimony).

in January 2009, the Jersey Supreme Court Committee on the Rules of Evidence explicitly declined to amend N.J.R.E.
702, Testimony by Experts, to follow the 2000 amendment to F.R.E. 702. 2007 — 2009 Report of the Supreme Court
Committee on the Rules of Evidence, p. 3. The Committee reasoned that, “if the exact language of F.R.E. 702 was
adopted, since the federal rule was intended to incorperate Daubert, it would create the erroneous impression that the
Daubert standard governed the admission of expert testimony in New Jersey.” lbid. “Further, the Commitiee was
concerned that New Jersey judges would be too inclined to be guided by the federal case law interpreting F.R.E. 702
and Daubert[,]” which the committee expressed “are sometimes overly restrictive in the admission of expert testimony,
tending to exclude evidence that, under current New Jersey law, would be properly admitted as having a reliable basis.
Ibid. (citing Edward K. Cheng & Albert H. Yoon, Does Frye or Daubert Matter? A Study of Scientific Admissibility
Standards, 91 Va. L. Rev. 471, 473 (2005)).

Recently, the New Jersey Supreme Court tasked its Committee on the Rules of Evidence with revisiting adoption of

the Daubert standard. The New Jersey Supreme Court has yet to render a decision on the matter. Thus, this court
remains bound by the Court’s decision in Kemp.




of the type reasonably relied on by experts in the scientific field.” Rubanick v. Witco Chem. Corp.,

125 N.J. 421, 449 (1991); accord Kemp, supra, 174 N.I. at 4307

Hence, even if an expert’s opinion is not generally accepted in the scientific community, it
may still be admitted as evidence, so long as the methodology and reasoning underlying that

opinion is sound. See Clark v. Safety-Kleen Corp., 179 N.J, 318, 337-38 (2004). The Supreme

Court of New Jersey has specifically noted that, in the case of pharmaceutical litigation “in which
a medical cause-e¢ffect relationship has not becn confirmed by the scientific community but
compelling evidence nevertheless suggests that such a relationship exists.,” such evidence may be

admissible. Kemp. supra. 174 N.J. at 430.

Under this standard, a trial judge must assess “the soundness of the proffered methodology

and the qualifications of the expert.” Id. at 426 (quoting Rubanick, supra, 125 N.J. at 454) (internal

quotations omitted). The role of the trial court is to “determine whether the expert's opinion 1s
derived from a sound and well-founded methodology that is supported by some expert consensus
in the appropriate field.” Id. at 427 (quoting Landrigan, supra, 127 N.J. at 417) (internal quotations
omitted). An expert’s methodology can be properly supported by “protessional journals, texts,
conferences, symposia, or judicial opinions accepting the methodology,” and “[c]ourts also may

consider testimony from other experts in the field who use similar methodologies.” Ibid.

Flaws in an expert’s causation testimony are not fatal. Even where an expert draws only a
tenuous relationship between *“the studies and literature on which [the expert] relied and [his]

opinions,” the expert’s causation testimony may still be admitted, so long as the expert sufficiently

5 This is particularly applicable to “tort cases involving novel theories of causation offered to connect a plaintiff's
injuries to a drug or a toxic substance.” Biunno, Current N.J. Rules of Evidence, comment 3 on N.J.R.E. 702 (2015});
see Kemp, supra, 174 N.J. at 430-31 (involving defective vaccine); Landrigan, supra, 127 N.J. at 413 (involving
exposure to asbestos); Rubanick, supra, 125 N.J. at 449 (involving exposure to a chemical).
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provides the “why and wherefore™ underlying his conclusions. Hisenaj v. Kuehner, 194 N.J. 6, 24

(2008)(reinstating the trial judge’s admission of defense’s biomechanical engineer expert’s
testimony despite plaintiff’s contention that the expert employed flawed methodology; defendant’s
expert allegedly relied on studies consisting of subjects who were dissimilar from plaintiff in age
and physical characteristics, overlooked other factors that would play a causal role in producing
plaintiff’s alleged chronic injury, and conducted no independent testing of his own); see aiso

Rosenberg v. Tavorath, 352 N.J. Super. 385, 401-02 (App. Div. 2002). As the Hisenaj Court

emphasized, flaws in an expert’s reasoning may be explored by opposing counsel on cross-
examination, but such flaws do not compel exclusion of an expert opinion under N.J.R.E. 702.

Hisenaj, supra, 194 N.J. at 24; see also Rosenberg, supra, 352 N.J. Super. at 402 (“The failure of

an expert to give weight to a factor thought important by an adverse party does not reduce his
testimony to an inadmissible net opinion .... Rather, such omission merely becomes a proper

subject of exploration and cross-examination at trial.” (quoting Rubanick v. Witco Chem. Corp..

242 N.J. Super. 36, 55 (1990), modified by 125 N.J. 421 (1991)) (internal quotations omitted)).

Moreover, the Supreme Court of New Jersey has indicated that “[a]lthough trial courts are
expected to act as gatekeepers to the proper admission of expert testimony. trial courts [are not
expected] to investigate sua sponte the extent to which the scientific community holds in esteem
the particular analytical writings or research that a proponent of testimony advances as

foundational to an expert opinion.” Hisenaj, supra, 194 N.J. at 16; see also Landrigan, supra, 127

N.I. at 414. (“[T]he trial court should not substitute its judgment for that of the relevant scientific

community.”) Rubanick. supra, 125 N.J. at 451 (“[T]he trial court should [not] directly and

independently determine as a matter of law that a . . . complex scientific methodology is sound.”)

Instead, “[t]he court's function is Lo distinguish scientifically sound reasoning from that of the setf-



validating expert, who uses scientific terminology to present unsubstantiated personal beliefs.™

Landrigan, supra, 127 N.J. at 414.

I1. Dr. Langstein’s General Expert Opinions

A. Dr. Langstein’s Opinons Regarding Design Defect, Alternative Designs, and the
Characteristics of AlloDerm and Human Dermis

The court notes that several of Plaintiffs’ arguments in support of barring the general expert
testimony of Dr. Langstein relate to his opinions regarding Plaintiffs’ design defect claims.*
Plaintiffs argue that Dr. Langstein is not qualified to offer opinions on (1) defective design; and
(2) practical and technically feasible alternative designs. This court dismissed Plaintiffs’ design
defect claims for the reasons set forth in this court’s Memorandum of Decision on Defendant’s
Motion for Summary Judgment on Plaintiffs’ Design Defect Claims, dated August 14, 2015.
Accordingly, any testimony that relates solely to Plaintiffs’ design defect claims is irrelevant to
the Plaintiffs’ remaining claims. Plaintiffs contend that Dr. Langstein’s opinions on AlloDerm®’s
design defect and safer alternative designs are inadmissible because he is “not an expert in tissue
biology” and “does not know how AlloDerm is designed.”® To the extent that any of Dr.
Langstein’s opinions regarding the characteristics of AlloDerm® or human dermis are relevant to

Plaintiffs’ failure-to-warn claims, the court will address Plaintiffs” arguments.

Plaintiffs’ primary argument is that Dr. Langstein is unqualified to render opinions on the
characteristics of AlloDerm® and human dermis because Dr. Langstein is a surgeon, not a tissue

biologist.® Defendant responds that Dr. Langstein is not being offered to provide “the perspective

+ Plaintiffs’ Memorandum of Law in Support of Plaintiffs’ Motion to Exclude the General Opinions of Detendant’s
Expert Howard N. Langstein, M.D. (“Pls.” Br.”) at 9-10.

SPls. Br. 12.

®Pls.” Br. 12-15.



of a tissue engineer or biologist. Rather, he is being offered as an expert in hernia repair and

abdominal wall surgery.”’

Dr. Langstein is the Chief of Plastic Surgery at the University of Rochester School of
Medicine and Dentistry, where he has held the position of Professor of Surgery since 2005.% Prior
to joining the University of Rochester, Dr. Langstein held teaching positions at several medical
schools.” He has been Board Certified in Plastic Surgery since 1998 and was Board Certified in
General Surgery from 1993 to 2013.'° Dr. Langstein currently teaches surgical resident students
at the University of Rochester, where the treatment of complex abdominal wall patients is a
“significant focus” of the program.'! Dr. Langstein has been involved in hundreds of cases of
abdominal wall repair and is familiar with the treatment of ventral hernia patients.'” Dr. Langstein
is currently the Medical Director of the Abdominal Wall Reconstruction Program at the University
of Rochcster School of Medicine and Dentistry.™ Dr. Langstein’s work has been published in peer-
reviewed journals.'* Dr. Langstein is also an ad hoc reviewer for the medical journal Plastic and

Reconstructive Surgery and has reviewed scientific articles for several other journals.'

Dr. Langstein, in both his expert reports and deposition testimony, is careful to point out

areas in which he lacks specific expertise to opine.'® Dr. Langstein couches his opinions in the

? Defendant’s Brief in Opposition to Plaintiffs’ Motion to Exclude or Limit Testimony of Dr. Howard N. Langstein,
M.D. Based on His Genera) Rebuttal Report (*Def.’s Opp.™) at 4.

& Fantini Cert., Ex. A, Dr. Langstein Expert Report in Response to the Expert Report of Dr. Dumanian 1.

? Ibid.

10 E’Ld_

" fbid.

2 1d. at 2.

5 Ibid.

14 Fantini Cert., Ex. A. Dr, Langstein Curriculum Vitae 6-13.

5 Fantini Cert., Ex. A, Dr. Langtein Expert Report in Response to the Expert Report of Dr. Dumanian (“Langstein
Dumanian Report™) 2.

1 See e.g., id. at 11; Fantini Cert., Ex. B, Dr. Langstein Report in Response to the Expert Report of Dr. Huckfeldt 11;
Fantini Cert., Ex. D, Langstein Dep. at 97:6, 102:7-12.



context of his knowledge and experience as a surgeon who used AlloDerm® for hernia repairs.'”
Additionally. Dr. Langstein’s opinions are based on his knowledge and expertise gained through
his extensive experience as a surgeon, as well as his review of the available medical literature. '8
To the extent that Dr. Langstein offers opinions regarding the biomechanical characteristics of
AlloDerm®, the court views those opinions as rebuttal opinions criticizing Plaintiffs’ experts for

lacking expertise for in certain areas.

The court agrees with Defendant that Dr. Langstein is qualified to testify regarding the
characteristics of AlloDerm® and human dermis insofar as they are based on his own experience
and expertise as a surgeon who has performed numerous hernia repair surgeries. Plaintiffs simply
point to portions of Dr, Langstein’s report wherein he candidly concedes that he does not have
expertise in tissue engineering and is not being proffered for that purpose without Plaintiffs
explaining how those admissions render Dr. Langstein’s medical opinions inadmissible. Plaintiffs
quote these sections and argue in conclusory fashion that “Dr. Langstein attempts provide [sic] a
variety of ‘expert opines [sic] which clearly fall under the umbrella of ‘tissue engineering.”!
However, it is evident that Dr. Langstein is not being offered to opine on matters of tissue
engineering but is being offered—based on his extensive abdominal surgery experience and his
use of AlloDerm® and other hernia repair products—to provide opinions based on his perspective

as a surgeon and his personal experiences handling and implanting AlloDerm®.

An expert is entitled to offer opinions based on his own personal experiences. Rosenberg,
supra, 352 N.J. Super. at 403. Given Dr. Langstein’s extensive experience as a surgeon performing

hernia repairs and his familiarity with the use of AlloDerm® and other biologic products in hernia

7 See, e.g., Langstein Dumanian Report 12.
¥ id, at 1-2, 19-22.
% Pls.” Br. 13.



repairs, he is more than qualified to discuss the characteristics of AlloDerm® and the
appropriateness of using AlloDerm® in hernia repairs. If Plaintiffs believe that Dr. Langstein’s
lack of expertise in tissue engineering undermines his opinions on certain physical characteristics

of AlloDerm®, Plaintiffs may challenge Dr. Langstein’s opinions through cross-examination.

B. Plaintiffs’ Arguments that Dr. Langstein’s Rebuttal Opinions are Not Based on
Reliable Scientific Methodology and Are Inadmissible Net Opinions

Plaintitfs also argue that portions of Dr. Langstein’s expert testimony should be barred
because his opinions are unreliable and inadmissible net opinions.?’ Plaintiffs’ main arguments are
focused on critiquing the various medical journal articles and other documents on which Dr.
Langstein bases his opinions. The court will address the specific areas in which Plaintiffs argue

Dr. Langstein should be barred from testifying.
1. Dr. Langstein’s Opinions Regarding the Efficacy of AlloDerm®

Plaintiffs argue that in opining AlloDerm® is an effective repair material, “Dr. Langstein
errantly relies on certain studies in forming his opinion that AlloDerm is effective.”' Plaintiffs
extensively criticize the numerous medical articles Dr. Langstein relied upon in forming his
opinions. Plaintiffs critique the parameters of the studies underlying each of these articles and
argue that “Dr. Langstein relied heavily upon research with, among other deficiencies, inadequate

sample sizes and short term follow-up to conclude that AlloDerm was effective.”?

For example, Plaintiffs criticize Dr. Langstein’s reliance on Kim et al., Acellular dermal

matrix in the management of high-risk abdominal wall defects (2006) (“Kim study”) because it

was observational, retrospective, not controlled, had a small sample size and a short-term follow-

1 Pis.” Br. 16.
I Pls.” Br. 17
21d. at 17-18.



up.?® Plaintiffs criticize Dr. Langstein’s reliance on Jin et al., Use of Acellular Dermal Matrix for

Comiicated Ventral Hernia Repair: Does Technique Affect Outcomes? (2007) (*Jin study”)

because it purportedly revealed “significant safety concerns for repairs . . . .”** However, Plaintiffs
fails to explain the safety concerns or how the study is scientifically unreliable.” Plaintiffs further
argue that short-term follow-ups, small sample sizes, and reporting deficiencies in the eight
additional published articles relied upon by Dr. Langstein render Dr. Langstein’s opinions

inadmissible, ¢

Dr. Langstein supports his opinions regarding the efficacy of AlloDerm® with several
published and peer-reviewed articles.”’ Plaintiffs’ statements as to the perceived flaws in the
underlying medical studies do not render Dr. Langstein’s opinion inadmissible.*® If Plaintiffs
believe the studies relied upon by Dr. Langstein are tlawed in any way, Plaintiffs are free to
challenge Dr. Langstein’s reliance on those articles through cross-examination. However,
Plaintiffs’ criticisms of the specifics of those studies do not render Dr. Langstein’s opinions

inadmissible under N.J.R.E. 702. See Hisenaj, supra, 194 N.1. at 24, Plaintiffs’ criticisms go to the

weight of Dr. Langstein’s opinion and it will ultimately be for a jury to decide the weight to be

accorded his opinions.

23 1d. at 18; Fantini Cert., Ex. P.

M pls* Br. at 18; Fantini Cert., Ex. Q.

 The Jin study was a retrospective study that examined the results of thirty-seven hernia repairs using AlloDerm@®.
Jin et al., at 655. The study did note a high number of recurrences in the eleven repairs utilizing a “bridge” technique.
However, the study recorded “acceptable” recurrence rates in the twenty-seven procedures for which AlloDerm® was
used as reinforcement. The Jin study did not conclude that AlloDerm® is unsafe for all hernia repairs, only that
AlloDerm® should be used as reinforcement rather than as a bridge. Jin, et al., 655-657.

2 Pls.” Br. 18-20.

*7 See ibid.

28 See supra, Point | of the court’s Memorandum of Decision on Plaintiffs’ Motion to Bar Dr. Langstein’s
Testimony.
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2. Dr. Langstein’s Opinions Regarding the Instructions for Use

Plaintiffs criticize Dr. Langstein’s opinions that the Instructions for Use (“IFU™)
accompanying the AlloDerm® used in each of Plaintiffs’ surgeries were adequate to apprise the
implanting surgeons of the risks of using AlloDerm® in hemia repairs. Plaintiffs argue that Dr.
Langstein’s analysis of the IFUs was based on a methodology that was “questionable and
unscientific.”*” Plaintiffs note there were many revisions to AlloDerm®’s 1FUs and argue that Dr.
Langstein was required to review every IFU in order to form a reliable opinion regarding the
adequacy of the IFUs actually accompanying the AlloDerm® used in Plaintffs’ suregeries.*”
Plaintiffs also note Dr. Langstein’s failure to take into consideration the various marketing
materials Defendant used in promoting AlloDerm®.*' Plaintiffs also criticize Dr. Langstein’s
failure to address a number of factors that Plaintiffs believe are pertinent to the adequacy of the
[FUs, including the risks of using certain surgical techniques, the risk of post-surgical stretching,
the need to inform surgeons that AlloDerm® is only a temporary repair, and the need to instruct

surgeons on the time it takes for AlloDerm to remodel into new tissue.*

In essence, Plaintiffs’ argument is that Dr. Langstein failed to take into consideration
certain evidence and alleged risks that Plaintiffs aver are pertinent to assessing their claims.
However, “[t]he failure of an expert to give weight to a factor thought important by an adverse
party does not reduce his testimony to an inadmissible net opinion if he otherwise offers sufficient

reasons which logically support his opinmon. Rather, such an omission merely becomes a proper

2 Pls.” Br. 24,

* Pis.” Br. 23-24.
11d. at 25.

2 1d, at 26-27.
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subject of exploration and cross-examination at trial.” Rosenberg. supra, 352 N.J. Super. at 402

(citations omitted) (quoting Rubanick, supra, 242 N.J. Super. at 36).

Plaintiffs bear the burden of proving that the alleged inadequacy of AlloDerm®’s IFUs

used in each Plaintiff’s surgery was a proximate cause of Plaintiffs’ injuries. As Defendant notes,

Dr. Langtein’s opinions on AlloDerm®’s Instructions for Use are offered to rebut the opinions of
Plaintiffs’ experts on this issue.* Dr. Langstein is entitled to rely on his professional expertise as
a surgeon with experience in hernia repairs to offer his opinions on AlloDerm®’s IFUs. Dr.
Langstein may opine as to his experiences with AlloDerm® and the risks he believes are relevant
to the use of AlloDerm® in hernia repairs. Similarly, Dr. Langstein is permitted to rely on his own
review of IFUs and other warnings accompanying hernia repair products and provide an opinion
regarding the information that needs to be conveyed to a surgeon in similar circumstances. Dr.
Langstein’s purported failure to give weight to factors and evidence that Plaintifts believe are
important to their cases does not render his opinions inadmissible. Although Plaintiffs may believe
that the adequacy of the warnings can only be determined by reference to [FUs and marketing
materials not packaged with each Plaintiff’s specific AlloDerm® product, Plainti{{s fail to
demonstrate how Dr. Langstein’s failure to evaluate the information Plaintiffs believe to be
relevant undermincs his own professional opinion regarding the adequacy of the AlloDerm® IFUs.
Dr. Langstein’s purported failure to consider evidence that Plaintiffs believe to be relevant to the
adequacy of AlloDerm®’s warnings and instructions goes to the weight to be accorded Dr.
Langstein’s opinions. Plaintiffs are free to pursue Dr. Langstein’s purported deficiencies through

cross-examination and the testimony of Plaintitts’ own experts.

3 Def.’s Opp. 12.
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3. Dr. Langstein’s Opinions Regarding Randomized Clinical Trials

Plaintiffs argue that Dr. Langstein’s opinions regarding the feasibility of randomized
clinical trials for AlloDerm® in complex hemia repairs should also be barred.*® Dr. Langstein
opined that “a randomized clinical trial was not feasible in 2002 when LifeCell began promoting
AlloDerm in complex ventral hernia repair” and that “[i]n fact, it would not even be feasible now
without great difficulty.”® Plaintiffs’ argue Dr. Langstein’s opinion on the issue of feasibility of
clinical trials directly conflicts with his reference to a 2000 clinical trial in the Netherlands that

examined the use of prosthetic meshes in small, ventral hernia repairs.*® Dr. Langstein’s opinion

is specifically directed at the purported difficulties of performing such a study using biologic grafts
in complex ventral hernia repairs. Plaintiffs’ argument appears to be that the 2000 study involving
synthetic meshes and small hernias undermines Dr. T.angstein’s opinion on the feasibility of
clinical studies in a completely different context. Plaintiffs contend that Dr. Langstein failed “to
adequately explain the methodology behind coming to his opinions . . . .”*" Dr. Langstein is able
to support his opinion regarding the difficulties of conducting such a study based on his own
experience as a surgeon and his review of the relevant medical literature. That Plaintiffs disagree

with Dr. Langstein’s conclusion on the matter does not render his opinion inadmissible.

* Pls.” Br. 28.

3 Fantini Cert., EX. A, Langstein Dumanian Report 22.
6 Pls.” Br. 28.

37 M



4. Dr. Langstein’s Opinions Regarding Surgical Technique

Plaintiffs also seek to preclude Dr. Langstein’s testimony that “combinations of component
separation and reinforcement are now advised to reduce recurrence rates.”* Plaintiffs claim that a
2013 article authored in part by Dr. Langstein contradicts his opinion in these cases because the
article states that “[t]here is little consensus in the literature about the best approach for a midline
ventral hernia repair with a dizzying collection of reports supporting contradictory strategies.”"
Plaintiffs also argue that Dr. Langstein’s opinion on this point is irrelevant because Plaintiffs’

surgeries predate the publication of Dr. Langstein’s 2013 article.*”

As a surgeon with many years of experience repairing ventral hernias, Dr. Langstein is
qualified to provide an opinion regarding the development and acceptance of hernia repair
techniques within the surgical community. Similarly, Dr. Langstein’s own medical experiences
and review of the relevant literature provide a reliable basis on which to form any opinions he has
regarding hernia repair techniques. Furthermore, Plaintiffs” own medical experts testified that they
have been using the component separation technique since well before Plaintiffs’ surgeries.*! To
the extent that Plaintiffs feel the 2013 articie authored by Dr. Langstein undermines his own current

thinking on hernia repair surgeries, Plaintiffs are free to address that issue on cross-examination.

*# Pls.” Br. 30.

¥ 1bid,; Koliz et al., Evolution of Abdominal Wall Reconstruction (2013).

9 pls.” Br. 30.

+ Plaintiffs’ medical expert, Dr. Huckfeldt, testified that he has been performing component separations since the
early 2000s. Field Cert., Ex. B, Huckfeldt Dep. at 70:1371:16. Plaintiffs’ medical expert, Dr. Dumanian, testified that
he first began performing component separations in the mid-1990s. Field Cert., Ex. K, Dumanian Dep. at 60:2-62:20.
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5. Dr. Langstein’s General Opinions Are Sufficiently Reliable and Admissible

Plaintiffs’ arguments in support of their motion to bar portions of Dr. Langstein’s general
expert opinions go to the weight to be accorded to those opinions, not their admissibility. As a
surgeon with extensive experience repairing ventral hernias, Dr. Langstein may provide opinions
based on his own personal experiences and his review of the published medical literature regarding
hernia repair. If Plaintiffs dispute Dr. Langstein’s opinions and conclusions, Plaintiffs may
challenge his opinions and conclustons by way of cross-examination and the introduction of

Plaintiffs’ own expert testimony.

I1l.  Dr. Langstein’s Case Specific Expert Opinions

In addition to dismissing all of Plaintifts’ design defect claims, this court dismissed the
failure-to-warn claims of Plaintiffs Patricia Julien and Debbie and David Foster for the reasons set
forth in this court’s Memorandums of Decision on Defendant’s Motions for Summary Judgment
on Plaintiffs’ Failure to Warn Claims, dated August 14, 2015.** The only remaining bellwether
plaintiffs are Michael and Karen Simineri, and Thomas Dutcher. Therefore, the court will only

address Dr. Langstein’s case specific expert opinions for Mr. Simineri and Mr, Dutcher.

A. Dr. Langstein’s Specific Causation Opinions Regarding Plaintiff Michael
Simineri

Plaintiff Michae! Simineri seeks to bar Dr. Langstein’s opinion testimony regarding the
cause of Mr. Simineri’s hernia recurrence following his AlloDerm® implant in October 2007.%

Mr. Simineri seeks to exclude Dr. Langstein’s opinions that Mr. Simineri’s recurrence was caused

42 On August 14, 2015, the court issued separate Memoranda of Decision for each beliwether plaintiff on the issue of
failure-to-warn,

43 plaintiff Michae! Simineri’s Memorandum of Law in Support of Plaintiff’'s Motion to Exclude Testimony of
Defendant’s Expert Howard Langstein, M.D. {*Simineri Br.”) 2.
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or exacerbated by: (1) lifting at work; (2) coughing; and (3) diabetes and/or obesity.** Mr. Simineri
also seeks to bar Dr. Langstein from testifying that a patient with Mr. Simineri’s health problems
has a greater than 50% chance of developing a recurrence and that the IFUs in the packaging of
Mr. Simineri’s AlloDerm provided adequate warnings.*> Mr. Simineri contends that Dr.
Langstein’s opinions are “unsubstantiated and unscientific personal opinions™ and therefore are

inadmissible net opinions.*¢

1. Dr. Langstein’s Opinion that Excessive Lifting and Coughing Caused or
Contributed to Mr. Simineri’s Recurrence

[n support of barring Dr. Langstein’s opinions that excessive lifting and coughing caused
or contributed to Mr. Simineri’s recurrence, Mr. Simineri argues that (1) these opinions are
contrary to the factual record; and (2) Dr. Langstein fails to provide scientific support for his

opinion that lifting or coughing can cause or contribute to a hernia recurrence.*’

According to Defendant, Mr. Simineri’s medical records indicate that he first noticed a
pain and bulge caused by his hernia recurrence “after doing some lifting at work.”® At his
deposition, M. Simineri testified that his business involves frequently lifting buckets of ice.* Mr.
Simineri denies this lifting was “excessive” and argues that he waited a sufficient period of time
post-surgery before he resumed lifting.>® The record does not directly contradict Dr. Langstein’s
opinion on the issue of lifting weight so as to render it a net opinion. The court finds that Dr.

Langstein drew a reasonable inference based on Mr. Simineri’s medical records and deposition

44 m

43 1d. at i-ii.

14, at 5-6.

47 Simineri Br. at 9, 12.

* Field Simineri Langstein Cert., Ex. Q, Simineri Medical Record dated Apr. 13, 2010.
9 Field Simineri Cert., EX. T, Simineri Dep. 27:8-19.

0 Simineri Reply 4.
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testimony. At trial, Mr. Simineri is free to challenge Dr. Langstein’s inference on the issue of
lifting weight. Mr. Simineri repeatedly disputes Dr. Langstein’s purported conclusion that Mr.
Simineri’s coughing “caused™ his recurrence even though his coughing episode occurred five
months after Mr. Simineri first began experiencing bulging and pain. Dr. Langstein’s opinion is
that the coughing episode “contributed” to Mr. Simineri’s recurrence, not that the coughing

retroactively caused it.”!

Mr. Stminert is also critical of the studies and journal articles relied upon by Dr. Langstein
in offering his opinion that a hernia recurrence may be caused by lifting and exacerbated by
coughing.’? The studies upon which Dr. Langstein relies examine how certain activities, including
weight lifting and coughing, increase a person’s intra-abdominal pressure.’ Mr. Simineri argues
that the studies relied upon by Dr. Langstein do not specifically state that weight lifting and
coughing can contribute to hernia recurrence.*® Mr. Simineri also disputes the conclusions reached
by Dr. Langstein based on these studies.’® Defendant notes that Dr. Langstein also cites two
additional studies in his general causation report that both note coughing and weight lifting
contribute to hernia recurrence.’® Mr. and Mrs. Simineri are free 1o challenge Dr. Langstein’s
reliance on these studies and articles by way of cross-examination. Plaintiffs’ criticisms of the

studies and articles do not render Dr. Langstein’s opinions inadmissible under N.J.R.E. 702.

31 Simineri Reply 6; Fantini Simineri Cert., Ex. B, Dr. Langstein’s Simineri Report at 4.

32 Simineri Br. 9.

33 Fantini Simineri Cert., Ex. E, Cobb et al., Normal [ntraabdominal Pressure in Healthy Adults (2005) (“Cobb et al.”);
Ex. G, Sanchez, et al., What is Normal Intra-Abdominal Pressure? (2001) (“Sanchez et al.”).

3 Simineri Br. 1 1.

%5 Mr. Simineri also disputes Dr. Langstein’s reliance on Cobb et al. for his opinion that obesity contributes to hernia
recurrence. Simineri Br. at 10. The Cobb article unambiguously states that “{o]besity has also been established as a
risk factor for recurrence after incisional hernia repair.” Cobb et al., at 234, Obesity will be addressed in Point 111, A.
2 of the court’s memorandum,

56 Def.’s Simineri Opp. at 5; Fantini Cert., Ex. A, Langtein General Report at 4; Field Cert., Ex. J, Michael G. Franz,
The biology of hernias and the abdominal wall (2006); Ex. |, Ziad T. Awad et al., Mechanisms of Ventral Hernia
Recurrence after Mesh Repair and a New Proposed Classification (2005).
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Hisenaj, supra, 194 N.J. at 24. Mr. Simineri actually concedes in his reply to Defendant’s
opposttion that two of the articles relied upon by Dr. Langstein state that coughing and lifting
“may” play a role in hernia recurrence.’® In sum, Mr. Simineri’s criticism of Dr. Langstein’s
reliance on these studies and articles goes to the weight, not the admissibility, of his expert

opinions.

Furthermore, Dr. Langstein’s opinion that weight lifting and coughing can contribute to
hernia recurrence is based on his clinical experiences with his own patients.’” As a surgeon who
diagnoses and treats hernia recurrences, Dr. Langstein is permitted to rely on his professional
training and experience in forming his medical opinion regarding Mr. Simineri’s hernia recurrence.
Mr. Simineri is free to rebut Dr. Langstein’s medical opinions regarding the effects of lifting and

coughing on hernia repairs with his own expert testimony.

2. Dr. Langstein’s Opinion that Diabetes and Obesity Were Substantial
Contributing Factors in Mr. Simineri’s Recurrence and That a Patient With
Mr. Simineri’s Medical History Has a High Risk of Recurrence

Mr. Simineri challenges Dr. Langstein’s opinion that Mr. Simineri’s obesity and diabetes
contributed to his hernia recurrence. As an experienced surgeon who is well-versed in diagnosing
and treating hernia occurrences, Dr. Langstein may rely on his professional training and experience
in offering such opinions. As Defendant notes, Mr. Simineri’s own testifying experts and treating
surgeon agree that diabetes and obesity are factors that increase a patient’s risk of hernia
recurrence.’® Mr. Simineri may rebut Dr. Langstein’s medical opinion with his own expert medical

testimony.

3 Simineri Reply 5.

%7 Field Simineri Cert., Ex. A, Langstein Dep. at 184:1-19,

5 Field Simineri Cert., Ex. K, Dumanian Dep. at 108:18-109:21; Field Simineri Cert., Ex. T, Garcia Dep. at 101:9-
102:9, 115:24-116:6.
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Mr. Simineri also criticizes Dr. Langstein’s reliance on an article authored by Dr. Bahair
Ghazi suggesting high blood pressure may cause hernia recurrence.’® Mr. Simineri’s criticism of
the Ghazi article is misplaced. According to the article, the only statistically significant
independent factor for hernia repair complications is high blood pressure.®® However, the article
notes that complication rates were higher in patients with two or more comorbidities.®' The article
specifically notes that obesity and diabetes were two prevalent comorbidities among the patients
studied.®? To the extent that Mr. Simineri disagrees with Dr. Langstein’s reliance on a published,
peer reviewed medical article, that disagreement may be addressed by cross-examination. Merely
disagreeing does not render Dr. Langstein’s opinion inadmissible. Dr. Langstein’s extensive
medical training and experience in treating hernia patients provides more than a sufficient basis
for him to render opinions regarding the effects of a patient’s comorbidities on the risk of hernia

recurrence. See Rosenberg, supra, 353 N.J. Super. at 403 (“Evidential support for an expert opinion

is not limited to treatises or any types of documentary support, but may include what the witness

had learned from personal experience.”).

3. Dr. Langstein’s Opinion Regarding the Adequacy of the IFUs Accompanying
the AlloDerm® used in Mr. Simineri’s Surgery

Mr. Simineri’s arguments regarding Dr. Langtein’s opinions on the adequacy of
AlloDerm®’s IFUs mirror the arguments made by Plaintiffs in their motion to exclude Dr.
Langstein’s general causation testimony. Mr. Simineri argues that Dr. Langstein was required to

review multiple versions of the [FUs rather than just the IFU accompanying the AlloDerm® used

3 Ghazi, et al., Current Options in the Management of Complex Abdominal Wall Defects (2011).
€ 1d, at 488, 491.

&l Ibid.

2 1d. at 491.



in his surgery.** Mr. Simineri also contends that Dr. Langstein needed to review “the entire
AlloDerm message directed at surgeons to evaluate the adequacy of IFU warnings.”® The court
disagress. Dr. Langstein is entitled to offer his opinions regarding the IFUs based on his own
professional medical training and expertise as well as his review of the IFUs accompanying the
AlloDerm® used in Mr. Simineri’s surgery. “The failure of an expert to give weight to a factor
thought important by an adverse party does not reduce his testimony to an inadmissible net opinion
.. .. Rather, such omission merely becomes a proper subject of exploration and cross-examination

at trial.” Rosenberg, supra, 352 N.J. Super. at 402 (quoting Rubanick, supra, 242 N.J. Super. at

55). That Dr. Langstein may have failed to consider every aspect of cach AlloDerm® IFU does
not render Dr. Langstein’s opinion inadmissible. At trial, Mr. Simineri is free to challenge Dr.

Langstein’s opinions as to the adequacy of the AlloDerm® [FU used in Mr. Simineri’s surgery.

B. Dr. Langstein’s Specific Causation Opinions Regarding Plaintiff Thomas
Dutcher

Mr. Dutcher seeks to bar Dr. Langstein’s specific causation expert testimony that his hernia
recurrence was caused by excessive weight lifting, morbid obesity, and delayed wound healing,

arguing that these opinions are “unsubstantiated personal opinions and therefore inadmissible.”®®

1. Dr. Langstein’s Opinion that Mr. Dutcher’s Hernia Recurrence Was Caused by
Excessive Weight Lifting

Dr. Langstein’s opinion that Mr. Dutcher’s hemia recurrence was caused by excessive

weight lifting is based on his own professional medical experience diagnosing and treating hernia

% Simineri Br. 17-18.

% Id, at 19.

% Plaintiff Thomas Dutcher’s Memorandum in Support of Plaintiff's Motion to Exclude Testimony of Defendant’s
Expert Howard Langstein, M.D. (“Dutcher Br.") 6.
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recurrences and a review of Mr. Dutcher’s medical records.® Additionally, Dr. Langstein relied
upon several medical journal articles to support his opinion that a hernia recurrence can be caused

by weight lifting. Mr. Dutcher challenges the bases for Dr. Langstein’s opinion as unreliable.®’

First, Mr. Dutcher challenges Dr. Langstein’s reliance on two journal articles.®® The articles
examine the effect that lifting, among other activities, has on intra-abdominal pressure. Second,
Mr. Dutcher argues that Dr. Langstein’s opinion regarding Mr. Dutcher’s weight lifting is

unsupported by his medical record.®’

Mr. Dutcher’s criticisms of Dr. Langstein’s reliance on two journal articles examining the
effect of lifting on intra-abdominal pressure go to the weight to be accorded Dr. Langstein’s
opinion, not its admissibility. The articles generally examine the effects of certain activities, such
as weight lifting, on intra-abdominal pressure.”’ Mr. Dutcher’s criticism of Dr. Langstein’s
reliance on these articles is based on the fact that none of the articles specifically draws a
connection between weight lifting and hernia recurrence. Defendant notes that Dr. Langstein also
cites two additional studies in his general causation report that both note weight lifting can
contribute to hernia recurrence.”’ Mr. Dutcher’s criticisms of Dr. Langstein’s reliance on these
articles goes to the weight to be accorded Dr. Langstein’s opinions and can be examined by Mr.

Dutcher on cross-examination.

% Fantini Cert., Ex. A, Dr. Langstein’s Dutcher Report at 6-7; Field Dutcher Cert., Ex. A, Langstein Dep. ar 184:3-
19.

57 Cobb et al., Normal Intraabdominal Pressure in Healthy Adulis (2005) (“Cobb et al.”); Sanchez, et al.,, What is
Normal Intra-Abdominal Pressure? (2001} (“Sanchez et al.”).

% Dutcher Br, 9.

1d, at 12.

0 Cobb, et al., at 231; Sanchez, et al., at 243.

" Def.’s Dutcher Opp. at 6-7; Fantini Cert., Ex. A, Langtein General Report at 4; Field Cert., Ex. ], Michael G. Franz,
The biology of hemias and the abdominal wall (2006); Ex. 1, Ziad T. Awad et al., Mechanisms of Ventral Hemia
Recurrence after Mesh Repair and a New Proposed Classification (2005).
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Disagreement with Dr. Langstein’s medical opimion that weight lifting caused Mr.
Dutcher’s hernia recurrence is insufficient to render Dr. Langstein’s opinton inadmissible. Dr.
Langstein’s opinion is based on his own clinical experiences, as well as his review of Mr. Dutcher’s

medical records.”

Mr. Dutcher’s medical records contain references to weight lifting.”
Additionally, in Mr. Dutcher’s medical records, one of Mr. Dutcher’s care providers directly
attributed his abdominal pain to his continued weight lifting.”* Mr. Dutcher was advised repeatedly
by medical professionals to limit or reduce the amount of weight he was lifting.”> Mr. Dutcher’s
medical records offer support for Dr. Langstein’s opinion that his heraia recurrence was caused by

weight lifting. Mr. Dutcher is free to challenge Dr. Langstein’s medical opinions with expert

medical testimony of his own and by way of cross-examination at trial.

2. Dr. Langsteins’ Opinion That Mr. Dutcher’s Obesity and Delayed Wound Healing
Contributed to His Hernia Recurrence

Mr. Dutcher also argues Dr. Langstein’s conclusions that obesity and wound healing
problems contributed to his hernia recurrence are “nothing more than a bald conclusion.””® Dr.
Langstein opined that these conditions were contributing factors in Mr. Dutcher’s hernia
recurrence. Mr. Dutcher disregards Dr. Langstein’s extensive medical training and expertise in
diagnosing and treating hemnia recurrences and argues that Dr. Langstein has no basis on which to
opine that Mr. Dutcher’s obesity and poor wound healing contributed to his recurrence.”” Notably,

Mr. Dutcher’s own medical experts and treating physicians concede that obesity increases a

2 Fantini Cert., Ex. A, Dr. Langstein’s Dutcher Report at 6-7; Field Dutcher Cert., Ex. A, Langstein Dep. at 184:3-
19,

" Field Dutcher Cert.. Ex. BB, Outpatient Clinic Notes dated June 26, 2005, Sept. 21, 2005, May 22, 2006.

" Ibid. (Ctinic Note dated May 22, 2006).

73 M

" Dutcher Br. 15.

7 Ibid,



patient’s risk of hernia recurrence.”® Mr. Dutcher also criticizes Dr. Langstein for ignoring
purported evidence that Mr. Dutcher’s recurrence was caused by AlloDerm®.” However, an
expert’s failure to address factors that an adverse party finds relevant does not make the expert’s

opinion an inadmissible net opinion. Rosenberg, supra, 352 N.J. Super. at 402.

3. Dr. Langstein’s Opinion Regarding the Instructions for Use Accompanying the
AlloDerm® Used in Mr. Dutcher’s Surgery

In challenging Dr. Langstein’s opinion as to the adequacy of the 1FUs accompanying the
AlloDerm® used in his surgery, Mr. Dutcher argues that by “failing to review all the IFU versions
to see what changes were made over time . . . Dr. Langstein’s methodology is flawed and
unscientific.”® Mr. Dutcher’s arguments mirror the arguments made by the four bellwether

plaintiffs in their motion to exclude Dr. Langstein’s general causation opinions.

Dr. Langstein ts entitled to base his opinion as to the adequacy of AlloDerm®’s [FUs on
his own medical training and experience as well as his review of the actual AlloDerm® IFU used
in Mr. Dutcher’s surgery. Dr. Langstein need not refute every factor Mr. Dutcher believes to be
relevant to his failure-to-warn claim.?! To the extent Mr. Dutcher disagrees with Dr. Langstein’s
professional opinion regarding the AlloDerm® I[FUs, Mr. Dutcher is free to challenge Dr.

Langstein’s conclusions at trial.

78 Field Dutcher Langstein Cert., Ex. K, Dumanian Dep. at 108:18-109:21; Ex. Z, Hunter Dep. at 17:22-18:12: 117:1-
3).

" Dutcher Br. 16.

80 1d, at 19,

% See supra, Point 11, A, 3 of the court’s Memorandum of Decision on Plaintiffs’ Motions to Bar Dr. Langstein’s
Testimony
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V. Conclusion

For the foregoing reasons, Plaintiffs’ motions to bar the general causation and case specific

causation testimony of Defendant’s expert, Dr. Howard Langstein are DENIED,

NS

JESSJCA R. MAYER, J' S.C.
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