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PRELIMINARY STATEMENT

Proposed amici curiae HealthCare Institute of New Jersey

(HINJ), New Jersey Business and Industry Association (NJBIA),
Commerce and Industry Association of New Jersey (CIANJ), and New
Jersey Chamber of Commerce respectfully submit this brief in
support of defendants-petitioners Hoffmann-La Roche Inc. and
Roche Laboratories, Inc.’s (“Roche”) Petition for Certification.

This case raises an issue of substantial public importance
that this Court has considered, but has yet to resolve, for
nearly two decades: whether New Jersey’s standard for the
admissibility of expert opinion should be clarified in order to
ensure that unreliable and unfounded expert testimony is kept
from New Jersey juries. That issue is particularly important to
these proposed amici, which together represent a significant
cross-section of New Jersey’s vital 1life sciences industry,
largest employers, and business leaders.

The absence of an effective standard to preclude “junk
science” from reaching a jury gives rise to a paradox that flies
in the face of sound public policy. In particular, under the
standard articulated by the Appellate Division in this case, the
state’s research-based 1life sciences industry - an industry
dedicated to developing lifesaving treatments derived from hard
science - is forced to defend against specious product liability

claims as long as a plaintiff’s expert can assert that his or
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her “novel” conclusions arise out of a methodology that “some
expert consensus” accepts, irrespective of whether the
methodology actually is scientifically reliable or actually
yields testimony relevant to the facts of the case.

Adoption of the Daubert standard for admissibility of
expert testimoﬁy in civil cases - a standard established in the
federal courts nearly a guarter-century ago and adopted by 39
states and the District of Columbia in the ensuing years - would
remedy that inequity. The differences between Daubert and the
standard that lower courts in New Jersey have often applied in
cases 1involving “novel” causation theories are real and
deleterious to New Jersey’s economy and its judiciary. Indeed,
experts routinely  precluded from testifying in  Daubert
jurisdictions are permitted to offer their questionable
testimony in New Jersey, forcing New Jersey companies to defend
against unreliéble challenges to their important innovations and
forcing New Jersey’s already over-burdened court system to
shoulder an inordinate volume of mass tort suits brought by out-
of-state plaintiffs.

Accordingly, these proposed amici curiae respectfully

submit that this Court should grant Roche’s Petition for
Certification and take this opportunity to determine, once and
for all, whether New Jersey will join the federal courts and

nearly all other state courts in adopting Daubert to ensure that
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only reliable and reliably applied expert testimony enters New
Jersey’'s courts.

STATEMENT OF INTEREST

Proposed amici curiae HINJ, NJBIA, CIANJ, and the New

Jersey Chamber will, if granted leave to appear as amici curiae,

provide this Court with wunique perspectives on the broad
implications of this case. As set forth in detail in the
Certification submitted with this brief, their memberships
consist of business leaders and the largest employers in the
state, many of which are at the cutting edge of the research-
based life sciences industry that contributes so vitally to New
Jersey’s economy and welfare. This Court should grant their
motion to appear as amici curiae and consider the arguments and
important public policy issues set forth in this brief.

HINJ is a 20-year-old organization comprised of 27 of New
Jersey’s leading pharmaceutical and medical technology
manufacturers. HINJ’'s purpose is to speak for New Jersey’'s life
sciences industry and to raise awareness of the significant
impact that industry has on New Jersey’'s citizens’ economic
well-being and quality of 1life. HINJ also strives to increase
public support for New Jersey’s research-based pharmaceutical
and medical technology industry by increasing awareness and
understanding of the industry’s importance among New Jersey's

elected and appointed officials, media, citizens, and opinion
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leaders. HINJ seeks to advance the development and
implementation of sound public health and business policies that
further the interests of New Jersey, its people, and its
research-based life sciences industry. A list of HINJ's 27
member organizations is available at http://hinj.org/about-
hinj/hinj-member-companies/.

NJBIA, which has been granted leave to appear as amicus
curiae in numerous cases before this Court, 1s the country’s
largest single state-wide organization of employers, with a
membership consisting of more than 19,000 companies reflecting
all industries and representing every region of New Jersey.
Founded in 1910, NJBIA strives to provide information, services,
and advocacy for its member companies in an effort to build a
more prosperous New Jersey. Its membership ranges from most of
the 100 largest employers in New Jersey to thousands of small
and medium-sized employers from every sector of the economy. A
primary goal of NJBIA is to reduce the costs of doing business
in New Jersey, including by limiting unwarranted litigation
burdens, in order to promote economic growth for all New
Jerseyans. See New Jersey Business & Industry Association,
About Us, http://www.njbia.org/JoinNJBIA/About.aspx.

Since its founding in 1927, CIANJ has been dedicated to
leading free ehterprise advocacy to provide an economic climate

that fosters business potential through education, legislative
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vigilance, and membership interaction. CIANJ's primary
objective is to make New Jersey a better place to live, work,
and do business. CIANJ's nearly 1,000 members consist of

Fortune 100 companies and sole proprietors representing a

variety of enterprises and industries. See Commerce and
Industry Association of New Jersey, About Us,
http://www.cianj.org/about-us/. CIANJ also has been granted

leave to appear as amicus curiae in several cases before this

Court.

Created in 1911, the New Jersey Chamber actively supports
legislation, regulation, and policy initiatives designed to lead
to economic growth, job creation, and prosperity throughout the
state. Members of the New Jersey Chamber represent every
industry doing business in the state and include New Jersey's
most prestigious and innovative companies. The New Jersey
Chamber consistently works to improve New Jersey's business
climate and provide its members with opportunities to promote
and grow their businesses. See New Jersey Chamber of Commerce,
About Us, http://njchamber.com/index.php/about-the-nj-chamber-
of -commerce.

These proposed amici curiae intend to address the

significant public policy issues implicated by an important
question raised by this appeal: whether New Jersey should join

the federal courts, 39 other state courts, and the District of
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Columbia by adopting the Daubert standard to ensure that juries
are presented with only reliable and reliably applied expert
testimony. As explained in greater detail in this brief, the
differences between the Daubert standard and the more relaxed,
plaintiff-friendly approach for evaluating the admissibility of
expert testimony that lower courts in New Jersey have applied
are real and consequential. As a result, defendants in New
Jersey product liability cases - particularly the research-based
life sciences entities that contribute so heavily to New
Jersey’'s economy' - typically must proceed to trial and defend
against unreliable expert testimony that would not be admitted

in courts that apply the Daubert standard due to serious

methodological flaws and/or a failure to demonstrate that the
testimony actually fits the facts of the case in a manner that
is helpful to the jury.

Proposed amici curiae HINJ, NJBIA, CIANJ, and the New

Jersey Chamber’s expertise as chief representatives of New
Jersey’s business community, including its crucial life sciences

industry, will provide this Court with a valuable perspective

1 See Industry Cluster - Focus, State of N.J. Dep’t of Labor &

Workforce Development, http://lwd.dol.state.nj.us/labor/lpa/pub/
empecon/empeconomy_index.html (reporting that, pursuant to the
“Bio Pharma Life Science Study: Summer 2017,” “[t]lhe vitality of
the biopharmaceutical and life-sciences cluster in New Jersey is
fundamental to the state’s economic health with its well-paying
jobs”) .
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from those responsible for and dedicated to employment, economic
prosperity, and innovation in New Jersey. Indeed, the issue in
this case is one that this Court and its Committee on the Rules
of Evidence have considered for nearly two decades, and these

proposed amici curiae have frequently submitted comments for

this Court’s consideration in the rule-making process. This
case finally ©presents this Court with the long-awaited
adversarial controversy in which to resolve the issue once and
for all. HINJ, NJBIA, CIANJ, and the New Jersey Chamber
therefore respectfully request that this Court avail itself of
their expertise and unique perspective, and grant this motion or

leave to appear as amici curiae.

LEGAL ARGUMENT

I. THE DIFFERENCES BETWEEN DAUBERT AND THE APPROACH TO EXPERT
TESTIMONY APPLIED BY MANY NEW JERSEY COURTS ARE DETRIMENTAL
TO NEW JERSEY’S INNOVATORS, EMPLOYERS, AND JUDICIAL SYSTEM.
Sound public policy compels granting certification to
decide whether to <clarify New Jersey’s varying expert-
admissibility standards to a single, uniform rule that ensures
the admission of only reliable and reliably applied scientific
opinion testimony. New Jersey’s life sciences industry - which
includes many of the state’s largest employers - is a community
of research-based companies that are in the business of thorough,

well-developed, science. Yet, paradoxically, New Jersey’s rules

governing the admissibility of expert opinion are applied in a
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way that unfairly exposes those innovators to civil 1liability
simply because the claims brought against them are novel
challenges to their exhaustive, often FDA-approved, scientific
developments.

Although this Court has emphasized that the gatekeeping
analysis focuses on the reliability of an expert’'s methodology,

see Landrigan ' v. Celotex Corp., 127 N.J. 404, 417 (1992)

(requiring experts “to identify the factual bases for their
conclusions, explain their methodology, and demonstrate that
both the factual bases and the methodology are scientifically

reliable”); accord Kemp ex rel. Wright v. State, 174 N.dJ. 412,

427 (2002), New Jersey courts have not formally adopted the

Daubert factors, see Kemp, 174 N.J. 424, n.3, which give

concrete guidelines to consider in determining whether the
expert has demonstrated that the methodology actually is
reliable and that it was applied reliably and in a manner that
actually *“fits” the facts of the case and helps the Jjury

evaluate the specific case before it. See Daubert v. Merrell

Dow Pharms., Inc., 509 U.S. 579, 591 (1993) (holding that in

addition to satisfying federal reliability criteria, expert
testimony must “fit” the facts and issues in the case, i.e., it
must be “‘sufficiently tied to the facts of the case that it
will aid the jury in resolving a factual dispute’” (quoting U.S.

v. Downing, 753 F.2d 1224, 1242 (3d Cir. 1985))).
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As a practical matter, the differences between Daubert and
the standard applied in many New Jersey cases can be
consequential, and demonstrate the very real risk of unfair
imposition of tort liability on New Jersey’s vital life sciences

industry. Even though this Court’s Kemp/Rubanick jurisprudence

requires a type of gatekeeping akin to that required by Daubert,
the practical reality is that it has not been applied that way . >
In fact, New Jersey courts have permitted the very same
litigation-driven expert opinion testimony that courts applying
Daubert routinely exclude, essentially holding that under New
Jersey'’s standard it is for the jury to decide whether the
plaintiffs’ expert opinion really is “junk science.” Compare In

re Zoloft (Sertraline Hydrochloride) Prods. Liab. [Litig.

(“Zoloft I”), 26 F. Supp. 3d 449, 465 (E.D. Pa. 2014) (excluding

plaintiffs’ epidemiology expert’s testimony under Daubert in

2 These proposed amici recognize that when considering this issue
in the rule-making process, this Court has gquestioned whether
there is something in Daubert that is not in Kemp. See Webcast
of Supreme Court of New Jersey, Hearing on Proposed Amendments
to N.J.R.E. 702, May 19, 2015, at 14:40-15:57 (Justice Patterson
inquiring “What would you say is in Daubert that is not in
Kemp?,” and considering the significance of the much more
extensive body ‘of federal case law under Daubert compared to the
paucity of reported New Jersey decisions applying Kemp) ,
available at https://www.youtube.com/watch?v=CJfJiYbd6SI&feature

=youtu.be) . As discussed |herein, these proposed amici
respectfully submit that there are real-world consequences that
arise out of the differences between the two standards, not the
least of which is the admission of specious expert testimony in
New Jersey courts that is precluded in cases pending in Daubert
jurisdictions involving the same products and the same experts.

9
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light of serious methodological flaws in case alleging SSRI

medicine caused birth defects); In re Zoloft (Sertraline

Hydrochloride) Prods. Liab. Litig. (“Zoloft II”), 26 F. Supp. 3d

466, 480-81 (E.D. Pa. 2014) (excluding plaintiffs’ embryology
and pediatric cardiology experts for similar reasons), with

Transcript of Motion Rulings at 21:17-22 (Aa213®), Capicotti v.

Forest Research Institute, Inc., No. HUD-L-3895-14 (Law Div.,

May 27, 2016) (denying Kemp motions to bar very same experts in
New Jersey SSRI birth defect litigation, and observing that
v[ulnlike the Daubert factor-based approach, in New Jersey, the
Trial Court need not consider factors as to whether the experts’
hypotheses can be tested[,] whether the methodology is subject
to peer review in publication, and whether the methodology has

actually been accepted”)*; and compare Jones V. AstraZeneca LP,

3 wpa” refers to Amici’s Appendix accompanying this brief.

* In addition to denying Kemp motions to bar the same expert

testimony that already had been barred in Daubert jurisdictions,
the trial court in Capicotti also concluded with a rhetorical
inquiry that underscores the ripeness of this matter for
certification in order to clarify New Jersey trial courts’
understanding and application of the crucial role they play in

screening experts’ novel causation testimony: “Despite the
poetry [written about the court’s gatekeeping function], the
[clourt is left to ask the question as to what we, as trial
[jludges, are gatekeeping.” Transcript of Motion Rulings at
39:22-24 (ha39), Capicotti, supra, No. HUD-L-3895-14.

“Rhetorical as this question might be,” the court ruled that the
filing of Kemp motions by both sides “essentially” asked the
court “to thwart the ability of each side to present their
individual cases to an impartial jury, and have the community
decide the elements in dispute.” Id. at 39:24 to 40:4 (Aa39-40).

10
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No. 07C-01-420-SER, 2010 Del. Super. LEXIS 128, *3-4 (Aa59) (Del.

Sup. Ct., Mar. 31, 2010) (excluding endocrinologist’s specific-
causation testimony under Delaware’s Daubert standard because
she “refused to expand the explanation of her methodology beyond
her mantra that she had read ‘everything’ relating to the case
and had applied her extensive training and experience to
consider these materials and reach the conclusion that [the drug

at issue] had caused [the plaintiff’s] diabetes”), with Baker v.

AstraZeneca Pharms. LP, No. MID-L-1099-07-MT (Law Div. Feb. 5,

2010) (slip op. at 1-25) (Aa70-94) (denying Kemp motion to
exclude testimony of same endocrinologist in New Jersey mass
tort involving same claims and same drug) .’

Adoption of Daubert therefore would be sound public policy
to ensure that real, reliable science - not junk science
presented to lay juries - dictates whether to impose civil
liability on New Jersey'’'s research-based biopharmaceutical
innovators. yike the examples discussed above, the Appellate

Division’s decision in this case is a stark reminder that New

5 Although denying the motion to bar the endocrinologist’s

testimony, the trial court in Baker nevertheless suggested that
its ruling could have been different if New Jersey applied the
Daubert standard, because that rule ‘“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.’”). Baker, supra, No.

MID-L-1099-07-MT (slip op. at 3 n.5 (quoting Fed. R. Evid. 702))
(Aa72) .

11
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Jersey finally should join the federal courts and almost all
other state courts and the District of Columbia in adopting a
standard that faithfully reflects a trial court’s essential
gatekeeping role.

Providing a clear definition of the contours of that
gatekeeping role has never been more crucial to New Jersey’s
research-based life sciences industry -- and to the judiciary
itself, for that matter. The approximately 20,000
pharmaceutical product liability cases already pending in New
Jersey are likely to be joined by a substantial influx of
additional cases brought by out-of-state plaintiffs, given the
United States Supreme Court’s recent decision holding that state
courts lack specific jurisdiction over non-resident
pharmaceutical companies for injuries allegedly sustained by

plaintiffs in other states. See Bristol-Myers Squibb Co. v. Sup.

Ct. of Cal., 137 S. Ct. 1773 (2017).

That influx is even more likely, and would be even more
overwhelming to New Jersey’s court system, 1f plaintiffs’
lawyers continue to believe that New Jersey is a more hospitable
environment for novel (even scientifically unsound) causation
theories becauge, in their view, trial courts are not required
to conduct a robust evaluation of the reliability and
helpfulness of expert testimony. See, e.g., Letter from Arthur

Luxenberg, Weitz & Luxenberg, P.C., to Plaintiffs’ Counsel, at 2

12
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(Aa96) (Dec. 29, 2004) (encouraging out-of-state plaintiffs’
lawyers to file Vioxx lawsuits in New Jersey Superior Court
because, unlike the Daubert or Frye standards, New Jersey'’s
Rubanick standard does not permit the trial court to “determine

the soundness even of the methodology, much less of the study

itself”).

II. THIS COURT SHOULD GRANT CERTIFICATION TO RESOLVE THE
SIGNIFICANT, AND LONG-PENDING, ISSUE OF WHETHER NEW JERSEY
SHOULD ADOPT DAUBERT AS THE STANDARD FOR ADMISSIBILITY OF
EXPERT OPINION TESTIMONY IN NEW JERSEY CIVIL CASES.

This case presents this Court with the long-awaited
opportunity to answer an important question that has remained
unanswered for nearly two decades: whether New Jersey should
join the federal courts, the District of Columbia, and nearly

all other state courts ©

in adopting the more thorough and
effective Daubert standard and factors for ensuring that only
reliable experé evidence is admitted at trial.

The Thistory of that pressing issue underscores the
propriety of granting certification in this matter. This Court

and its Committee on the Rules of Evidence have studied the

question presented by this case several times dating back to its

¢ Thirty-nine of the fifty states and the District of Columbia
have adopted Daubert as their standard for admissibility of
expert opinion testimony. See Motorola Inc. v. Murray, 147 A.3d
751, 757 (D.C. Ct. App. 2016); Michael Morgenstern, Daubert v.
Frye - A State-by-State Comparison, Expert Institute (Apr. 3,
2017), available at, https://www.theexpertinstitute.com/daubert-
v-frye-a-state-by-state-comparison/.

13
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2000-2002 term, but this Court has yet to provide a conclusive
answer. Despite substantial commentary from all sides,
recommendations from the Committee, and a hearing before this
Court - and despite decades of well-developed case law
explaining and applying the Daubert reliability criteria - New
Jersey’s Rule 702 has remained unchanged and its courts remain
bound by a standard that eschews a true “gatekeeping” assessment
of actual reliability and helpfulness to the factfinder.

The Committee’s first examination of the issue in its 2000-
2002 term yielded the Committee’s decision not to recommend any
changes to N.J.R.E. 702 at that time, given the relative
nascence of Federal Rule of Evidence 702’'s codification of
Daubert. Returning to the issue in its 2007-2009 term, the
Committee issued a nineteen-page report and recommended that
this Court update N.J.R.E. 702 to require that “the basis for
the testimony [be] generally accepted or otherwise shown to be
reliable” before it would be admissible. These proposed amici
and other stakeholders submitted comments opposing that
recommendation' due to 1its vagueness and lack of explicit
criteria for ascertaining whether the proffered opinion is
“otherwise shown to be reliable.” This Court declined to adopt
the Committee’s 2009 recommendation, thereby 1leaving in place
the New Jersey rule that mirrored the pre-2000 version of the

federal rule.

14
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The Committee again considered the issue in its 2011-2013
term upon receipt of amendment proposals by various members of
New Jersey’s medical, biopharmaceutical, and business
communities. In response to the Committee’s request for
direction concerning this Court’s amenability to further study
of the issue, this Court instructed the Committee to prepare a
report on whether N.J.R.E. 702 and related case law have led to
application of inconsistent standards by trial courts and/or
turned New Jersey into a magnet for a disproportionate number of
negligence and mass tort cases that more appropriately belong in
other jurisdictions. In its 2015 report, the Committee stated
that its “fact-finding” did not indicate that trial courts were
applying incongistent standards and that there was “no definite
or conclusive evidence” that current New Jersey law attracted a
disproportionate number of personal injury and mass tort cases

7

from other states. Given the 1limited scope of its charge,

7 The Committee made that statement despite the known reality

that plaintiff-side personal injury law firms advertise New
Jersey as a plaintiff-friendly jurisdiction due to an expert-
admissibility standard that would permit specious causation
opinion testimony that would be barred in other jurisdictions

under the Daubert standard. See, e.g., Letter from Arthur
Luxenberg, Weitz & Luxenberg, P.C., to Plaintiffs’ Counsel,
supra, at 2 (Aa96). Moreover, although referring to an absence
of “definite or conclusive evidence,” the Committee acknowledged

that approximately 93% of the plaintiffs in cases filed against
New Jersey-based pharmaceutical manufacturers and pending in New
Jersey’s Multi-County Litigation system reside outside of New
Jersey. See 2013-2015 Report of the Sup. Ct. Comm. on the Rules
of Evid., Part II, at 15, 108 (Jan. 15, 2015), available at

15
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however, the Committee did not evaluate the crucial question of
whether current New Jersey law has allowed the admission of
unreliable expert testimony.

In May 2015, this Court held a hearing on the issues and
arguments raised in the Committee’s report and in the comments
submitted in response by these proposed amici and other
stakeholders. .During that hearing, this Court expressed concern
that its rule-making procedure was not a suitable vehicle for
modification or amendment of New Jersey’s expert-admissibility
standard, and instead suggested that any potential change should
await the appropriate case so that it may be decided in an

adversarial context and with amici curiae presenting arguments

on both sides of the issue.? This is that case.
Certification is warranted because this “appeal presents a

question of general public importance which has not been but

should be settled by the Supreme Court,” “calls for an exercise
of the Supreme Court’s supervision,” and because “the interest
of justice requires” a ruling from this Court. R. 2:12-4. This

https://www/njcourts.gov/courts/assets/supreme/reports/2015/evid
ence22015.pdf.

® See, e.g., Webcast of Supreme Court of New Jersey, Hearing on

Proposed Amendments to N.J.R.E. 702, May 19, 2015, at 22:30-
22:45 (Chief Justice Rabner inquiring whether the more suitable
approach would be to await an appeal that raises the issue and
vconsider it in an adversarial context” with amici curiae
appearing in support of each side) (available at
https://www.youtube.com/watch?v=CJfJiYbdéSI&feature=youtu.be) .

16
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Court now has the opportunity to address in a 2zealously
litigated appeal an issue of significant public importance that
has been considered by this Court and its Rules Committee
without resolution for nearly two decades. In a state whose
citizens rely so heavily on its substantial community of
innovators, the importance of ensuring a fair and reliable
expert-admissibility standard in cases that rise and fall on
scientific opinion testimony cannot be understated.

Accordingly, this Court should grant Roche’s Petition for
Certification and decide whether New Jersey will Jjoin the
federal courts_and the majority of its sister state courts in
adopting a standard that ensures admissibility of only reliable
and reliably applied expert opinion testimony that “fits” the

facts and issues involved in the case.

17
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CONCLUSION

For the foregoing reasons, proposed amici curiae HealthCare

Institute of New Jersey, New Jersey Business and Industry
Association, Commerce and Industry Association of New Jersey,

and New Jersey Chamber of Commerce respectfully request that

this Court grant them leave to appear as amici curiae, grant
Roche’s Petition for Certification, reverse the Appellate
Division’s decision, and adopt the federal Daubert standard as
New Jersey’s test for the admissibility of expert opinion

testimony in civil  cases. Proposed amici curiae also

respectfully request leave to file a brief on the merits of this
appeal in the event their motion for leave to appear is granted
and Certification is granted.

McCARTER & ENGLISH, LLP

Attorneys for Amici Curiae,
HealthCare Institute of New
Jersey, New Jersey Business
& Industry Association,
Commerce and Industry
Association of New Jersey,
and New Jersey Chamber of
Commerce

By S _j/f )
Edwgfd J. Fanning, Jr.
A Member of the Firm

Dated: September 21, 2017
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UNIDENTIFIED RESPONDER: Yes, Your Honor.
This is Scott Nabers and Matt Greenberg with the
plaintiff.

THE COURT: Good. Good morning. Good after
-- well, T guess, is it morning by you? No. It’s two
hours back; right?

UNIDENTIFIED RESPONDER: Just one hour, Your
Honor. 12:30 in Texas.

THE COURT: Okay. Well, good afternoon.
Okay. Hi, Mr. Jeffer, how are you doing? Okay. There
were three applications -- well, there were three
matters that we need to discuss today. One has Lo do
with the case management conference on Grayson versus
Forest Research, that we’ll hold until the end. And
there are two motion decisions to be made. The first
application that I‘m going to address is the
plaintiff’s application seeking to strike the testimony
of Dr. Oscar Benavidez.

Dr. Benavidez is a pediatric cardiologist who
specializes in cardiac birth defects. At the request
of the defendants, he authored the report as to
causation. And the plaintiff contends that the report
was not served within the general causation stage of
the discovery process.

" According to the plaintiff, Dr. Benavidez is
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a general causation expert. And the defendants
disagree and believe that he is a case-specific expert
concerning the Capicotti and Enoch plaintiffs.

The plaintiffs made procedural issues
regarding the need to bar the report because it is
untimely. And, further, they make a substantive
argument that his report should be barred since it does
not. meet the Kemp standards.

The defendants contend that the reports are

case-specific and timely as they are also -- and they
are also reliable and admissible under Kemp. In reply,

the plaintiffs argued that Dr. Benavidez is a general
causation expert whose report was untimely filed and
is, further, unreliable under Kemp. Essentially,
reasserting the arguments that they make in their
initial moving papers.

The deadline to produce case-specific reports
was amended by an email amongst counsel as of December
31%%, 2015. Dr. Benavidez’ report was issued on that
date. Dr. Benavidez was retained by the defendants in
this case to provide an expert opinion based on a
reasonable degree of scientific and medical certainty
regarding the structure and general development of the
heart as 1t relates to defects suffered by the

plaintiffs Capicotti, the diagnostic -- parden me,
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diagnosis, treatment, and management of congenital
heart disease, generally. And, in particular, heard
defects plaintiffs Capicotti -- plaintiff Capicotti.
Whether Lexapro caused the birth defects of plaintiff
Capicotti, and the long-term prognosis and treatment
for the plaintiff Capicotti.

In addition, I’ve been, according to Dr.
Benavidez, “I have been retained to review and respond
to the expert reports submitted by the plaintiff’s
case-specific experts, and, in particular, Dr. Ra-id
Abdulla and Dr. Thomas Sadler.”

Although he could have, Dr. Benavidez did not
elect to examine the plaintiff because the medical
records were sufficient, in the doctor’s opinion, to
render his opinion. The aoctor, then, proceeds with a
discussion of the heart and its development in utero.

Throughout the opinion, frequent references
are made specifically to the plaintiff Capicotti.
Although there are some notations as to general fields
of study, including cardiology and epidemiology,
periodically, throughout the report, they are noted,
generally, to provide a framework as to the specific
analysis that is contemplated, and for which the doctor
was retained.

On pages 28 through 35, in particular, the

Aab




10

11

12

13

14

15

16

17

18

19

20

21

22

doctor provides relevant factual background, the
history of the plaintiff’s pregnancy, the diagnosis,
the treatment contemplated, and the impressions of past
treatment.

Further, a long-term prognosis and treatment
was discus;ed, and conclusions were given. At the end,
the doctor provides his opinion that is specific to the
plaintiff’s atrial septal defect, and this is a
case-specific conclusion.

I find, following a review, that Dr.
Benavidez is not a general causation expert. But, was
retained to provide a specific determination about a
singular defect suffered by an individual plaintiff,.
Further, for the reasons set forth in my decision, and
that I will make as to the Kemp applications, the
request to bar Dr. Benavidez is denied, since he
engaged in the proper scientific methodology to permit
him to come to these conclusions. The plaintiff’s
application, therefore, is denied. And an order will
be generated as a result.

The second application concerns the decision
on a number of applications brought by the parties to
this litigation. They are, the defendant’s
applications to bar the testimony of plaintiff’s

experts, specifically, Dr. Amick Berard; Dr. Robert
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Cabrera; Dr. Thomas Sadler; Dr. Ra-id Abdullia; and the
plaintiff’s application to bar the testimony of the
defendant’s experts, specifically, Jeffrey -- Dr.
Jeffrey Brent; Dr. Michael Bracken; and, Dr. Henry
Sucov.

The challenges to Dr. Berard’s and Dr.
Bracken’s testimony were heard. And expert testimony
together with the oral aréuments were received by the
Court at a plenary hearing conducted pursuant to State

~-- Kemp v The State of New Jersey, 174 N.J. 412 (2002).

And it is required under rule 104 (a).

The arguments made as to the request for the
exclusion of the other experts are identical. And oral
argument as to the subject methodology would be
duplicative to that already heard, tested, and
considered. Hearings for the remaining applications
are not necessary in this Court’s view.

The purpose of these experts is proffered and
the arguments regarding these applications are
summarized as follows, Dr. Amick Berard is the
plaintiff’s epidemiology expert -- excuse me.

The defendants argue that her opinions are
unreliable and inadmissible.’ Specifically, the
defendants argue that her opinions are not based on

neither sound nor scientifically accepted methedology,
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since she relies on findings that are not statistically
significant. She does not properly account for chance,
bias, and confounding, and is engaged in what the
defendant charaéterizes as situational science.

Her opinions and summary are driven by
litigation purposes and her reliance of fact gathered
from a lack of consideration of the totality of the
evidence and other SSRI data is unreliable, in the
defendant’s view.

Noting that both the FDA and the scientific
community, as the defendants characterize her opinions,
that there is —— that there is a causal link between
Lexapro and birth defects as a class effect has been
rejected. In its moving brief, the defendants make a
number of arguments as to the lack of causation, as
well, foilowed the assumed rejection of Dr. Berard’'s
opinions.

In response, the plaintiffs argue that the
question that is presented here is not causation but
methodology. Beginning with the premise that the FDA
has recognized that SSRI should be treated as a class,
and that other SSRI’s have been treated as such by
other Courts, there is a risk that ingestion of an SSRI
has a causal connection to birth defects.

That question, however, is framed by the
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plaintiffs and to these applications is not the
recognition of the causal relationship between the
defects and the chemical; but that Dr. Berard’s
methodology in testing her hypothesis and arriving at
her conclusions certainly meets the unique approach
that New Jersey takes when considering the
admissibility of expert testimony on medical causation
under Kemp.

Characterizing the standards as minimal, the
plaintiffs note that Dr. Berard easily meets the Kemp
standards. Dr. Berard’s opinion, according to the
plaintiff, is methodologically sound. In reply, the
defendants reassert their position regarding the
perceived unreliability of Dr. Berard’s opinions.

As to the defendant’s application to bar the
testimony of Dr. Ra-id Abdulla. Dr. Abdulla is a
pediatric cardiclogist who has been named by the
plaintiffs as a general causation expert.

He notes, in essence, that the
epidemiological data demonstrate that the use of
Lexapro by pregnant women who are in their first
trimester increased the risk of congenital cardiac
defects in infants.

In his report, he notes that there is a

biological, plausiple mechanism and establishes a
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causal link between Lexapro and cardiac defects.

The defendants argue that Dr. Abdulla’s human
causation opinions are unreliable and inadmissible. 1In
accusing Dr. Abdulla aé engaging, also, in situational
science, the defendants argue that his conclusions are
not based on statistically significant findings, and
that his failing to recognize the methodological
limitations are unreliable, rendering his report
infirm, and, therefore, evidentially inadmissible.

Tn response, the plaintiffs make similar
arguments as they did to support their position that
Dr. Berard’s opinions are admissible.

For almost identical reasons, the plaintiffs
a£gue that Dr. Abdulla’s report and testimony meet the
characterized minimal Kemp standard.

In reply, the defendants reassert their
positions and testimony, and their -- that the reports
are unreliable, particularly in the area of the
biological mechanism opinion.

As to the request to bar the -- bar the
testimony of Drs. Cabrera and Sadler, Drs. Cabrera and
Sadler are proffered by the plaintiffs as biological
mechanism experts.

The defendants argue that Drs. Cabrera and

Sadler’s human causation opinions are unreliable and
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inadmissible. Making similar arguments as to the lack
of qualifications as the purposeful selection‘of
pertinent data. To support its opinions, the
defendants reassert their cherry picking and
situational science positions.

As to the specific methodological criticism,
the defendants argue that bioclogical plausibility in
animals is not human causation. Therefore, to the
defendants the positions that the docters have taken
are infirm.

In response, the plaintiffs make a
substantial -- substantially similar arguments as they
have submitted in opposition to the defendants in other
applications. More specifically, as to Drs. Cabrera
and-Sadler, their reliance on animal studies to
demonstrate causation is completely appropriate,
according to the plaintiff, because the FDA similarly
relies on these methods.

The doctors, according to the plaintiff, also
account for dose response issues, and other dosage
issues. Althougﬁ, to the plaintiff, these are not
necessary.

In reply, the defendants reassert Lhelir
arguments and noted that -- and note that the

experimental data do not support the doctor’s
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hypotheses.

The plaintiffs brought similar application
seeking to bar the testimony of the defendants experts.
Dr. Bracken is proffered as an expert in perinatal
epidemiology, and has authored reports presenting what
the defendants characterize as a comprehensive analysis
of the epidemiolo -- epidemiolo -- goodness --
epidemiological studies relevant to the question of
whether Lexapro causes birth defects.

The plaintiffs argue that Dr. Bracken’s
report is, “Scientifically suspect and bias to the
point of cynicism.” He, according to the plaintiffs,
cherry picks the Bradford Hill criteria and omits a
number of them, and, “stacks the deck” from the outset
against the causation analysis and determination.

To the plaintiff, Dr. Bracken’s analysis,
both of the underlying issues, and the criticism of
other expert reports, requires, “Robust statistical
significance as a mandatory precondition to
consideration of cther causation criteria.” This, to
the plaintiffs, is a fatal flaw.

In response, the defendants arqgue that Dr.
Bracken’s opinions are admissible, since they are
consistent with the scientific ceonsensus. Dr. Bracken

appropriately reccgnizes the importance of statistical
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significance when assessing the generalized question of
the issue that had presented, a teratogenicity, as well
as the ,totality of the scientific evidence in rendering
his decisions.

In reply, the plaintiffs reiterate its
consistent opposition that the defendants seek to
inert attention away from the Kemp analysis presented
in these applications to the ultimate causation
questions.

Dr. Bracken’s report analyses are incorrect
and fundamentally flawed, according to the plaintiffs.
Furthermore, and interestingly, the plaintiffs note
that despite the valid arguments under rule 702, Dr.
Bracken’s opinions must be barred, since it will --
since that opinion will, “Confuse the jury on a matter
already difficult for laypeople to comprehend.”

Considerable prejudice and confusion will
undoubtedly flow to the jury if Dr. Bracken were
permitted to testify, employing his, what is
characterized as, “Idiosyncratic and improper standards
of proof.”

The plaintiffs also seek to bar the testimony
of Dr. Henry Sucov. Dr. Sucov is a developmental
biologist who has been preferred in opposition to the

plaintiffs experts, Drs. Cabrera and Sadler.
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Dr. Sucev, in his report, identifies certain
methodological flaws in beth Drs. Cabrera and Sadler’s
reasoning, as to the biological mechanism of action of
hoth Lexapro and Celexa.

According to the plaintiffs, Dr. Sucov cannot
render an epidemiological opinion regarding human
epidemiological étudies. Further, according to the
plaintiffs, Dr. Sucov’s methodology is flawed and
unreliable, since it does not reference nor include
that which the plaintiff characterizes as critical FDA
documents and animal studies that demonstrate,
according Lo the plaintiffs the drug’s carotogenicity.

In response, the defendants agree that Dr.
Sucov cannot render an opinion on epidemiology; but, he
has not. Furthermore, Dr. Sucov, according to the
daefendant, properly considéred the totality of the
evidence concerning in vive animal toxicology studies,
and these opinions are consistent with the FDA’s
evaluation of that particular data.

In reply, the plaintiff’s reassert their

argument suggesting that the opinions rendered by Dr.

Sucov regarding the animal studies is fundamentally
flawed.

The plaintifis also seek to bar the testimony
of Dr. Jeffrey Brent. Dr. Brent is a medical

Aa1b




10

11

12

13

14

15

16

17

19

20

21

22

16
toxicologist. He is proffered by the defendants and is
proffered by the defendants to serve as a general
causation expert. ‘

In seeking to bar his testimony, the
plaintiffs make identical arguments accusing Dr. Brent
of engaging in the same flawed scientific methodology
as all of the defendant’s experts.

In response, the defendant reiterates its
argumeﬁts made in support of the strength of its
experts testimony. In reply the plaintiff reasserts
its previous arguments that Dr. Brent does not perform
a full epidem -- epidemiological analysis of what the
plaintitt determines to be statistically significant
studies. His opinions, therefore, are evidentially
infirm.

Lexapro i1s the brand name for Escitalopram,
and is one drug in a class of drugs characterized as
SSRI's, selective serotonin reuptake inhibitors. It is
alleged in this litigation that Lexapro is a teratogen,
or a condition that is capable of causing birth
defects.

Teratology is the scientific field that deals
with both the cause and the prevention of birth
defects. This Court understands that when an

allegation is made that a medication is a teratogen, it
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is common to prove both general and specific causation
through expert testimony. The opinions of which are
based on epidemiological evidence.

The most precise and, perhaps, most
conclusive scientific methodology is a double blind,
randomized control study. Which such studies, however,
are not ethically conducted on pregnant women.
Therefore, epidemiologist must rely on observational
evidence. Epidemiology, of course, is the study of the
inéidents, distribution, and ideology of the disease,
of disease in human populations.

Based on the Federal Judicial Center
Reference Manual on Scientific Evidence, 551, 3™

Edition, as cited in Conrick v Exxon Mecbil Corporation,

216 Westlaw 439, 361, (Februvary 4, 2016). A slip
opinion on page 4.

At bottom, and at issue in this case, it is
alleged that the respective individual’s examining the
data, and in light of the litigation hypotheses taken
by the parties in this case, differ substantially with
the probable -- the possible cause in claimed birth
defects caused by the ingestion of Lexapro by women who
are pregnant.

Each application to be considered here was

extraordinarily and comprehensively and -= pardon —--
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briefed and presented, both preliminarily, during the
science day presentations, and during the Kemp hearings

that were held in this matter under Kemp v State, 174

N.J. 412 (2002).

This provided the Court with opportunities to
assess both the factual bases and underlying
methodology as -- and whether both were scientifically
liable as is required under a Kemp analysis. That’s
Kemp at page 427.

As with many things legal in New Jersey, the
state of the law is to the admissibility of expert
testimony is, in a word, fascinating. Lts hybrid
approach takes -- that is taken, bears a historical
review to demonstrate its evoclution into the current
state of the law.

Beginning in 1923, the D.C. circuit anncunced
its landmark decision about expert testimony based on

novel scientific procedures in Frye v ifhe United

States, 293 Fed. 1013 (D.C. cir. 1923).

The Frye standard becomes -- became the
deferral standard for Judges to apply in attempting to
evalualte scientific evidence.

New Jersey adopted that standsrd in Stale v

Arnwine, 171 Atlantic 2™ 124 (Sup. Ct. 1961). Since
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then, New Jersey has been known as a Frye jurisdiction.
That standard might be considered colloguially --
colloquially as a general acceptance standard,
permitting expert testimony if the theory espoused was
generally accepted by experts in the field.

In 1993, the United States Supreme Court

decided Daubert v Merrell Dow Pharmacsubicals,

Incorporated, 113 Sup. Ct. 2786 (1993). This was a

birth defect case allegedly linking Bendectin to birth
defects.

In that decision, the Court adopted a new
standard for the admission of scientific evidence, and
required a two-step érocess to be considered by a Trail
Court.

Numbex one, a preliminary assessment as to
whether the reasoning or methodology underlying the
testimony is scientifically valid, and cof whether the
reasoning or methodologically -- or methodology
properly can be applied to the case facts.

The Court also provided a number of five
non-exhaustive factors to assist the Trial Court in
admitting evidence. As noted by Judge Bernstein in

Porter v SmithKline Beecham Corporation, on February

10%%, 2016, pursuant to the Daubert standard sclentific

consensus, does not per se permit copinion testimony.
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A scientific consensus that proper
methodology was employed is only one of several
non-exclusive criteria for determining whether the
expert testimony will assist the Jjury,

The Daubert standard required the Court to
make an independent, judicial, scientific judgment
whether the methodology is sound, even if a scientific
consensus of propriety exists. That’s a slip opinion

at page 4.

New Jersey, however, remained a Frye
jurisdiction. In the early 1990's the New Jersey
Courts, perhaps recognizing that cértain types of cases
would need to relax the quite conservative general

acceptance rule, our Supreme Court decided Rubanick v

Witcoe Chemical Corporation, 125 N.J. 421 (1991). And

Landrigan v Celotex, 127 N.J. 404 (1992).

These cases fashioned a standard that some
might. characterize as a more liberal standard to meet
the chara -- the specific challenged faced by the
admission of novel scientific evidence. Specifically,
in Hubanick, the Court found that, “A scientific thecry
of causation that has not yet reached general
acceptance, may be found to be scientifically reliable,
if it is based con a sound, adequately founded

scientific methodclogy, involving data and information
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of the type reasonably relied upon by experts in the
scientific field.” Rubanick, 125 N.J. 449.

The appropriate inquiry under this precedent
becomes whéther comparable experts in the field would
actually rely on that information, and not whether the
Court finds an expert’s reliance on the underlying data
to be reasonable. The focus, therefore, centers on the
methodology that the expert employs in making his or
her decision.

The Rubanick Court instructed Trial Courts to
consider whether or not other individuals in the field
used similar methodologies and should also consider
factors that are typically relied upon by other medical
professionals, such as medical tests, patient
examinations, and scientific literature. That’s
Rubanick, 125, 449-450.

Unlike the Daubert factor-based approach, in
New Jersey, the Trial Court need not consider factors
as to whether the experts hypotheses can be tested.
Whether the methodology is subject to peer review in
publication, and whether the methcdology has actually
been accepted. That’s Timothy Corriston and Angela

T30, 1n an article entitled, New Jersey Supreme Court

Expands Applicalion of the Flexible Standard for

Admisgsion of Scienlbific Evidence on Causatiorn.
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Rubanick did, however, note the existence of
the hired gun phenomenon. And that, “Experts can be
found to testify to the truth of almost any factual
theory, or to disagree with almost any theory, and to
discount the research of others.” That’s the In re
Accutane decision, under docket number 271 authored by
Judge Johnson in February =< on February 20, 2015, at
page 7.

In 1997 the Supreme Court addressed the

Daubert standards in State v Harley, 151 N.J. 117,

specifically, 168 and 170, and affirmed the Ladrigan.
and Rubanick standards; and, despite the opportunity to
address the more stringent standards, reaffirmed the
general accepted, or Frye standard in criminal cases.

In 2002, the New Jersey Supreme Court again
reaffirmed the Rubanick admissibility standards in Kemp
v_State, 174 N.J. 412.

The burden possessed by the parties seeking
the admission of the testimeony under Kemp, therefore,
is to demonstrate that the methodoloygy used by the
expert is consistent with scund scientific principles
and methodologies accepted in the medical and
sclentific communities. That’s Kemp at 431.

Finally, in 2015, the Court decided Townsend

v Pierre, 227 N.J. 36 (2015). The Supreme Courlt noted
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that the expert testimony may be suspect when an
inquiry is made as to whether the opinion is based on
scientifically sound reasoning or unsubstantiated
personal beliefs couched in scientific terminolegy.

Kemp, 174 N.J. 427, citing Landrigan v Celotex, 127

N.J. 404 (1992).

A search and review in philosocophical
contemplation of these precedents by this Court reveals
that the state of the law, as it applies to New Jersey,
as to the admissibility of expert testimony as to
causation theories, in the toxic Court realm, is one
characterized by flexibkility rather than by a -- a
factor based or objective approached.

A Kemp inquiry must be flexible and as noted
in the Acoutane litigation,’based on principles and
methodology, and not necessarily on the conclusions or
opinions that such scientific methodology may generate.

In the course of the Kemp hearing, an expert
must be able to identify the factual basis for his or
her conclusion, explained his or her methodology, and
must demonstrate that both the factual basis and
underlying methodology are scientifically reliable.
Even if such opinion is not generally accepted by his
or her peers. That’'s the Agculans decision at page 9.

A Trial Court’s review, therefore, is as
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broad as the breadth of the proffer, and the challenges
thereto that the parties present.

Reflective of the Court’s role as a legal
scholar, rather than as a scientist, and the problems
relating to the blurring of those rules, this Court
notes Justice Handler’s wise words. In determining the
soundness of the methodology, the Trial Court should
directly and independently determine that, as a matter
of law, that is the controversial and complex
scientific methodology is sound.

The critical determination is whether .
comparable experts accept Lhe soundness of the
methodology, including the reasonableness of relying on
this type of underlying data and information.-

Great difficulties can arise when judges,
assuming the role of the scientist attempt to assess

the validity of a complex scientific methodology.

Rubanick at page 451. This is the state of the law as

it applies to expert testimony now.

As noted, this Court has had the benefit of a
specific presentation, provided by both sides, as to
the nature of the science underlying this litigation.
And has also had the benefit of reviewing thousands of
pages of supporting decumentation, as well as two live

presentations.
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From a rule perspective, evidentiary
decisions, including those that -- expert testimony
reviewed under the Abuse of Discretion standard,
because, from it’s genesis, the decision to admit or
exclude evidence is one firmly entrusted to the Trial

Court’s discretion. Estate of Hanges v Melro Property

and Casualty Insurance Company, 202 N.J. 369, 383-384

(2010) .

Under this standard, an Appellate Court
should not substitute ilks own judgment for that of the
Trail Court, unless the Trial Court’s ruling was so
wide of the mark that a manifest denial of justice

resulted. Hanisko v Billy Casper Gelf Management,

Incorporated, 437 N.J. Super. 349, 362 (App. Div.

2014), quoting State v Brown, 170 N.J. 138, 147 (2001).

A determination of the admissibility of
expert testimony is committed to the sound discretion
of the Trail Court. A Trial Court’s grant or denial of
the motion to preclude expert testimony is entitled to
deference on Appellate review. The Court has
instructed that the Appellate Division to -- to apply a
deferential standard to the Trial Court’s decision to
admit expert testimony, reviewing it against an abuse
of discretion sztandard, That’s Townsend, 221 N.J. 53,

quoting Pomerantz Paper Company New Communiby -- v New
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Community Corporation, 207 N.J. 334, 371-372 (2011).

Despite the interpretive state of the law, it
is still fundamental that two rules of evidence frame
the aﬁalysis for determining the admissibility of
expert testimony under rule 702. Specifically, rules
702, 703, and read in comparison with one another.

And, specifically, 702, identifies when expert
testimony is permissible, and requires that experts be
qualified in their respective fields.

New Jersey rule of evidence 703 addresses the
foundation for expert testimony. It mandates that
expert opinion be grounded in facts or data dgrived
from the expert’s personal observations, or evidence
admitted at trial, or data relied upon by the expert,
which is not necessarily admissible in evidence; but
which is of the type of data normally relied upon by
experts. Townsend, 221 N.J, 53.

Related to that rule is a -- a -- another
issue in this case, which is the net opinion rule.
Which is a corollary of rule 703, which forbids the
admission into evidence of an expert’s conclusions that
are not supported by factual evidence or other data.

Under the net opinion rule, an expert is
required to give the whys and the wherefores that

supports their opinicn, rather than a mere conclusion.
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The net opinion rule, however, mandates that experts be
able identify the factual bases for their conclusions,
explain their methodology, and demonstrate that both
the factual bases and methodology are reliable.
In short, the net opinion rule is a
prohibition against speculation, or speculative

testimony. Harte v Hand, 433 N.J. Super. 457, 465

(App. Div. 2013), quoting Grzanka v Pfeifer, 301 N.J:

Super. 563, 580 (App. Div. 1997).

In essence, a Trial Court must ensure that
expert opinion is -- and -- and an expert providing it,
is not permitted to express speculative opinions or
personal views that unfounded in the record. <lownsend,
221 N,J. 63.

As the proponent of the evidence on general
causation, the proponent bears the burden of
establishing admissibility. Kemp, 174 N.J. 429.

The admissibility of the expert reports
depends on the Trial Court’s assessment, both of their
qualifications and those expert’s methodclogy.
Landrigan, 127 N.J. 422,

The key to the admission of the opinion is
the validity of the expert’s reasoning and methodology.
Despite the qualifications of the experts, their

reasoning and methodology is slanted away from
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objective science, and in the direction of advocacy, it
should be barred.

It appears that tﬁe opinions that are
expressed by the opinions are motivated by preconceived
conclusions, and that they have failed to demonstrate
that the data or information that were used, were
soundly and reliably generated are the -- and are of
the type reasonably relied upon by comparable experts.
Rubanick, 477,

A Trail Court must make an evaluation of the
validity of the studies on which the experts rely, and
determine admissibility, and must examine each step in
the expert’s reasoning. Landrigan, 421.

Courts, as noted by Judge Johnson in the
Accutane litigation, are experts in the law not

science. In re Accutane litigation docket number 271,

the MCL Atlantic County, February 20", 2015. He notes
thalt this Court’s review is as broad as the proffer in
the challenges thereto that the parties present.
That’s at the slip opinion at page 2, citing Hisenaj --
H-N -- pardon me. H-I-S-E-N-A-J -- v Kuehner, 174 N.J.
6, 19 (2008). ‘

Judge Johnson reiterates the coft-cited
principle that is quote -- quoted frequently, I feel,

wirhout the benefit of reflection, that Trial Courts
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are gatekeepers, based upon the proofs presented by the
parties, and are charged with whether or not the
hypothesis of causation advanced by the experts and the
plaintiff is sufficiently reliable to present -- to be
presented to a jury.

It is in light of these principles that these
facts and these applications are considered.

Now, initially, this Court notes that at
least one other Trial Court has already rejected some
of the plaintiff’s experts proffered to testify in this
matter under the more restrictive Daubert standards in
Pennsylvania.

Alternatively, a Trial Court in Missouri has
permitted the testimony, as has a Trial Court --
another Trial Court in Pennsylvania in similar
litigation.

These decisions, of course, are not bkinding
on this Court. ©No Court in New Jersey, nor one
interpreting New Jersey law, that is binding on this
Court concerning expert testimony has specifically
barred these identical witnesses. In further
distinction, Judge Cocgler specifically noted that in
tpese same defgndants, in these applications, do not
allege that plaintiffs here are involved in the Yoialt

-~ the %d¢loflft litigation, and acknowledge, in their own
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filing, that Zoloft may have had different properties

than Lexapro. Soderberg v The Forest Research

Institute —— Institute, 1014 U.S. Dist. Lexus 155, 296

(November 3%, 2014), slip opinion at page 13.

These applications, brought essentially on
procedural grounds, have a dispositive substantive
effect, no doubt. The question, at bottom, then
becomes whether the experts are permitted to testify
under the Kemp framework as those opinions are
methodologically accurate.

As affirmed by Kemp and as established in
Lahdrigan, there are three components to permit an
expert to testify as to medical causation. The
intended -- number one, the intended testimony must
assist the trier of fact. Number two, the field about
which the expert will testify must be a state of the
art. And, three, the expert must have sufficient
expertise to offer the testimony.

As to prong one, there is nc question that
the complexity of Lhe matters that are involved in this
causation analysis require the need for expert
testimony.

As to prong three, there can be no credible
dispute as to the professicnal qualifications of the

experts proffer t¢ testify. Each expert’s individual
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credentials are impeccable. And, certainly, no party
can be critical as to the education, training, or
experience of these individuals. The only valid
challenge that is made to the opinions rendered by
non-epidemiclogist, as to an opinion outside of their
field of study.

This is only an argument, and the proffered
witnesses are not rendering their opinion as to an
epidemiological determination; but, only basing their
opinions within their individual realm of expertise.

Bringing the discussion, this issue, to the
ultimate guestion under prong two, whether the opinions
expressed are reliable. The test for this
determinaticn is found in Kemp, though through the
procedural mechanism of a 104 hearing.

Specifically, an expert’s opinions testimony
is admissible if he or she is able to identify the
factual basis for a conclusion, explain the
methodology, and demonstrate that both the factual
basis and underlying methodology are scientifically
reliable. Kemp, 427.

It is the functicn of an epidemioclogist to
examine the general population, compare the incidents
of the disease among these people exposed to the factor

in question, and -- and to those not exposed.
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The epidemiologist then uses statistical
methods and reasoning to allow that researcher to draw
a biological inference between the fact being studied

and the diseases ideology. Bratt v Merrell Dow

Pharmaceutical, Incorporated, 174 Fed. 2™ 307, 311 (5%

Cir. (1989), cited by Conrick, Super. slip opinion at
q,

As noted by Judge Vance in her Conrick
decision, a quote -- “A Court cannot exclude testimony
-- expert testimony, because it disagrees with the
expert’s conclusions. But, an expert’s conclusions
must be connected to existing data by a -- by more than
a mere say so of the expert.” Conrick, slip opinion at

5, citing General Electric Co. v Joinexr, 522 U.S. 136

at 140 -- pardon me. Page 136 and page 146 of a 1997
decision.

Conclusions and methodology are not entirely
distinct from cne another. Trained experts commonly
extrapolate from existing data. A Court may conclude
that there is simply too great an analytical gap
between the data and the opinion offered. Such is not
the case here.

Each and every expert engaged in practically
identical assessments of the problem presented to him

or her. With, I might suggest, the appropriate
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scientific precision.

The reports were not simply and ippsidixet
(phonetic) of the witness’ mefely including a list of
studies, a summary cf the findings, and the statements
of a conclusion.

On the contrary, each expert considered the
researched question. Each exhaustively considered the
studies contained on other data considerations in the
field. Each expert considered reviews and reviewed
drug utilization studies, drug duration studies, and
Commentarﬁes.

Meta analyses were considered as part and
parcel of this body of knowledge. Each considered
extensive medical and scientific literature involving
SSRI's, peer literature was consideredj initial
hypotheses were formed and later tested, assoclations
were identified. The:cause/effect relationship was
contemplated, bias and confounding factors were
assessed and considered, the Bradford Hill criteria
were employed where appropriate.

Each expert, without exaggeration, presented
a meaningful analysis in which each reconciled the
various studies and explained the relevance c¢f the

facts of the case.

1]

Inasmuch as each expert appeared to engage in
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identical analytical methods, albeit with different
conclusions reached, there is nothing methodologically
infirm about their commonly accepted approaches to the
assessment of the problem.

Each exercised his or her own professional
judgment based on the body of knowledge that was
created and ultimately considered. These methods of
scrutiny are ungquestionably embraced as generally
accepted in the scientific community; and, therefore,
satisfy Kemp.

All expert’s testimony will be helpful here
to the jury. The reports are based on sufficient facts
and details. The conclusions are the product of
reliable principles and methods -- and methods. The
experts have adopted this sound methodology and
incorporated it into their reports, and have addressed

the specific research question appropriately. Yates v

Ford Motor Company, 113 Fed. Sup. 374, 841, 862 {Dist.
N.C. 2015).
Focusing on the many hundreds of trees that

were sacrificed to divert attention away from the

forest formerly comprising them, in very broad strokes,
rhis is the inguiry that Kemp requires. The

consideration of the expert’s methodology, rather than

the procedures used to formulate those opinions.

Aa34




13

14

15

16

17

18

19

35

Quite candidly, the expert’s opinions might
be wrong. WNew Jersey Trial Courts recognize this, and
include and incorporate these assessments into the
trial procedures. As noted by Judge Bernstein in
Porter, real scientific knowledge is not, and never has
been, static. Even using proper methodology,
scientists routinely disagree, and even reach different
conclusions while accepting the same underlying data as
accurate.

Through the interaction of differing, but
scientifically appropriate conclusions derived from
commonly accepted data,  knowledge progresses.

Likewise, different scientific disciplines may properly
opine on the same questions using.different but proper
methodologies. Bauer, slip opinion at 5.

It is axiomatic in our trial system that
expert testimony is important; but, is only a component
of the fact finder’s responsibility. Expert testimony
is designed to assist the trier of fact in it’'s fact
finding responsibilities.

As noted in the model civil jury charge 113,
jurors may hear testimony from a witness who is called
as an expert. Generally, witnesses can testify only
about the facts and are not permitted to give opinions.

However, an except to this rule exists in the case of
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an expert witness. An expert may give an opinion on a
matter in which -- or on which the witness has some
specialized knowledge, education, skill, experience, or
training. That’s New Jersey evidence rule 702,

An expert witness may be able to assist the
jury in understanding the evidence in this case, or in
performing duties as a fact finder. That’s New 5ersey
rule of evidence 702, 703, and 704. Also cited by

Landrigan v Celoktex, 127 N.J. 404 (1982).

However, it’s noted in the instructions,
Courts emphasis that the determination of the facts in
this case rests solely with the jury. We, as Trial
Court Judges, specifically instruct jurors that in
examining each expert’s opinion, jurors may consider
the person’s reasons for testifying, if any.

Jurors may also consider the qualifications
of the individuals, and the ultimate believability of
the expert, including all of the considerations that
generally apply when jurcrs decide whether or not to

State v Perez, 218

believe any witness’ testimcny,
N.J. Super. 478, 486 (app. Div. 19%87).

The weight of the expert’s opinion depends
upon the facts on which the expert bases his oxr her

opinion. Polyard v Terry, 160 N.J. Super. 497, 511

(App. Diwv. 1978).
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Jurors are also charged with a determination
as to whether the facts on which the expert relies
actually exist.

Finally, jurors are not bound by the
testimony of an expert. Jurors may give an expert’'s
opinion whatever weight each juror deems to be
appropriate. Jurors may accept or reject all of an

expert’s opinion. State v Spann, 236 N.J. Super. 13,

21 (App. Div. 1989).

At bottom, I truly have faith in the jury
system. And my experience has been that jurors,
despite humble backgrounds, have a unique ability to
consider properly the evidence.that is set and tested
before them. The opinions here will only assist these
individuals in meeting thedir Constitutional

obliigations.

With competing expert testimony of both sides

impermissible speculation will be at a minimum.

Michael Green and Joseph Sanders wrote, Admissibility

Versus Sufficiency Controlling the Quality of Expert

Witness Testimony; 50 Wake Forest Law Review, 1057,

page 1093 (2015) .

This general precept is adopted in many other

jurisdictions, as well, and is most succinctly stated

vy Judge ‘Neal in Misscuril, a jurisdiction in which
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doctors Berard, Cabrera, and Sadler were permitted to
testify. ™“Wigorous cross examination, presentat;on of
contrary evidence, and careful instruction on the
burden of proof of the traditional and appropriate
means of attacking shaky but admissible evidence.

These conventional devices are appropriate safeguards
where the basis of scientific testimony meets the

standards of admissibility. Foster v Pfizer, slip

opinion at 4, citing Daubert v Merrell Dow

Pharmaceuticals, Incorporated, 509 N.J. -- oh, pardon

me. U.S. 579, 596 (1983).

As noted by Judge Neil in Missouri, “So long
as the expert is qualified, any weakness in the
expert’s knowledge is for the jury to consider in
determining what weight to give the expert.” Foster v
Pfizer, slip opinion at page 3, citing Kivland v

Columbia Orthepaedic Group, LLP, 331 S.W.3d 299, 311

(Mo. banc 2011).

So long as the expert is qualified, any
expert in the weakness -- any weaknéss in the expert
knowledge is for the jury to consider in determining
what weight to give to the expert. That’'s Kivland 331
S.W. at 311.

The Jjury will decide whether to accepht the

expert’s analysis as to the facts and data. Kivland
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331 s.W. at 311.

Any weakness in the factual underpinnings of
the expert’s opinion goes Lo Lhe weight that that
testimeny should bhe given, and not to its
admissibility. That’s Foster slip opinion at 4, citing

Flliott v State, 215 §.w. 3™, 88 (Mo. bank 2007).

Finally, and may I attempt to wax eloguent
about this final point. It appears in much of the
written opinion as te this toplc much is said about the
gatekeeping requirement possessed by Trial Court
Judges. Judge Johnson highlighted this principle in

Acculane, noting that the hypothesis of causation

advanced by plaintiff’s experts 15 sulficiently
reliable to be presented to a jury.

Similarly, Judge Ruth noted in Zoloft, that
the Court is mindful of its function as a gatekeeper.
It is not for the Courts to be pioneers forging new
trails in secientific thinking, especially that that
means departing from well-established research
principles, such as the principle of statistical
significance.

Despite the postry, the Cowrt is left to ask
the queastion as te whal we, as trial Judges, are
gatekeeping. Rhatorical as this guestion might be,

adopting the position Laken by both of the parties hers
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are asking me, esseytially, to thwart the ability of
each side to present their individual cases Lo an
impartial jury, and have the community decide the
elements in dispute.

This, ironically, offends the very notion of
both substantive and procedural due process.. The very
notion that gatekeeping is designed to protect. As

noted in Unilted States v Stanley, 533 Fed. Ap. 325, 327

(4" Cir. 2013), the Trial Court’s role as galtekeepers
is not intended to serve as a replacement for the
adversary system.

For these reasons, therefore, the
applications from all parties to bar their experts’
opinion are denied. Thank you very much.

ATTORNEYS PRESENT IN COURT: Thank you, Your
Honor.

THE COURT: Let’s take just five minutes.
And, then, we’ll proceed with the case management
conference. Mr. Greenberg and Mr. Nabers, may I call
you back?

MR. NABERS: That’s fine, Your Honor.

THE COURT: Are you the only ones on the
line?

UNIDENTIFIED RESPONDER: No, Your Honor.

There’s others.
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THE COURT: Okay. Let me do this. Let me
just put you on hold, and we’ll take five minutes.

And, then, 1’11 be right out to discuss case
management. Okay?

UNIDENTIFIED RESPONDER: Thank you, Your
Honor.

(Off the record. Back on the record.)

UNIDENTIFIED RESPONDER: Your Honor, we’re
back.

THE COURT: Okay. Very good.

UNIDENTIFIED RESPONDER: Yes, Your Honor.

THE COURT: Okay. The Grayscon matter has a
discovery end date, currently, of March 28, 2017. It
is a track three matter, and I have the discretion of
extending the discovery end date for a periocd of 120
days. I’m going to do that, at this point. The new
discovery end date will be 7-26-17. So, July 26, 2017.

I figure that best just to extend it now and

Hopefully, we can keep within that period, because it’s
a year from now.

What I might propose is this. That expert
depositions be completed by the 26% of July, 2017.
That all defense expert reports be supmitted by May

26", 2017. Plaintiff’s expert reports by March 27'M,
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2017. And all fact and party depositions to be
completed by January 26%", 2017. What is the status,
Mr. Rodriguez, of the paper discovery, at this point?

MR. RODRIGUEZ: You know what? I -- we have
to ask Mr. Nabers.

THE COURT: Okay. Mr. Nabers, may I ask you
sir?

MR. NABERS: Yes, Your Honor.

THE COURT: What -- on paper discovery.

MR. NABERS: Okay. You know, Judge, this
case really has not had much discovery done. Although
I think that both parties would agree that we’ve done a
tremendous amount of discovery in connection with the
three cases that we —- we discussed earlier. And, so,
a lot of that discovery, you now, will overlap and will
be applicable in these cases.

There will be some obvious case discovery
that needs to be done with regard to this particular
case. But, I -- T think it’s, you know, it’s not
outside the normal. I think we éan get it done, you
know, within the timing you’re talking about.

THE COURT: If I suggested that all paper
discovery, of whatever nature, be completed by October
37, would that be sufficient? Ms. Stevens looks like

she’s nodding. Yeah.
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MS. STEVENS: I believe so, Your Honor.

THE COURT: Mr. Cheffo, you would agree?

MR. CHEFFO: Yeah, I think it’s within -~
within -- within reason --

MR. NABERS: I -- I think it would, Your
Honor. I would agree with that.

THE COURT: Okay. I -- I don’t want to micro
manage whatever paper discovery is there, So, let me
just broad stroke it by saying all paper discovery
shall be completed. Sc, that would, of course, require
any service of notices and -- and whatever might be,
within the appropriate timeframes. To have everything
completed by the 3¢, Is that =-- is == I think that’s
a reasonable approcach among -- among -~— the way that
you all have been working with one another.

MR. CHEFFO: Mmm-hmm.

THE COURT: I think you can do that; right?

MR. CHEFFO: Mmm-hmm.

MR. IPSARO: Your Honor, this i1s Mr. Ipsaro.

THE COURT: Yes, sir. Oh, hi, Mr. Ipsaro.

MR, IPSARO: Good afternoon. I -- the -- the
only caveat to that would probably be records
collection. I don’t know if you’re considering that
part of the written discovery. Bul, records collection

N

will go on keyond that date. And, as you’re likely
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familiar with by viztue of Lhe other cases, that if
this continues as an ongoing process throughout the
pendency of the case,

So, I -— I just wanted Lo make that point,
real guick.

THE COURT: Okay. I think we would all be in
agreement with -- with that statement; right? I —— I
don’t -- I don’t think I have to set any sorl of
deadlines with that, with the understanding that the
parties know that records will -- will be an ongoing --
as all discovery is ongoing, of course. And I know
that Lhere are going te be exceptions.

But, 1| think we’ve probably defined CLhe
parameters in this matter. Because this also involves
a ventricular septal defect; right? BSo, we'’re talking
about the heart. And, so, we're not —— we don't have a
new birth defect that we have Lo —— we have to address,

So, T == I mean I -- I undersland the
discovery, and it will proceed as -- as liberally as 1
can. PBut, at least we’re not dealing with a brand new
area of the -— of tie body, which [ think is helpful.

stabiish it that way.

iy

Okay. So, let me
Mow, 1 also understend, in reading the -= The Benavidez
supporting hriaf, that you will probably wish to do
case speclfic Kemp hearings eon -- ohy I'm sorry -- on
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the case specific experts, on -- on both sides, I
assume? Okay. Let us talk about that. Can we talk --
anything more on the Grayson case management?

MR. NABERS: I think we’ve covered it, Your
Honor.

THE COURT: Yeah.

MR. NABERS: 1 think we’re good on Grayson.

THE COURT: I -- I think so, too. Do we ha;e
to make a distinction between case and general on
experts with Grayson, as well? I mean, there’s general
-- will there be general causation as to ventricular
septal defects? There will be. Okay.

MR. NABERS: There will be; correct.

THE COURT: Okay. So, we have to -- we have
to make a distinction between general causation
experts. And can we —-— can I keep the —— all expert
reports, to be submitted by these dates? Or do I have
partial --

MR. NABERS: That’s fine with, Your Honor.

THE COURT: Yeah. Can we ——- can we do that?
I mean, I know that we’ll probably have similar case
Kemp issues on Grayson, which is fine. We’ll deal with
that, when we have to deal with that.

MR. CHEFFO: Yeah, I think that’s fine, Your
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THE CQURT: Okay. Let’s just leave it,
again, broad strokes. All right. Okay. So, let’s
talk about the case specific Kemp. The 22™ of August,
and I don’t have my calendar in front of me, so I'm
going by memory. The 22™ of August is the third week
in August for which we do not have any jury trials
scheduled. I'm going to schedule the Kemp hearings for
that week, as well.

MR. NABERS: Your -- Your Honor?

THE COURT: Yeah?

MR. NABERS: Can I just say scmething about
that, just —-— just before we schedule that?

THE COURT: Sure.

MR. NABERS: And -- and -—- I'm -- if you
don’t mind, just kind of hear me out.

THE COURT: Yep.

MR. NABERS: You know, and obviously, I know
the defendants may have something to say about it.
But, you know, we -- we’ve done this, now, spent
significant time, and -- and I need to say significant
money, because it becomes, you know, somewhat more
problematic for me than for them.

But, the reason that I point this out is is
that there is another way for us to do this. You know,

we can sbill have a deadline by which to do our Kemp
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motions. And -- and, then, also have a deadline by
which either party responds to those Kemp motions.

But, you know, as opposed to having a whole

{l nothing (sic) Kemp week where I -- I have -- incur the

cost of bringing experts, and they do the same, why
couldn’t we just file all of our papers; and, then, at
the time of trial, before the witness comes, have a
voir dire process where they can either challenge them
on qualifications or challenge them with regard to
methodology?

Because, that way, we have the expert there.
The Court will already be informed about what the --
either the defendant’s or plaintiff’s arguments are
about the methodology. And -- and -- and they’ll
already have the ability teo have seen, you know, any
responses and replies. And all of that paperwork will
already have been done at the time that we’re at trial.

But, then, it can be a very focused
questioning, either by the Court or by the parties,
before that witness goes on the stand. And it just
seems to me that if -- if we wait until the trail, if
that would be an appropriate time to do this, as well.

THE COURT: Mr. Nabers --

MR. NABERS: And the other thing I might

point out, too, is is there are many, many experts that
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the defendants have listed as ~- as do the plaintiffs.
But, all of those experts aren’t going to come to this
trial. There have been other cases, not in other
trials, not in a Lex -- in the -- in a Lexapro case;
but, in the Zolocft trials, you know, for example, the
defendants designated many experts. But, it -- in both
trials, they only called two or three experts. And the
plaintiff, likewise, had designated & lot of experts
and ended up not bringing all of their experts,

And, so, it -- it -- I'd hate for us to spend
a whole bunch of time, effort, and money on experts,
before the trial, who are likely not even going to come
to trail. &And, because, if we hold this over, and do
it in a voir dire situation, then -- then, you’re only
going to be doing it as to the experts that you know

will actually be at trial.

THE COURT: I -- I appreciate that, Mr.
Nabers. The —— the issue, and I’1ll -- I’1ll certainly
heard -- hear from the defense with regard to this.

The issue really is to what Kemp requires. Kemp was
quite clear with regard to the need and the requirement
to have a 104 hearing, to Lhe extent that the =- the
Appellate Division and the Supreme Court made a
determination that it was plain erxror not to have one.

So, I am &li for deciding these matlersz on
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the papers. And not to incur the =—- the == the
consumption of judicial resources, because I will tell
you that trying to fit in significant hearings, long
hearings, is == is very, very difficult. Particularly
since I have other cases that I have to address during
the same time period.

But, the -- the -- the Courts have spoken
with regard to it, .and I have to be guided by what the
-- the Courts are telling me. Unless, however, you
want tc make a determination the defense and to
speaking with the defense that you can wave the request
for a -- a 104 hearing, with regard to it.

But, you bring up the issue with regard to
the assessment gf -- well, the -- the issue with regard
to the voir dire. I mean, Mr. Cheffo, I -- I know --

MR. CHEFFO: Yes.

THE COURT: -- that you are —
MR. CHEFFO: I -- I mean -- a few things --
THE COURT: =-- you -- you want to be heard.

So, go ahead.

MR. CHEFFO: I -- I do. 1 mean, you know, I
mean, to some extent, 1 -- you know, I don’t disagree;
right? I’'m sure that Mr. Nabers and his coclleagues
would prefer not to have to spend money that they don’t

need to spend. And, certainly, our client would rather
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spend it on researching new medicines; right? Than --
than wasting money. So, we all share that. No one is
trying to -—-

And I also think that, you know, maybe this
is an opportunity that we can, you know, we should and
can talk to one another. Because I -—- I -- I do agree
that there’s probably more experts than you can shake a
stick at, that are listed. And I would find it hard to
believe, frankly, from a trial strategy perspective,
that both sides would all those experts.

8o, having said that, though, I also would

kind of strenuously disagree, like kind of just wait

until -- because frankly, I -- T know that this is kind
of a -- you know, an offer by Mr. Nabers, in good
faith, to try and save time. Which, frankly, as you

know, could you imagine how much time we have to spend
to prepare for a trial. Or I -- you know --

THE COURT: I could imagine.

MR. CHEFFO: ~-- you know, and -- and —--

THE, COURT: Yeah.

MR. CHEFFQO: -- and pretrial exhibits and
deposition designations. And, then, to basically ha?e
all of that deone and, then, not know exactly what’'s
coming in or what the parameters are until, literally,

the day before the expert gets on the stand, cr two
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days before. That, you know, this is not a kind of car
accident case; right?

THE COURT: Mmm-hmm.

MR. CHEFFO: So, I -- so, I don’t think that
that would be workable. But, what I -- what I do think
may be workable is to see I f we can have a good faith
conversation and find out, zreally, if we could narrow
the expert list. That might address some of his
concerns. It certainly would help us. And probably
help Your Honor.

THE COURT: Mmm-hmm.

MR. CHEFFO: And it would give you back a few
days.

THE COURT: Absolutely.

MR. CHEFFO: And, then -- and, then, maybe,
talk about some timing issues, as well, and see if
there’s any, you know, flexibility with the Court on --
on that. Whether we need to do it in August, or not.
But, again, I don’t want to speak for the parties or
the clients. But, maybe if you’d indulge us and give
us, you know, a week to talk to Mr. Nébers, we might be
able to have another,- you know, proposal.

THE COURT: Let -- let us do that. Let us do
that. I think that’s a fine suggestion. What I do

need to do, however, is lock everybody in to a
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particular pericd of time.

MR. CHEFFO: Sure.

THE COURT: I can always cancel it, which
will free up me to do other things. But, unless I lock
everybody into those two weeks —-

MR. CHEFFO: Okay.

THE COURT; -- I -- I have to do that. So,
I’'m going to schedule the 20 -- the week of the 22",
and the weék of the 29™ for Kemp applications. It’s
the only time that we’re not having the added pressure
of juries.

MR. CHEFFO: Yes, Judge.

THE COURT: With that, however, we still have
assigned what we characterize as DC and SC cases, which
are small claims and Special Civil Part cases that we
-—- we, as Lexapro, will have to accommodate.

Now, I can do that by bringjpé you in later
in the morning and ~-- and potentially working through
lunch. Because I -- I have other staff members that
can work, and we can continue, and make up time that
way. But, the reason why they have those two weeks
without Jjury trials is because they -- there’s a
transition with law clerks.

And, also, all the administrative stuff

occurs during those two weeks. Which, thankfully,
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won’t have to deal if -- because I'1l1l be doing this.
But, we -- we do need to accommodate those, because
it’s a kind of a catch-all week. But, that is not for
you toc contend with, that’s my problem. OQkay?

So, let us lock in the 2279 and the 29, for
those two weeks. And all of the Kemp applications must
be resolved by then. And these are case specific,
non-Grayson cases. Okay?

I've also spoken, because I know that
everyone is thinking about it, about what trial dates
we’re talking about. 1I’ve spoken with Tracey

Pignatelli, who is our Trail Court coordinator in

conversa -- and she has also spoken with Judge

Costello. And, until we resolve these 1ssues with
regard to Kemp and who is going tc be testifying, and
whether they’re going to be able to testify, we are
just kind of in a holding pattern with regard to
scheduling trial dates.

MR. CHEFFO: Thank you.

THE COURT: Mr. Rodriguez, you brought the
matter, a couple of case manadement conferences ago, as
to being focused or the -- the ends in the end of
Jénuary we’'re going to get trial dates, and then we’'re
going to have to make -- I’ve addressed that

MR. RODRIGUEZ: OCkay.
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THE COURT : —— in house.

MR. RODRIGUEZ: Thank you.

THE COURT: Qkay? So —-

MR. RODRIGUEZ: Well, 1 think we all
appreciate that,

THE COURT: OFf course. Just so you don’t
have to worry about that. Because I know that you’re
flying in peeple, and people are going to be coming in,
and we've gob Lo gel sveryone’s schedules —

MR. RODRIGUEZ: Sure.

THE COQURT: -- =so, we don’t have —--

MR, RODRIGUEZ: They still are of the
;bsiéibn that we can’t be bfééééiéﬁed to &ou, hb&évef;
right?

THE COURT: Actually, that -- that -- there
is some thinking about that, anyway.

MR. RODRIGUEZ: Ah.

THE COURT: Yeah. Under the theory that I’'m
familiar with the issues, why ask somebody else to
bring themselves up to speed, after months of work.

MR. RODRIGUEZ: ©h, yeah. Or torture
themselves, at this point.

THE CCURT: No, I would never say that.

MR. RODRIGUEZ: Ne¢, no. I said it.

TEE COURT: Ckay.
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MR. RODRIGUEZ: You didn’t say it.

THE COURT: Okay.

MR. RODRIGUEZ: Me.

THE CQURT: Okay. So, we’ll -- let us do
this. Let us -- a week is the third of June -- god
bless you.

MR. RODRIGUEZ: Bless you.

THE COURT: -- the 3 of June, I believe.

MR. RODRIGUEZ: I'm sorry, what 1is?

MR. CHEFFO: It is.

COURT CLERK: June 3%,

THE CQURT: June 3% is next Friday?

COURT CLERK: Yes.

MR. CHEFFO: Yeah.

THE COURT: Okay. We don’t need to have a
conference call with regard to this. So, may I just
ask, Mr., Cheffo and Ms. Stevens, if you don’t mind,
someone, let me know what the results of the ——.of the
conference are by email. And we can address it that
way.

MR. RODRIGUEZ: Ckay.

MR, CHEFFO: That works.

THE CQURT: Ckay? I will email you a copy
of the case management order on Grayson, as well as

email you all of the orders on the other matters. You
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will see that some of those orders are duplicates. And
when I asked you, and I appreciate you doing this, in
withdrawing your applications, they still remain on our
motion docket. So, you will see Dr. Bracken times two.
Because I do need to generate an order in order to
close out the motion. That’s the only reason for the
duplicate -- the duplication.

MR. RODRIGUEZ: Judge, are you attaching,

like, a typed version of your oral opinion to the

orders?

THE COURT: No.

MR. RODRIGUEZ: Or not?

THE COURT: I’'m not.

MR. RODRIGUEZ: We’ll ijust order the
tEranscript?

THE COURT: You’ll have to order the
transcript, as a result.

MR. RODRIGUEZ: Not a problem.

THE COURT: Okay.

MR. RODRIGUEZ: Just asking.

THE COURT: 1 appreciate that. Okay. Thank
you all very much.

MR. CHEFFO: Thank you, Judge.

THE CCURT: And have a nice weekend,

MR, RODRIGUEZ: Thank you.
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MS. STEVENS: Have a good holiday,

THE COURT: Okay. Gentlemen, ladies, on the
phone, thank you all very much, and enjoy your weekend,
as well.

MR. NABERS: Thank you, Your Honor. You,
too.,

THE COURT: All right. Bye-bye, now.

MR. RODRIGUEZ: Thank you.

(Proceeding concluded.)
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Opinion

MEMORANDUM OPINION,

SLIGHTS, J.

Seroquel(R) has vyielded another round of motion
practice in which the defendanls, Astrazeneca
Pharmaceuticals LP, Astrazeneca LP and Zeneca, Inc.
(collectively "AZ"), invoke the well-settled directions of
Daubert v. [*2] Merreli Dow Pharm., Inc. ! to challenge
the admissibility of plaintiff's proffered expert testimony
that Seroquel(R) has proximately caused her to develop
Type Il diabetes. The Court previously has addressed a
similar challenge in an extensive opinion in which it
summarized lhe procedural history of this litigation and
articulated at some length its view of the gatekeeping
responsibilities imposed upon it by Daubert. 2 in the
interests of brevity and efficiency, those views,
endorsed here, will nol be repeated again excepl as
necessary to emphasize a point. Since it appears that
Daubert motion practice will be a regular feature of this
litigation, the Court will make every effort going forward
to compose its opinions on this topic succinclly and
directly.

The Court's decision in Scaife naturally served as the
backdrop of the motion subjudice. Given the outcome of
that case, it is not surprising that the plaintiff in this
case, Caroline Jones, went [*3]to great lengths to
distinguish her case from Scaife. AZ, of course, argued
that this case was distinguishable from Scaife only to
the extent that it presented an even stronger case for
Daubert exclusion of the specific causation expert.

After carefully reviewing the record and the parties’
extensive briefing, the Court agrees with Ms. Jones that
she (and her expert) have presented a case factually
dislinguishable from Scaife in several significant

1609 U.S. 579, 113 S. C1. 2786, 125 L. Ed. 2d 469 (1993).

? See generally Scaife v. Astrazeneca Pharm., LP, 2009 Del.
Super. LEXIS 216, 2009 WL 1610575 (Del. Super. June 9,
2009) (holding Lhat plaintilf's specific causation expert had not

The latest trial setting in the Delaware mass tort offered a sufliciently reliable opinion la pass muster under
litigation  involving the prescription medication Daubert).
GARY TULP
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respects. Nevertheless, notwithstanding these
distinguishing characteristics, the specific causation
opinions offered by her expert have much in common
with those offered in Scaife, particularly with regard to
the methodology, or lack thereof, employed by both
experts to reach their respective conclusions. Like the
specific causation expert in Scaife, Ms. Jones' expert
failed to articulate the methodology she employed to
reach her specific causation opinion in a manner that
would allow the Court meaningfully to exercise its
Daubert gatekeeping function. Although repeatedly
pressed to do so al deposition, the expert simply
refused to expand the explanation of her methodology
beyond her mantra that she had read "everything”
relating to the [*4] case and had applied her extensive
training and experience to consider these materials and
reach the conclusion that Seroquel(R) had caused Ms.
Jones to develop Type Il diabetes. Without more, this
evidence does not satisfy Ms. Jones' burden under
Daubert to prove the reliability of her expert's opinions.
Consequently, AZ's Motion /n Limine To Exclude
Medical Causation Testimony of Dr. Susan Zweig must
be GRANTED. And because Ms. Jones lacks sufficient
competent evidence to create a genuine issue of fact
regarding a prima facie element of her claims
(proximate cause), AZ's Motion for Summary Judgment
must also be GRANTED.

A. Caroline Jones

Ms. Jones is a 22-year old woman from Boston,
Massachusetts who has been diagnosed at various
times in her medical history with mental health issues. In
November, 2003, when Ms. Jones was sixteen years
old, a nurse practitioner prescribed Seroquel(R), a so-
called atypical anti-psychotic medication developed and
manufactured by AZ, to treat Ms. Jones' anxiety,
depression and insomnia. 3 Ms. Jones remained on
Seroquel(R) until approximately April, 2004. She alleges

3Ms. Jones alleges that she was prescribed Seroquel(R) by a
nurse practitioner even though she did nol suffer from any
condition for which the FDA had approved its use, and even
though the FDA had not approved Seroquel(R) for use in
children. It does not appear, however, that this fact, even if
true, played any significant role in the formulation of Dr
Zweig's specific causation opinions. See Appendix to Plaintiff

that, as a result of her exposure to Seroquel(R), she
developed Type |l diabetes, first [*5] detected by an
elevated blood glucose reading in July, 2005.

The record is unclear, and the parties dispute, whether
any of Ms. Jones' trealing physicians has actually
diagnosed her as suffering from diabetes. Each of the
treating physicians at deposition testified that they had
not diagnosed diabetes.  Nevertheless, records from
her primary care physician, Dr. Brian Battista, and her
treating endocrinologist, Dr. Mary Delany, indicate that
Ms. Jones' doctors, as of July, 2005, apparently
suspected that she had Type Il diabetes and began
treating her for the condition. 3

Ms. Jones was at some increased risk for developing
Type Il diabetes prior to her exposure to Seroquel(R). B
For instance, the record suggests that there was a
family history of diabetes which, according to the
American Diabetes Association's consensus statement,
“is strongly associated with Type 2 diabetes in children."
7 She smoked, exercised little, at times ate poorly and
was (at least medically speaking) overweight. & Her last
recorded weight prior to starting on Seroquel(R) was
143 lbs. 2 There are no recorded weights during the
time she took Seroquel(R). Ms: Jones, however, reports
gaining as much as 20 Ibs while on the drug. 1 The
next recorded weight, 140 Ibs, was taken on November
10, 2004, approximately five months after Ms. Jones
stopped taking Seroquel(R). "' By June, 2005, more

4 See Appendix to [*6] AZ's Opening Brief in Support of its
Motion /i Limine To Exclude Medical Causation Testimony of
Dr. Susan Zweig (Tr. ID. 27885601) Ex. C at 99 [hereinafter
DX]; Ex. F at 60, 129, 174-75; Ex. G at 114-18.

5See PX 10 at 149-50, 169-70; PX 11 at 39-40, 96.

8§See DX K at 383-84 (American Diabetes Association
consensus statement).

71d. at 384. See afso [*7] DX J (medical record noting that all
four grandparents suffered from diabetes, "2 of whom needed
insulin”) Ms. Jones disputes the accuracy of this record and
now stales that she is aware of no family history of diabetes.
Jones Dep. 14, Apr. 17, 2008

8DX C at 116-17; DX F at 24-25; DX J; DX M (medical record
indicating that as of June, 2003, Ms. Jones was 5' 3" and
weighed 143 Ibs).

Carolyn Jones' Memorandum of Law In Answer To AZ's 9DXM
Motion in Limine To Exclude Medical Causation Testimony of PX 7 at 63-64
Dr. Susan Zweig (Transaction |D. ("Tr. ID.") 28238772) Ex, 5
[hereinafter PX] DX D
GARY TULP
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than a year post-Seroquel(R), she weighed 172 lbs. 12

In addition to the risk factors noted above, the record
indicates that Ms. Jones may have suffered from and
was treated by her gynecologist for polycystic ovarian
syndrome ("PCOS"), a gynecological condition
associated with, inter alia, weight gain and increased
risk for diabetes (both diseases are marked by
increased resistance to insulin). '3 According to Ms.
Jones, however, AZ's specific causation expert has
questioned whether the PCOS diagnosis was
appropriate. '* Whether the diagnosis was appropriate
or not, the record reflects that Ms. Jones was treated for
PCOS and that the diagnosis was a prominent feature
of her medical picture.

B. Susan Zweig, M.D.

Ms. Jones has designated Susan Zweig, M.D., as her
specific  [*8] causation expert. Dr. Zweig is an
endocrinologist with a busy private practice in New York
City. She received her medical degree from the Sackler
School of Medicine of Tel Aviv University in 1997, and
completed her internship and residency at the Columbia
University hospital system in New York in 2000. She
completed a fellowship in Endocrinology at the Beth
Israel Medical Center, Albert Einstein College of
Medicine, and is Board Certified in Internal Medicine
and Endocrinology, Metabolism and Diabetes. In
addition to her private practice, Dr. Zweig is on the
faculty of the New York University School of Medicine.
She has authored a chapter in a medical text book on
PCOS, and has engaged in and published results from
diabetes-related research. ' AZ has acknowledged that
Dr. Zweig is highly qualified to render expert opinions
regarding diabetes, and the Court agrees. The outcome
of this motion will not turn on the expert's qualifications.

1. Dr. Zweig's Report

On September 19, 2008, Dr. Zweig issued an eleven
page expert report in which she summarized her
experience, her review of Ms. Jones' medical records
and history, and her "assessment" of the case. '8 In her
"assessment,” [*9] she identified common risk factors

DX N.
3DX A at342; DX Kat382; DX O at76

1 See PX3at74

for diabetes, a disease which she acknowledged affects
approximately 8% of Americans (around 24 million
people) and is a "major cause of morbidity and mortality
in the United States." 17 She described the criteria for
diagnosing diabetes. She then referred generally to the
"many studies showing that a cause of [Type Il diabetes]
is the use of atypical antipsychotics, such as Seroquel."
'8 )n this regard, Dr. Zweig referred specifically to
unidentified epidemiological studies that, according to
her review, support an association between atypical
antipsychotics and weight gain and diabetes. 19 Later,
she referred specifically to studies that discuss weight
gain as a "well-documented metabolic side effect with
atypical antipsychotics." 20

Turning specifically to Ms. Jones, Dr. Zweig concluded
unequivocally that Ms. Jones does not have PCOS. 2!
Her opinion with respect to whether Ms. Jones suffered
from Type Il diabetes, however, was less certain. She
stated that "[initially it was difficult to make a strict
diagnosis of diabetes mellitus." She then went on to
refer to an undocumented glucose tolerance [*10] test
disclosed to her by Ms. Jones that "indicated type 2
diabetes," and she confirmed that the reported reading
from that test "is in diabetic range." 22

Dr. Zweig next addressed the literature reporting the
increased relative frequency of diabetes in younger
patients taking quetiapine (Seroquel(R)). Based on this
literature, she opined that Ms. Jones, at age 20, was "at
a higher risk for diabetes, compared with older
quetiapine-treated patients.” 23 She then mentioned Ms.
Jones' purported weight gain ("roughly 20 pounds")
during the time she was on Seroquel(R), and followed
this observation with a summary of literature linking
atypical antipsychotics with weight gain. She made no
effort at this point to link her observation of Ms. Jones'
weight gain while on Seroquel(R) to the medical
literature regarding weight gain to which she referred in

71d. at 4

81d. at 5,

944,

20/d at7

21)d. at 3. See also DX A at 274

BDX Qat1-2 2pXQats
8 See generally id. 22 /d.
GARY TULP
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her report. 24 In particular, she made no effort to rule out
other causes for the weight gain she believed occurred
in Ms. Jones while on Seroquel(R).

After discussing generally the health risks posed by
diabetes, Dr. Zweig offered: her conclusion that "Ms.
Jones's Seroquel use significantly [*11] contributed to
her development of diabetes." 25 She acknowledged
that "the time between ingestion of a drug and
commencement of a disease is not absolute definitive
evidence of causation,” but then went on to conclude
that, in this case, "the time sequence is certainly
persuasive proof that Seroquel was a substantial
contributing factor.” 26 She determined that the
mechanism by which Ms., Jones developed diabetes
was her weight gain, presumably while taking
Seroquel(R). According to Dr. Zweig, the diagnosis of
diabetes was made more difficult in Ms. Jones because
she was taking medication (Metroformin) for an
incorrectly diagnosed condition (PCOS) that masked her
symptoms and made her blood glucose levels lower
than they otherwise would have been without the
medication, 27

The explanation of her "methodology” focused

exclusively on her training and experience:

The preceding report was based on my review of
Caroline Jones's records including but not limited to
her doctor's and psychiatrist's progress notes, lab
reports, pharmacy notes, phone interview with the
patient, and a review of depositions [unspecified].
My opinions were made based on my many years
of medical [*12] training including, my fellowship
studies in endocrinology at Beth Israel Medical
Center, Albert Einstein College of Medicine, my
work on many research projects, publications, and
essays [unspecified] that were directly related to
metabolism and diabetes, the numerous journals,
lectures, conferences and seminars with which I'm
involved on a regular basis [unspecified], and

Page 4 of 12
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2. Dr. Zweig's Deposition

Dr. Zweig's deposition comprises 446 pages and was
clearly taken with an eye toward Daubert motion
practice. After briefly reviewing her experience, and how
she became involved in this litigation, Dr. Zweig
discussed in great detail the criteria she employs to
diagnose diabeles. She then turned to the diagnosis of
diabetes in Ms. Jones and confirmed that the medical
records do not reveal a clear diagnosis of diabetes but
do confirm that she was being treated for the disease. 2
She attributed the ambiguity in the medical records to
the fact that "not everybody practices the way we do
here." 3 Dr. Zweig relied upon her conversation with
Ms. Jones, including Ms. Jones' description of the
glucose tolerance test that appears [*13] nowhere in
the medical records, to clarify the medical picture and
ultimately to conclude that Ms. Jones, in fact, has
diabetes. 3

Next, Dr. Zweig was questioned about the materials she
reviewed prior to reaching her opinion. Although she
acknowledged that she was not an experl in
epidemiology, she did review epidemiological studies
(including, she thinks, observation epidemiology) prior to
issuing her report. 32 She also reviewed medical records
and selected depositions supplied to her by Ms. Jones'
attorneys. She does not believe that she had reviewed
data from AZ's clinical trials of Seroguel(R) prior to
issuing her report, 3% and did not list any reports of
clinical trials among the nine "references" listed in her
report. 3* She acknowledged that she had engaged in a
more extensive review of the medical literature and
clinical trials after she had reached her opinions in the
case as she was preparing for her deposition. 38

The substance of Dr. Zweig's opinion, for the most part,
remained unchanged from her report to her deposition.

297weig Dep. 90-100, Oct. 9, 2009.

literature that 1 read for this case [again, 0 1. at 100
unspecified]. 28 a0
Nid. at 102-07
32)g at 127-31. As will be discussed below, Dr. Zweig's
id at7 inability to recall specifics regarding information she had
- reviewed, including medical records, was a consistent theme
fd. at 8. of her deposition
e BId at 118-19, 153-54
7id 3 PX [*14] 19 at 10-11
8 jd at 8-9 % Zweig Dep. 114, 117,
GARY TULP
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She continued in her helief that Ms. Jones' medical
presentation justified a diagnosis of diabetes. ¢ She
also continued in her belief that Ms. Jones presented
virtually no risk factors for diabetes prior to her exposure
to Seroquel(R). She reiterated her view that the medical
literature "overwhelming[ly]" supported an association
between exposure to Seroquel(R) and the development
of diabetes. 37 With regard to the mechanism by which
Seroquel(R) caused diabetes, however, Dr. Zweig's
opinion changed dramatically from her report to her
deposition. 38 In her report, Dr. Zweig subscribed to the
theory the Seroquel(R) caused patients, including Ms.
Jones, to gain weight which, in turn, put the patient at
higher risk of developing Type Il diabetes. This is what
she believed occurred to Ms. Jones, at least as of the
time she disclosed her specific causation opinion in her
report. 39 In her deposition, however, when confronted
with medical records she had not seen before which
revealed that Ms. Jones weighed the same in
November, 2004 (months after  [*15] stopping
Seroquel(R)) as she did when she began taking
Seroquel(R) in November, 2003, she conceded that she
could not conclude that weight gain from Seroquel(R)
had caused Ms. Jones to develop Type Il diabetes. 40
Having abandoned the weight gain theory, 4! Dr. Zweig
al deposition moved on to a theory that Seroquel(R) had
a "direct effect" on the body's metabolism making the
body more susceptible to diabetes. 42 When pressed to

% /d. at 251-52;
37 /d. at 154.

3®Of course, the mechanism by which Seroquel(R) causes
diabetes, generally and in a specific patient, is particularly
important given the very high background rate of diabetes, a
disease which Dr. Zweig admits has reached "epidemic” status
in this country. /d, at 250.

3 See PX 19 at 8 ("As a result of this weight gain [while on
Seroquel(R)], Ms. Jones developed diabetes.").

07Zweig Dep. 204 (when shown the medical record
documenting the November 2004 weight, Dr. Zweig
acknowledged "[t]his actually [*16] does not look familiar to
me"), 210 ("Q: So, if she weighed 140 pounds in November of
2004, you couldn't draw the conclusion that Seroquel caused
diabetes from weight gain alone; is that fair? A: I'd say that's
likely fair.").

1 id at 227-28 (confirming that she was no longer endorsing
the "weight gain" mechanism of specific causation)

2 0d, at 214, 233, 323-24, 330
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explain the basis of her "direct effect” theory, Dr. Zweig
was unable to point to any supporting literature and
ultimately retreated for support to the temporal proximity
of Ms. Jones' alleged diabetes diagnosis to her
exposure to Seroquel(R), 43

As might be expected in a Daubert-driven deposition,
much of the discussion focused on Dr. Zweig's
methodology in formulating her opinions. The deposition
discussion of methodology was particularly important in
this case since Dr. Zweig provided no indication
whatsoever in her report regarding the process(es) she
followed to review the materials that had been supplied
to her, including the medical records, medical literature,
and scientific studies, or the means by which she
[*17] assimilated this information in order to reach her
specific  causation opinions. At deposition, she
repeatedly explained that she believed her methodology
was "inherent in the report" or "inherent in how | practice
medicine and Interpret medical data." *¢ When asked to
explain the methodology that was inherent in her report,
she teslified that she had not followed a "differential
diagnosis” or "differential etiology" approach and that
her "methodology doesn't have one specific name." 4%
When pressed to offer specifics regarding her
methodoloaical approach, time and again Dr. Zweig
repeated simply that she had "put everything [or "it all"]
together" to construct the foundation of her opinion, and
then applied her training and experience to formulate
the opinions themselves. 46

In apparent hopes of piercing through the repeatedly
vague explanations of her methodology, the questions
at deposition frequently directed Dr. Zweig to offer
specifics in the medical records, medical literature,
scientific studies, or clinical [*18] trials that either she
relied upon in formulating her specific causation opinion
or that would otherwise support her opinions. All to no
avail - - Dr. Zweig consistently explained(often

131d. at 213 ("Q: And describe for me what evidence you
believe there exists in this case that Seroquel had a metabolic
effect on Miss Jones separate and apart from weight gain? A:
Well, she didn't have diabetes before the drug and she
developed diabetes after."), 233 (admits that she is aware of
no studies that support her "direct effect” opinion)

44 See, e.g., id. at 132-33, 141, 144, 181, 212, 404.
45 /d. at 157-58, 405-08,

16 See, e.g, id al 101-02, 132-34, 143-44, 151-63, 154, 235,
266-68, 281-82, 310, 360, 362, 407.
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apologizing) that she was not prepared at deposition to
discuss specifics and that she would have to "get back
to [counsel]" after reviewing additional information or re-
reviewing what had already been supplied to her. 47 Her
lack of memory made exploring her methodology
practically impossible. 48

AZ contends that Dr. Zweig's opinion is inadmissible
under Daubert for several reasons: (1) she failed to
articulate any reliable methodology by which she
reached her opinions; (2) she failed to identify a
verifiable mechanism by which Seroquel(R) caused Ms.
Jones to develop Type Il diabetes; (3) she improperly
relied upon the temporal connection between Ms. Jones'
exposure to Seroquel{R) and her [*19] development of
Type |l diabetes; (4) she failed reliably to rule out other
causes of Ms. Jones' diabetes; and (5) she failed to
make a reliable diagnosis of diabetes.

Ms. Jones responds that Dr. Zweig's methodology was
more than adequate to pass muster under Dauben.
First, she argues at some length that her case is
factually distinguishable from Scaife in significant
respects that make the outcome there unjustified here.
Specifically, Ms. Jones argues that, uniike the plaintiff in
Scaife, when she began taking Seroquel{(R) she was not
otherwise predisposed to develop Type |l diabetes.
Thus, when Dr. Zweig considered the specific causation
question in this case, her analysis was not confounded
by other risk factors that may alone have caused Ms.
Jones to develop diabetes. And, according to Ms.
Jones, Dr. Zweig systematically considered all known
risks for Type |l diabetes in the context of Ms. Jones’
medical presentation at the time she began taking
Seroquel(R) and specifically ruled out those risks as
contributing factors in Ms. Jones' development of Type |i
diabetes. Notwithstanding her expert's deposition
testimony in which Dr. Zweig apparently retrealed from
her initial views regarding [*20] the mechanism of
injury, Ms. Jones contends that Dr. Zweig has
consistently maintained that Seroquel(R) caused Ms.
Jones' weight to spike which, in turn, caused her to
develop diabetes. This opinion, according to Ms. Jones,

7 Id at 118-19

8 See, 6.9, id at 106-09, 125, 127, 131, 134, 136, 142-43,
145, 149, 156-57, 169-71, 174, 179-80, 184, 186, 194, 201-02,
215-16, 224-25, 227-33, 239, 257-58, 274-76, 316-17, 331-32,
337, 343-47 (counsel's frustration over the expert's lack of
recall discussed), 348, 369, 379-80, 397, 401, 403.
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is well supported in the medical fiterature. Finally, Ms.
Jones argues that Dr. Zweig diagnosed her diabetes in
the same manner, and using the same criteria, as she
would employ in her own medical practice.

.

"No one will deny that the law should in some way
effectively use expert knowledge wherever it will aid in
settling disputes.” 49 Nevertheless, as this Court has
observed,

[O]ur scepticism of such compensated advocacy is
high and we no longer rest on the mere proper
credentials of the expert witnesses or even on

_being satisfied as te the general relevancy of the
expert's opinion. The basis of the opinion must
have "goad grounds" when judged by experts in the
same general field as the witness. The Trial Judge
must determine whether the reasoning and
methodology is valid by the professional standards
of the scientific, professional, or business field of
the expert. And the Trial Judge must determine
whether the expert's reasoning or methodology can
be applied [*21] to the facts at issue. The burden is
a heavy one and one that will tax even the best
Trial Judges, a hearty breed who pride themselves
as decision-making pragmatists in the field of battle.
But there can be no question that the burden has
been imposed. %0

The "burden” to which my predecessor referred is the
Court's obligation to act as "gatekeeper" each time a
party to litigation seeks to make or bolster its case with
the testimony of a witness who is purportedly expert in a
field relevant to the controversy. ! The progression of
Delaware law setting forth the parameters of this
"gatekeeping” responsibility, and the requisite judicial

9 earned Hand, Historical and Practical Considerations
Regarding Expert Testimony, 156 Harv, L. Rev. 40, 40 (1901).

9 Minner v. Am. Mortgage & Guar. Co., 791 A.2d 826, 846
{Del. Ch. 2000).

51See Daubert, 509 U.S. at 579, 589 n.7 (the United States
[*22] Supreme Courl's seminal decision announcing the trial
court's responsibilities under the Federal Rules of Evidence lo
scrutinize the qualifications, methodology, and ultimate
conclusions of the expert and characterizing this exercise as
the court's "gatekeeping” function). See also D.R.E. 104(a)
(identical to its Federal counterpart, this rule requires the Count
to determine preliminarily such matters as the “qualification of
a person to be a witness" and "the admissibility of evidence")
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dissection of expert testimony necessary to discharge
the responsibility, has been well documented by
Delaware courts and will not be repeated at length again
here. 52 Suffice it to say, a motion in limine chalienging
the admissibility of expert testimony implicates the
extensive review process mandated by Daubert.

Boiled to its essence, Daubert requires the Court to
answer two fundamental questions before admitting
expert testimony: (1) is [*23] the testimony relevant?;
and (2) is the testimony reliable? 53 The party offering
the testimony bears the burden of establishing both
prongs of the Daubert analysis, i.e., relevancy and
reliability, by a preponderance of the evidence, 54

The parties here have focused on the "reliability”
component of Daubert’s mandated inquiry. The reliability
of the expert's opinion obviously depends, in part, upon
her competency within her field of expertise, i.e., the
expert must be qualified to render the opinions she
intends to offer at trial, 55 In addition, by referring
specifically to "scientific, technical or other specialized
knowledge," Delaware Rule of Evidence 702 implicitly
requires "a grounding [of the opinion] in the
methodology and procedures" of the proffered expert's
specialized discipline. 56 And the reference to
"knowledge” in Rule 702 "connotes more than
subjective belief or unsupported speculation." 57

Certain factors may guide the Court’s analysis of the
"reliability” of the expert's testimony, including "testing,
peer review, error rates, and ‘acceptability’ in the
[*24] relevant scientific community." 58 These factors,

52 See, e.g., Gen. Motors Corp. v. Grenier, 981 A.2d 524, 529-
31 (Del. 2009) (remanding to trial court for more careful and
thorough review of the experts' proffered opinions under
Daubert); M.G. Bancorp., Inc. v. Le Beau, 737 A.2d 513, 521-
22 (Del. 1999) (applying Daubert to non-scientific expert
testimony); Crowhorn v. Boyle, 793 A.2d 422, 427-31 (Del.
Super. 2002) (tracing the history of Delaware's approach to
ihe admissibility of expert testimony); Minner, 791 A.2d at 833-
46 (tracing the history of American jurisprudence regarding the
admissibility of expert testimony).

53 Minner, 791 A.2d at 843,

S d

55 Nelson v. Stale, 628 A.2d 69, 73-74 {Del. 1993),
%6 Daubert, 509 U.S. al 590.

57 Id
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however, are neither exclusive nor exhaustive. The Rule
702 review is a "flexible one,” %° and the "gatekeeping
inquiry must be tied to the particular facts" 60
Regardless of its ingredients, the key to the "reliability”
inquiry is to ensure that "an expert, whether basing
testimony upon professional studies or personal
experience, employs in the courtroom the same level of
intellectual rigor that characterizes the practice of an
expert in the relevant field." 81

Before turning to the analysis, the Court must address
one additional preliminary matter - the adequacy of the
Daubert hearing conducted in this case. Daubert
instructs: "[when flaced with a proffer of expert [}
testimony, then, the trial judge must determine at the
outset, pursuant to Rule 104(a), whether the expert is
proposing to testify to: (1) scientific knowledge that
[*25] (2) will assist the trier of fact to understand or
determine a fact at issue." 82 "And, with that statement,
the so-called Daubert hearing was born." %2 Daubert did
not, however, set the parameters for the evidentiary
process it had created. Confusion among the circuits
followed. It was not until Kuhmo Tire that the Court
definitively addressed whether a full evidentiary hearing
is required before the Court can adequately perform its
gatekeeping function. It is not. 5 A full evidentiary
hearing must be conducted only if “special
circumstances” warrant. 8% Otherwise, it is sufficient if
the Court considers the expert's report, the expert's

% M.G. Bancorporation, 737 A.2d at 521 (quoting Kumho Tire
Co., Ltd. v. Carmichael, 526 U.S. 137, 141, 119 8. Ct. 1167,
143 L. Ed. 2d 238 (1999)).

5 Kumho Tire, 526 U.S. at 150 (quoting Daubert, 509 U.S. at
594).

80 jd. (citing Daubert, 509 U.S. at 591), United Slales v.
Downing, 753 F.2d 1224, 1242 (3d Cir. 1985).

81 Kumho Tire, 526 U S. at 152,

52 Daubert, 509 U.S. al 592 (footnole omitted) See also

Minner, 791 A 2d al 843,
83 Minner, 791 A.2d at 844

84 Kumho Tire, 526 U'S at 152 ("[W]e conclude that the trial
judge must have considerable leeway in deciding in a
particular case how to go about determining whether particular
expert testimony is reliable.”)

85 Minner, 791 A.2d at 846
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deposition testimony, and any supporting affidavits. 66

Here, the Court offered to conduct a Daubert hearing
but the parties declined the invitation. Instead, the
parties agreed that Dr. Zweig's report and deposition
[*26] were sufficient to allow the Court to perform its
gatekeeping function with regard to Dr. Zweig's
opinions. &7 Although the Court ultimately has found Dr.
Zweig's report and deposition testimony to be lacking in
the detail necessary to allow Ms, Jones to sustain her
Daubert burden, the Court is satisfied that the process
by which the parties submitted the Daubert issue to the
Court was more than adequate to facilitate the Court's
gatekeeping responsibility. 68

V.

A. This Case Is Factually Distinguishable From
Scaife

As stated, the parties went to great lengths in their
submissions and at oral argument to compare this case
to Scaife - AZ to argue that this case presents a more
compelling case for Daubert exclusion than Scaife; Ms.
Jones to argue that this case presented none of the
Scaife grounds for exclusion. Because Scaife marks this
Court's first effort to address the plaintiffs burden under
Daubert to present competent expert testimony on
specific causation in the Seroquel(R) litigation, it is
appropriate to begin the analysis with Scaife as a
reference paint.

At the [*27] outset, the Court agrees with Ms. Jones
that her case does present several significant factual
differences from Scaife. First, the record suggests that
Ms. Jones apparently was at a lower relative risk of
developing Type Il diabetes than Ms. Scaife prior to
their respective exposure ta Seroquel(R). In this regard,
Ms. Jones is substantially younger than Ms. Scaife; she
was just a teenager when she began taking
Seroquel(R). % The risk of developing Type Il diabetes
increases with age. 7% In addition, while Ms. Jones was
overweight and, therefore, at increased risk for
developing diabetes, unlike Ms. Scaife, she was not

66 I,
87 Hrg Tr, 28-30, Dec. 15, 2009 (Tr. ID. 30241803).

68 See Minner, 791 A.2d at 846 (nearly identical process
employed).

SIPX 19 at 2.
DX KK at $15
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morbidly obese. 7! Morbid obesity is a prime risk factor
for Type |l diabetes. 72 Next, when read in a light most
favorable to Ms. Jones, the record reveals that, unlike
Ms. Scaife, Ms. Jones had a less significant family
history of diabetes - another prime risk factor for
developing the disease. 73 Both were smokers, a known
risk factor, although Ms. Jones smoked less and for a
shorter duration. 74

Ms. Jones also asserts that Dr. [*28B] Zweig, as
compared to the expert in Scaifs, was generally more
familiar with Ms. Jones and her medical history at the
time she rendered her specific causation opinion in this
case. Again, the Court concurs, although the Court must
note that the expert in Scaife set the bar quite low. 7° As
noted above, Dr. Zweig's level of familiarity with the
specifics of Ms. Jones' medical records (and the
specifics of medical and scientific literature/data upon
which she relied) during her deposition was less than
inipressive. 78 Ms. Jones also points to the fact that Dr.
Zweig's opinions have not been subjected to the
extensive revisions and alterations that plagued her
counterpart's opinions in Scaife. Again, the Court
agrees. In Scaife, plaintiff's expert appeared to alter or
amend her opinion with every new Daubert ruling in the
Federal multti-district Seroquel(R) litigation, or with every
new attack mounted against her opinion by AZ. 77 Aside
from the arguable revision of her mechanism of injury
opinion, which appears to have morphed from a "weight
gain” to "direct metabolic effect” theory, Dr. Zweig's

71 Zweig Dep. 340-41, 396-97.

72|d at 180-81.
3PX 17 at 293-94; 2weig Dep. al 111.
“PX3at67-69; PX7 at 115-16.

75See Scaife, 2009 Del. Super. LEXIS 216, 2009 WL
1610575, at *4-6 (noting cerlain deficiencies in Dr. Peck's
ability to recall plaintiff's medical history).

8 Certainly, the Court does not mean to suggest that an expert
must command total recall of all pertinent facts or data each
time the expert sils for deposition. But, if the exper's
deposition is to form the sole or primary basis of the
cvidentiary record submitted in support of an expert in the face
of a Dauberl challenge, then the expert's ubiquilous’ lack of
recall will necessarily impact the Court's determination of
whether the expert's sponsor has met her burden of proof
under Dauben.

77 See Scaife, 2009 Del.
1610575, at *17 n 250

Super LEXIS 216, 2009 WL
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opinions have otherwise remained consistent from initial
report through deposition. This too [*29] distinguishes
Ms. Jones' case from Scaife.

Having reviewed the factual distinctions presented by
this case and Scaife, the Court must acknowledge that
Ms. Jones has presented a stronger case for the
admission of her expert's specific causation opinion than
was presented in Scaife. Her medical profile presents
fewer of the known risk factors for Type |l diabetes. And
her specific causation expert has not presented the
"moving target" that epitomized the specific causation
opinions in Scaife. Nevertheless, as discussed below,
while [*30] these factual distinctions cannot be ignored,
they do not overcome the lack of evidence of Dr.
Zweig's methodology and the ultimate revelation of her
opinion as mere ipse dixit.

B. Dr. Zweig Properly Diagnosed Ms. Jones'
Diabetes

Before turning to Dr. Zweig's specific causation opinion,
the Court first addresses AZ's contention that Dr.
Zweig's diagnosis of diabetes for Ms. Jones is not
supported by the medical evidence and is the product of
flawed methodology. Specifically, AZ questions Dr.
Zweig's considerable reliance upon Ms. Jones' report of
an oral glucose tolerance test, not noted in her medical
records, and her report of resuits which were suggestive
of Type Il diabetes. 78 But for the elevated blood
glucose level, Dr. Zweig admitted that she would be
unable to reach a diagnosis of diabetes. ' AZ also
points to significant evidence in the record suggesting
that Ms. Jones has never been diagnosed with diabetes
by any of her treating physicians. 80 For her part, Dr.
Zweig testified that she made her diagnosis of Type ||
diabetes based on criteria and information she regularly
relies upon in her own medical practice. She routinely
relies upon history provided to her by her patients
[*31] and had no reason to discount Ms. Jones' report
of the oral glucose tolerance test. 81 Moreover, she
notes that while Ms. Jones' medical records may not
reveal a formal diagnhosis of diabetes, they do reveal
that Ms. Jones' doctors were treating her for diabetes. 82

78 See Zweig Dep. 66-74
9 1d. at 270, 380
80 fd, at 254-58

81 Jd, at 254 70.
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With regard to methodology, the Court notes that there
is a basis under Daubert and its progeny to distinguish
between an expert's approach to reaching a medical
diagnosis and the approach taken to determine the
etiology of disease from among several possible causes
(particularly a disease with a high background rate). As
this Court has held:

Because the objectives, functions, subject matter
and methodology of hard science vary significantly
from those of the discipline of ciinical medicine, as
distinguished from research or laboratory medicine,
the hard science techniques or methods that
hecame the 'Daubert factors' [sic] generally are not
appropriate for assessing the evidentiary reliability
of a proffer of expert clinical medical testimony . . ..
Simply stated, a diagnosis in the practice of clinical
medicine "is not an exact science [*32]. . . .
[P]hysicians make probabilistic judgments on a day-
to-day basis, even when they can supplement a
patient's history and physical [examination] with the
results of extensive laboratory tests." Daubert is not
an easy fit under these circumstances. And courts
must be mindful of this dynamic when subjecting

clinical medical testimony . . . tc a Daubert analysis.
83

Dr. Zweig testified persuasively that she employed the
same criteria, with the same level of scrutiny, to
diagnose Ms. Jones as she does for patients she treats
in her clinical practice. She found Ms. Jones to be a
reliable medical historian and her medical records to be
reflective of ongoing treatment for the disease. 8 She
squared her diagnosis with criteria from the American
Diabetes Assaciation. 85 The Court is satisfied that this
record offers sufficient evidence to carry plaintiff's
burden under Daubert to establish that [*33] Dr. Zweig
made a reliable diagnosis of Type 1l diabetes for Ms.
Jones.

C. Dr. Zweig Failed To Articulate A Reliable
Methodology For Her Causation Opinion

82/d. at 254.

83 See Stafe v. McMullen, 900 A.2d 103, 114 (Del. Super. Ct.
20086) (citing Moore v. Ashland Chem,, 126 F 3d 679, 688-90
(5th Cir. 1997), vacaled on other grounds, 151 F.3d 269 (5th
Cir. 1998); quoting Fed. Judicial Ctr., Reference Manual on
Scientific Evidence 465 {2d ed. 2000)) (footnotes omitted).

81 2weig Dep. 99, 102, 105

85 ) at 58. See also DX KK at 514
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Among Daubert's many directives, its focus on the
expert's methodology in reaching an opinion is most
instructive  here. "To determine whether expert
testimony is admissible requires a trial court to examine
‘whether the reasoning or methodology underlying the
testimony is scientifically valid . . . ." 86 In the second
opinion of the so-called "Daubert trilogy," the United
States Supreme Court clarified its expectations
regarding the trial court's scrutiny of an experts
methodology:

[Clonclusions and methodology are not entirely
distinct from one another. Trained experts
commonly exirapolate from existing data. But
nothing in either Daubert or the Federal Rules of
Evidence requires a . . . court to admit opinion
evidence that is connected to existing data only by
the ipse dixit of the expert. A court may conclude
that there is simply too great an analytical gap
between the data and the opinion proffered. 87

Specifically with regard to an expert's opinion on specific
causation, [*34] this Court has held that "[c]ausation of
injury must be supported by more than the word of [the
expert]." 88 And an expert's impressive qualifications
alone will not serve as.a license to express ipse dixit
rather than properly supported expert opinion. 89 Stated
differently, "an expert's failure to explain the basis for an
important inference mandates an [sic] exclusion of his or
her opinion." 90

86 Bjtler v. A.O. Smith Corp., 400 F.3d 1227, 1233 (10th Cir.
2004) (quoting Daubert, 509 U.S. at 592-93),

87 Gen. Elec. Co. v. Joiner, 522 U.S. 136, 146, 118 S. Ct. 512,
139 L. Ed. 2d 508 (1997).

88 Minner, 791 A.2d at 851,

89 See jd. at 846 ("we no longer rest on the mere proper
credentials of the expert witness"). See also Dodge v. Cotler
Corp., 328 F.3d 1212, 1227 (10th Cir. 2003) (same). '

8 Gen. Motors Corp., 981 A.2d at 529 n.14 (quoting Hudgens
v. Bell Helicopters, 328 F.3d 1329, 1344 (11th Cir. 2003)). See
also Scaife, 2009 Del. Super. LEXIS 216, 2009 WL 1610575,
al *18 n.279 ("In the absence of this explanation, the expert's
opinion becomes nothing more than inadmissible jpse dixil,
and the fact finder is left to accept it ad authoritalum.") {citing
Alderman v, Clean Earth, 2007 Del. Super, LEXIS 125, 2007
WL 1334565, at *7 (Del. Super. Apr. 30, 2007) and Minner,
791 A 2d at 851); [*35) Quinn v. Woerner, 2006 Del. Super
LEXIS 424, 2006 WL 3026199, al “3 (Del. Super, Oct, 23,
2006) ("While it is not the function of the Count to make a

At oral argument on the Daubert motion, counsel for Ms.
Jones explained Dr. Zweig's methodology at great
length, including her systematic incorporation of the
general causation literature, and her methodical review
and exclusion of each of the known risk factors for Type
[*36] Il diabetes, leaving only Seroquel(R) as the sole
cause of Ms. Jones' Type |l diabetes. %1 According to
counsel, Dr. Zweig then addressed the mechanism by
which Seroquel(R) caused diabetes in Ms. Jones.
Notwithstanding Dr. Zweig's deposition testimony, in
which she moved from her "weight gain" to a "direct
metabolic effect’ mechanism of injury theory, counsel
maintained that Dr. Zweig has remained constant in her
view that Seroquel(R) caused Ms. Jones to gain weight

which, in tumn, caused her to develop Type I! diabetes.
92

If the record supported counsel's adaptation of Dr.
Zweig's methodology, then the Court might well have
grounds to open the gates of the courtroom to Dr.
Zweig. It does not. Dr. Zweig was asked over and over
again to explain her methodology in sufficient detail to
allow AZ to test it, and to allow the Court to exercise its
gatekeeping responsibilities. Each time she declined to
walk through her methods, and instead repeatedly
intoned that she had reviewed all of the information she
was supplied, applied her training and experience, and
"put it all together." She specifically denied employing a
"differential diagnosis” methodology [*37] and declined
to characterize her approach beyond her abstruse "put it
all together” explanation. 93 Apparently frustrated by the

determination as to whether Dr. McCracken's conclusions are
correct by weighing the objective evidence, the Court is
charged with the duty to ensure that her opinions are based on
some articulable and objective standard. In reaching her
opinion, however, Dr. McCracken failed to articuiate her use of
'methods and procedures of science’ to reach her conclusion,
The methodalogy actually employed by Dr. McCracken
consisted of 'looking back' in an effort to determine what could
be included and excluded as a cause for Quinn's pre-term
delivery . . . As applied here, however, this 'looking back'
method does not impart an objective methodology used to
reach a medical conclusion and, as such, does not meel the
reliability threshold required by Daubert. Dr. McCracken's
opinion is, therefore, unreliable.").

91 See Hr'g Tr. 95-99.
92 /d. a1 98

93 Zweig Dep. 403-08 The Court acknowledges that Dr
Zweig's specific causation opinion has recently been admitted
in a Seroquel(R) case in New Jersey. The Count notes,
however, that in addition to the fact that New Jersey applies
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press for more specifics, Dr. Zweig ultimately exclaimed
"[Nisten, I'm a double board certified physician. | don't
need to, you know, justify how | make a decision." %4
Actually, in order for plaintiff to carry her burden under

Daubert, this is precisely what Dr. Zweig "needed" to do.
95

The Court must reject plaintiffs argument that cross-
examination will place Dr. Zweig's opinions in proper
context. While it is true that cross-examination can, in
certain instances, effectively expose a soft expert
opinion, the cross-examination of an expert whose
opinion is based saolely on her jpse dixit is tantamount to
wasted breath. Under these circumstances, the skilled
expert witness is virtually untouchable on cross-
examination. Accordingly, before the Court will allow a
"shaky" expert opinion to pass through the courtroom
"gate" on the expectation that cross-examination will
serve as an equalizer, the Court must be satisfied that
cross-examination can be "vigorous." 96 Vigorous cross

an admissibility standard that is more "relaxed" than the
Daubert or the Frye v. United States, 293 F. 1013 (D.C. Cir.
1923), "general acceptance” standards, the decision in Baker
v. AstraZeneca Pharm., L.P., Docket No. L-1099-07, slip. op.
{N.J. Super. Feb. 5, 2010), is also distinguishable because the
court there specifically found that Dr. Zweig employed a
differential diagnosis methodology to reach her opinions in the
case. Baker, Docket No, L-1099-07, slip. op. at 11. As stated,
Dr. Zweig specifically renounced that methodology here. See
Zweig [*38] Dep. 403-08. See also Scaife, 2009 Del. Super.
LEXIS 2186, 2009 WL 1610575, at *15 n.232 (explaining that
the ‘“differential diagnosis” (or ‘“differential etiology")
methodology involves the expert considering and ruling out
potential causes of a medical condition in order to reach a
conclusion regarding causation by the process of scientific
elimination).

94 Zweig Dep. 272.

95 See Joiner, 522 U.S. at 146-47 (expert must demonstrate
that she employed a methodology 1o “fit" her conclusions
within the data she reviewed); Gen. Motors Corp., 981 A.2d at
529 (holding that "an expert's methodology must be not only
reliable intrinsically but also reliably applied to the facts of the
specific case"). See also United Slates v. Fredetle, 315 F 3d
1235, 1239-40 (10th Cir. 2003) {"[A] witness 'relying solely or
primarily on experience’ must 'explain how that experience
leads to the conclusion reached, why that experience is a
sufficient basis for the opinion, and how that experience is
reliably applied to the facts ")}{quoting Fed. R. Evid. 702));
Daubert v. Merrell Dow Pharm., Inc., 43 F.3d 1311, 1319 (9th
Cir. 1995) ("We've been presented with only the experts’
qualifications, their conclusions and their assurances of
reliability  [*39] Under Daubert, that's not enough ")

examination simply is not possible when neither
counsel, the Court, nor the expert herself can discern
the process or method by which the expert's opinion
was generated.

D. In The Absence of Competent Expert Testimony
On Specific Causation, Ms. Jones Is Unable To Meet
Her Prima Facie Burden To Establish Proximate
Cause

Under Massachusetts law, Ms. Jones must establish
proximate causation as a requisite element of each of
her claims against AZ, 97 Having determined that Dr.
Zweig's specific causation testimony must be stricken
under Daubert, the record is devoid of any competent
evidence that Ms. Jones' exposure to Seroquel(R)
proximately caused any injury to her. Consequently, in
the absence of proof that would create a genuine issue
of material fact with regard to a prima facie element of
plaintiffs claims, the Court must grant AZ's motion for
summary judgment. 98

VL.

Based on the foregoing, AZ's Motion /n [*41] Limine To
Exclude The Medical Causation Medical Testimony of
Dr. Susan Zweig and Motion for Summary Judgment
must be GRANTED.

IT 1S SO ORDERED,
fs! Joseph R. Slights, Il

Joseph R, Slights, 1l

% See Daubert, 509 U.S. at 59586 ("Vigorous cross-
examination, presentation of contrary evidence, and careful
instruction on the burden of proof are the traditional and
appropriate  means of attacking shaky but admissible
evidence." (emphasis added)). See also Bowen v. E£.1. du Ponl
de Nemours & Co., Inc., 2005 Del. Super. LEXIS 239, 2005
WL 1952859, at *11 (Del. Super. June 23, 2005) [*40] (noting
that cross examination cannot adequately test jpse dixit).

9 See, e.g, Kenl v. Massachusells, 437 Mass. 312, 771
N E.2d 770, 777 (Mass, 2002) ("In addition to being the cause
in fact of the injury, the plaintiff must show that the negligent
conduct was a proximate or legal cause of the injury as
well ")(citing Wallace v. Ludwig, 282 Mass. 251, 198 N.E. 159,

161 (Mass. 1935))

%8 See Oliver B. Cannon & Sons, Inc. v. Dorr-Oliver, Inc., 312
A.2d 322, 325 (Del. Super. 1973).

GARY TULP
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Hon. Jessica R. Mayer, J.8.C.

Superior Cowrt of New Jersey #oa
Middlesex County Courthouse /2\} A
56 Paterson Street _ '/JQA & P .y
New Brunswick, New Jersey 08903 2"@ & &,
732-519-3642 Gy
- . — Jt?,g%
IN RE: ;
RISPERDAL/SEROQUEL/ZYPREXA
LITIGATION : SUPERIOR COURT OF NEW JERSEY

A LAW DIVISION:
This Order Applies to: 3 MIDDLESEX COUNTY
Ted Baker, et al. v. AstraZeneca : CIVIL ACTION
Phirmaceuticals LP, et al. : CASE CODE 274
Docket No. MID-L-1099-07-MT

: ORDER

THIS MAT TER coming before the Coust, by way of motion filed on behalf of
defendants AstraZeneca Pharmaceuticals LP and AstraZeneca LP, (“AstraZeneca”) seeking to
exclude the testimony of Susan Zweig, M.D.; and the court having reviewed the written
submissions on behalf of the parties; and the court having conducting a hearing pursuant to
N.LR.E. 104 on January 8, 2010; and the court having set forth its reasons in a written
memorandum dated February 5, 2010; and good cause having been shown:

IT IS on this wEllf\day of February, 2010,
ORDERED as follows:

1. Defendants’ motion to exclude the testimony of Dr. Zweig is denied for

the reasons set forth in the written memorandum dated February 5, 2010.

2. A copy of this Order shall be posted by the court within seven (7) days of

i,

TERSIA R. MAYER, J.S.C.

the date of this Order.
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SUPERIOR COURT OF NEW JERSEY

MIDDLESEX COUNTY COURT HQUSE

.0, Box 964
NEW BRUNSWICK, NEW JERSEY 08903-964

CHAMUERS OF
JESSICA R. MAYFER, J.8.C.

NOT FOR PUBLICATION WITHOUT THE
APPROVAL OF THE COMMITTEE ON OPINIONS

Memorandum of Decision on Defendants’

Motion to Exclude the Testimony of Dr. Susan Zweig

Baker v. AstraZenecca Pharmaceuticals, LP, el ul., Docket No. L-1099-07
(In re: Risperdal/Seroquel/Zyprexa Litigation, Case No. 274)

For Defendants: Jane Fugate Thorpe, Esq., Alston & Bird [.LLP
For Plaintiffs: Paul J. Pennock, Esq., Weitz & Luxenberg, P.C.
Dated: ‘ FcbrLlal“y 5, 2010

The court issues Lhis opinion in response to the motion filed by Defendants AstraZeneca
Pharmaceuticals LP, AstraZeneca LP, Astra US Inc., Zeneca Inc., and KBI Sub Inc.’s
(collectively “Defendants”) to Exclude the Specific Causation Testimony of Susan Zweig, M.D.
(“Dr. Zweig”). Upon carefully considering the legal memoranda, exhibits (incl‘uding the expert’s
written report), deposition testimony, Rule 104 hearing, and relevant case law, the court
determines that Defendants® Motion to Exclude the Specific Causation Teslimony of Dr. Zweig
is DENIED.

Analysis

To establish liability, a plaintiff must, among other things, prove through expert
{estimony that his or her use of Seroquel® caused him or her to develop diabetes. Kemp ex el

Wright v. State, 174 N.J. 412, 417 (2002). Hence, the expert testimony of Dr. Zweig is essential
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in establishing that the injuries of Mr. Ted Baker (“Plaintiff” or “Mr. Baker”) are caused by his
use of Seroquel®. |

The cowrt, in addressing Defendants’ motions to exclude the expert testimony - of
Plaintiff’s case specific expert, Dr. Zweig, reviewed Dr. Zweig’s cxpert report, deposition
transeript and related exhibits, her testimany during the evidentiary hearing pursuant to N.J.R.E.
104,Q along with the briefs of the parties and the arguments of counsel, Having reviewed these
materials, the court will not exclude the specific causation testimony of Dr. Zweig.

It sflould be noted that Dr. Zweig is highly qualificd — she is board certified in
Endocrinology, Metabolism, and Diabetes; is a diplomat of the American Board of Internal
Medicine; graduated from Lehigh University and the Sackler School of Medicine, Tel Aviv
University; completed her residency at St. Luke’s Roosevelt Hospital Center at Columbia
University; has completed subspecialty training in Endocrinology at Albert Einstein College of
Medicine/Beth Isreal Medical Center in New York; is a partner at the Concorde Medical Group,
specializing in Endocrinology and Internal Medicine; is an attending physician at New York
University Medical Center; and received several awards and honors, including being named a
Pfizer Scholar of Endocrin’ology.} While, on its own, Dr. Zweig’s qualifications are not
dispositive as to scientific reliability and methodology, such qualifications add considerable
soundness to lier opinions,

The court finds that the underlying data relicd upon by Dr. Zweig is generally followed
by experts in the field of endocrinology and that her opinions arc based on proper scientific
methodologies. In particular, Dr. Zweig’s opinions, predicated on her own research and review

of the available medical literature regarding Seroqucl® and other atypical antipsychotics and

! Expert Report of Susan Zweig, M.D. (“Zweig Repor™), p. 2, Appendix A.
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their affect on diabetes, constitutes a sufficient basis for her to overcome Defendants’
challenges.2 Furthermore, Dr. Zweig reviewed Plaintiff’s entire medical history, which included
all of his records, medications, weight measurements, blood pressure readings, metabolic
parameters, and laboratory tests.” Finally, Dr. Zweig reviewed the depositions of every witness

in Plaintiff’s case, which includes that of Plaintiff, his wife, their two sons, his prescribing

psychiatrist, and his treating and prescribing physician.4

N.LR.E. 702, which governs the admissibility of scientific expert testimony in New

Jersey, provides that:

[i] 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,

[1bid.]’

2 queh literature includes consensus statements, reviews, case reports, observational studies, published and
unpublished clinical trials, published literature regarding mechanism, published literature comparing the safety and
efficacy of atypical versus typical antipsychotics, perspective studies including the CATIE study, Defendants’
internal documents, and its communications with the United States Federal Drug Administration (“FDA™) regurding
Seroquel®. Zweig Repoit, p. 3.

3 Deposition of Susan Zweig, M.D. (“Zweig Dep.”) at 363:9-16.

1 Zweeig Repott, p. 4.

5 While the New Jersey version of Rule 702 largely tracks the original version of Federal Rule of Evidence
702, it does not incorporate the language added to the Rutle in 2000, which permits an expert (o testify only “iECn
the testimpny is based npon sufficient facts or datn, (2) the testimony Is the product of relinble principles and
methods, and (3) the witness has applied the methods reliably 1o (he facts of the case.” The federal rule was
amended for the purpose of codifying the principles of Daubert v. Merrell Dow Phacms., 509 L8, 579 (1993)
(outlining the federal requirernents for scientific expert testimony).

In January 2009, the Jersey Supreme Court Commillee on the Rules of Eyidence explicitly declined 1o
amend N.LR.E. 702, Testimony by Experts, to follow the 2000 amendment to F.R.E, 702. 2007 - 2009 Report of

Evidence, p. 3. The Commilise reasoned that, “If the exacl language

the Supreme Court Commitiee on the Rules of
of FLR.I, 702 was adopted, since the federal rule was intended to incorporate 1a ubert, it would create the crroneous

impression that the Daubert standard soverned the admission of exper testimony in New Jersey.” Ibid. “Further,
the Commiltee was concerned that was concerned that New Jersey judges would be too inclined to be guided by the
federal case law interpreting F.RIE, 702 and Daubert],]” which they expressed “are sometimes overly restrictive in
the admission of expert testimony, lending to exclude evidence that, under current New Jersey Taw, would be
property admitted as having a reliable basis. Ibid. (citing lidward K. Cheng & Albert H. Yoon, Daoes Frye or
Daubert Matter? A Study of Scientific Admissibility Standaeds, 9| Va, L. Rev. 471, 473 (2005)).
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Under NLI.R.E. 702, for an expert to be admitted:

(1) the intended testimony must concern a subject matter that is 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 lestimony could be sufficiently reliable; and (3) the witness must have
sufficient expertise to offer the intended testimony.

[Creanga v. Jardal, 185 N.J, 345, 355 (2005) (quoting Landrigan v. Celotex Corp.,
127 N.J. 404, 413 (1992)).]

Defendants challenge the second requirsment in their motions to exclude the testimony of
Plaintif(’s specific causation expert, Dr, Zweig. Defendants contend that the specific causation
testimony of Dr. Zweig is not sufficiently reliable in the ficld of endocrinology.

Although under the traditional Frye standard an expert’s testimony had to be “generally
acqepted within the relevant scientific community,” State v. Chun, 194 M 54, 91 (2008);
accord State v. [arvey, 151 N.J, 117, 1v69-7(5 (1997) (citing Frye v. United Slates, 293 E. 1013,
1014 (D.C. Cir. 1923)), New Jersey applies a more relaxed standard. Rather than requiring
expert testimony to be generally accepted in the profession, “a scientific theory of causation that
has not et 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. 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.J. at 4308

Hence, even if an expert’s opinion is not generally accepted in the scientific community,

it can still be admitted as evidence, so long as the methodology and reasoning underlying that

Court of New Jersey has specifically noted that, in the case of pharmaceutical litigation “in

¢ This is particularly applicable to “tort onses involving novel theories of causation offered 10 connect a
plaintiff's injuries o a diug or u (oxic substance.” Biunno, Current M1 Rules of Byidenee, comumient 3 on N JR.E.
702 (2008); see Kemyp, supra, 174 N.J. al 430-31 (involving defective vaceme), Landrigan, supra, 127 N at 413
(involving exposure o asbestos); Rubaniek, supra, 125 N1, al 449 (involving exposure to 4 chemical).
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which a medical cause-effect relationship has not been confirmed by the scientific community
but compelling cvidence nevertheless suggests that such a relationship exists,” such evidence
may be admissible. Kemp, supra, 174 NLJ. at 430.

Under this standard, a trial judge must assess “the soundness of the proffered
methodology and the qualifications of the expen.” 1d. 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 is 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) (intemal quotations omitted). An expert’s methodology can be properly supported by
f‘profeé_sional journals, texts, conferences, symposia, or judicial opinions accepting the
méthodology,’; and “[c';]oin‘ts also may consider testimony from (;ther experts in the field who use
similar methodologies.” Ibid.

Flaws in an expert’s causation testimony are not fatal. Even where ﬁn 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 provides the “why and wherefore” underlying his conclusions. Iisenaj v, Kuehner,

194 NJ. 6, 24 (2008) (reinstating the trial judge’s admission of defense’s biomechanical
engincer expert’s testimony despite plainti(ff's contention that the expert employed flawed
methodology; defendant’s expert allegedly relied on studies consisting of subjects that)were
dissimilar from plaintiff in age and physical characteristics, overlooked other f;actors that would

play a causal role in producing plaintiff’s alleged chronic injury, and conducted no independent

testing of his own); see_also State v. Townsend, 186 N.J. 473 (2006) (quoting Rosenberg, v.

Tavorath, 352 N.J. Super. 385, 401 (App. Div. 2002)). As the Supreme Court of New Jersey
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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 NJR.E, 702.

Hisenai, supra, 194 N.J. at 24; sce also State v. Dreher, 302 N.J. Super. 408, 464 (App. Div.)

(“[e]xpert testimony should not be excluded merely because it fails to account for some
condition or fact that the opposing party considers relevant[;]” the opposing party “may, on
cross-examination, supply the omitted conditions or facts and ask the expert if his or her opinion
would be changed by them™), certif, denied, 152 N.I. 10 (1997), cert. _d_:;gi_;_:gi, 524 U.S. 943
(1998).

Moreover, the Supreme Court of New Jerscy 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 M at 16; ee also Landrigan, suprd,
127 N.J. at 414 (noting that “the trial court should not substitute its judgment for that of the
relevant scientific community”); Rubanick, supra, 125 N.J. at 451 (noting that a court should not
“directly and independently detexmine as a matter of law that a . . . complex scientific
methodology is sound”). Instead, “[t]he courl's function is to distinguish scientifically sound
reasoning from that of the self-validating expert, who uses scientific terminology to present
unsubstantiated personal beliefs.” Landrigan, supra, 127 N.J. at 414,

As to the particular methodology employed by Dr. Zweig in rendering her opinion
regarding the specific causal link between Plaintiff's use of Seroquel® and his alleged medical
harm, Dr. Zweig employed a differential diagnosis. In Creunga, the- Supreme Court of New

Jersey determined that, as a general matter under the Kemp standard, differential diagnosis is a
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sufficiently reliable methodology for an expert to employ when rendering a specific causation
opinion as to a particular patient, and is thus admissible if properly conducted. 185 N.J. at 355.

In the context of pharmaceutical products liability litigation, the Creanga Court noted that, while

“[d]ifferential diagnosis testimony has heen permitted in New Jersey on the causation issue in

toxic tort cases,” Id, at 356-57 (citing Lapka v. Porter Hayden Co,, 162 N.J. 545, 557 (2000);

Rubanick, supra, 125 N.J, at 450-51), “such testimony [is not] limited to only toxic torts,” Ibid.

(citing Lapka, supra, 162 NJ. 545; Rubanick, supra, 125 N.J. 421). Indeed, the Creanpa Court

noted that the use of differential diagnosis has been broadly accepted at the federal level, as

demonstrated by the United States Court of Appeals for the Third Circuit inv In re Paoli R.R.

Yard PCB Lilig., 35 F.3d 717, 758 (3d Cir. 1994) cert. denied, 1513 U.S. 1190 (1995)
(reéognizing that “differential diagnosis generally is a technique that has widespread acceptance
in the medical community”).7 Creanga, supra, 185 N.J. at 357 (accepting differcntial _diagnosis
as an adequate methodology in light of its “widespread acceptance . . . in the medical
community, the recognition of the technique in state and federal courts, and its compatibility
with our rules of evidence and prior case law”).

In order for an expert’s differential diagnosis to be properly employed, the expert must
“srule{] in’ all plausible causes for the patient's condition by compiling ‘a comprehensive list of
hypotheses that might explain the set of salient clinical findings under consideration.”™ Id. at 356

(quoting Clausen y. M/V New Carissa, 339 F.3d 1049, 1057 (9th Cir. 2003)). In doing so, the

expert must look to “which of the competing causes are generally capable of causing the patient's

7 Gee also Westberry v, Gislaved Gummi AB, 178 F.3d 257, 262 (4th Cir. 1999) (stating that diffcrential
diagnosis “has widespread acceptance in the medical community, has been subject to peer review, and does not
frequently lead 1o incerrect results™) (citations omitted); Heller v. Shaw Indus., lne, 167 F.3d 146, 154-55 (3d Cir.
1999)(Mmoting that “differential diagnosis consists of a testable hypothesis, bas been peer reviewsd, coniging
standards for controlling its eperdtinn, is generally accepted, and is used outside of the judicial context™) (internal
citations and quotations omitted).
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symptoms or mortality.” 1bid. (quoting Clausen, supra, 339 F.3d at 1057-58) (internal quotations
omitted). Thus; if an expert fails to “rule[] in a potential cause that is not so capable or fails to
consider a plausible hypothesis that would explain the condition,” that expert’s differential
diagnoses has not ‘been properly conducted. 1bid. (quoting Clausen, supra, 339 F.3d at 1058)
(internal quotations and emphasis omitted). As such, the expert’s flawed methodology would be
scientifically unreliable, and thus, inadmissible.

In addition, “after the expert ‘rules in’ plausible causes, the expert then must ‘rule out’
those caﬁses that did not produce the patient's condition by engaging in a process of elimination,
eliminating hypotheses on (he basis of a continuing examination of the evidencc so as to reach a
conclusion as to the most likely cause of the findings in that particular case.” Ibid. {quoting

Clausen, supra, 339 F.3d at 1058) (internal citations and quotations omitted). However, an

expert “need not conduct cvery possible test to rule out all possible causes of a‘patient's [injury],
so long as he or she employed sufficient diagnostic techniques to have good grounds for his or

her conclusion.” -Ibid, (quoting Heller v. Shaw Indus., Inc,, 167 F.3d 146, 156 (3d Cir. 1999)

(internal quotations omitted); see also In re Paoli R.R. Yard PCB Litig., supra, 35 F.3d at 761.
Furthermore, when “ruling out” other factors, the expert need not establish that the
alleged cause of a plaintiff’s injuries is the only single contributing factor to those injuries.
There can be other contributing causes that the expert accepts as contributing in some way to a
plaintiff’s injuries. Where there are concurrent causes of an injury, the Louisiana courts look to
whether the conduct in question was a “substantial factor” in bringing about the injury. Perkins
v. Iintergy Corp., 782 So. 2d 606, 611-12 (La. Ct. App. 2001), rev’d sub nom., Bujol v. Entergy

Servs., 922 So. 2d 1113 (La. 2004), altd on reh’g, 922 So. 2d 1113 (La. 2006) (citing Jones V.
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causation when there are multiple causes.” Id. at 612 n.4 (citing Boykin v. La. Transit Co., 707
So.2d 1225, 1232 n.10 (La. 1998)). In establishing causation under Louisiana’s substantial
factor test, the court looks to “whether ¢ach of the multiple causes played so important a role in
producing the result that responsibility should be imposed upon each item of conduct, even if it

cannot be said definitely that the harm would not have occurred ‘but for’ each individual cause.”

1d. at 612 (citing Graves v. Page, 703 So0.2d 566, 570 (La. 1997)); see also Trahun v. ‘i@i&gﬂl

of Transp. & Dev., 536 So0.2d 1269, 1272 (La. Ct. App. 1988)); Frank L. Mariaist & Thomas C.

Galligan, Louisiana Tort Law, § 4-3 at 86-88 (1996) (noting that.the substantial factor test

operates well in cases where there are multiple possible causes-in-fact, but the fact-finder may
not be able to conclude that the acmdent most likely would not have happened but for any one of
the causcs)) Hence, even where there are oLher causative factors at hand, a plaintiff’s specific
causation expett must show only that the plaintifl’s use of, or exposure to, a particular product or
substance was a significant factor in causing the plaintiff’s injuries. Id. at 612. Accordingly, the
expert need not absolutely eliminate every possible risk factor as a contributing cause when
employing a differential diagnosis, ibid., so long as the expert eliminates alter.'hative hypothesis
that the product at issue was not a substantial contributing factor to the pfaintiff‘ s injury.
However, an expert’s specific causation opinjon in not per se admissible “simply by
uttering the phrase ‘differential diagnosis , . . .7 Creanga, supra, 185 N.I. at 357 (quoting

Carlson v. Okerstrom, 675 N.W.2d 89, 105 (Neb. 2004)). To be admitted, “the expert witness

must demonstrate what he or she did and that the proper diagnostic pro¢edures were followed
when performing the diagnosis.” 1d. at 357-58 (citing Clauscn, supra, 339 F.3d at 1057 (stating
that “federal courts, generally speaking, have recognized that a properly conducted differential

diagnosis is admissible”). “In rejecting the alternative hypotheses, the expert must use ‘scientific
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methods and procedures’ and justify an elimination on more than ‘subjective beliefs or

unsupported speculation.”” Id. at 358 (quoting Claar v. Burlington N. R.IR. Cu.,v29 F.3d 499, 502

(Sth Cir. 1994)). Thus, a court should exclude evidence if an expert “utterly fails . . . to offer an

explanation for why the proffered alternative cause” was ruled out. Ibid; (quoting Clausen,

supra, 339 F.3d at 1058) (internal quotations omitted); sce also Cooper v. Smith & Nephew, Inc.,
259 F,3d 194, 202 (4th Cir. 2001)).
~ Turning to the substance of Defendants’ arguments concerning Dr. Zweig’s testimony,
Defendants do not dispute that Dr, Zweig is rendering an opinion regarding “scientific, lechnical,
or other specialized knowlcdge [that] will assist the tricr of fact to understand the evidence or to
determine a fact in issue,” or that she is “qualified as an expert by knowledge,ﬂskill, experience;,
training, or education.” N.L.R.E. 702, B.ecause Dr. Zweig’s intended testimony cleatly concems
“a subject matter that is beyond the ken of the average juror,” and she has “sufficient expertise to
offer the intended testimony,” the court will focus on whether Dr. Zweig’s testimony is
“sufficicntly reliable.” See Creanga, supra, 185 N.J. at 355 (quoting Landrigan, 127 N.J. at 413).
Defendants raise a number of specific contentions on the issue of whether Dr. Zweig’s
testimony is sufficiently 1'eli:¢1ble under New Jersey law, Defendants argue that the testimony of
Dr. Zweig should be excluded because Dr. Zweig: (1) failed to articulate her overall
methodology and did not employ any scientifically reliable methodology in rendering her
opinion; (2) failed to use scientific methods and procedures to justify ruling out or eliminating
other possible causes of Plaintiff’s diabetes, including his obesity; (3) employed no scientifically
reliable methodology with respect to her review of the medical literature; (4) has no. scientific or
factual basis for her specific causation methodology under either a “weight-gain” or “direct”

effect theory of diabetes causation; and (5) unduly relied on temporality in rendering her opinion.

10
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First, Defendants’ allege that Dr. Zweig failed to articulate her overall methodology and
did not employ any scientifically reliable methodology in rendering her opinion. However, as
discussed below, Dr. Zweig, in her cxpert report and her deposition testimony, articulated, in
detail, her overall methodology and employed the accepted method of diffel'qntial diagnosis in
rendering her opinion. See Id. at 355 (determining that differential diagnosis is a sufficiently
reliable methodology for an expert to employ when rendering a specific causation opinion as to a
particular patient, and is thus admissible if properly conducted).

Although Defendants complain that Dr. Zweig did not explicitly use the term

“differential diagnosis” to describe her methodology, an expert is not required to use the term

“differential diagnosis” in ordcr to employ such a. methodology properly. For example, the
Q_T_QgQgg Court made a point of dcvaiﬁing an expert’s mere use of the phrase “differential
diagnosis,” and instead, stressed the importance of the expert “demonstrate[ing] what he or she
did and that the proper diagnostic procedures were followed when performing the diagnosis.” Id.
at 357-58. Thus, the fact that Dr. Zweig neglected to describe her method with exact and
specific terminology is neither dispositive nor relevant in the court’s review of her methodology.
Instead, it is far more important that Dr. Zweig employed and articulated a methodology that is
consistent with a differential diagnosis; i.e., that she properly ruled in and raled out Plaintiff’s
potential risk factors through the use of sufficient diagnostic techniques.

Defendants’ second main contention — that Dr. Zweig failed to use scientific methods and
procedures to justify ruling out or eliminating other possible causes of Plaintiff’s diabetes,
including his obesity — addresses the more crucial issue of whether Dr. Zweig demonstrated
proper diagnostic procedures when performing the diagnosis. On this point, Defendants point to

deposition testimeny that indicates that Dr. Zweig was unable to quantify specifically the relative

11

Aa80




contribution of Plaintiffs various pre-existing diabetes risk factors, such as his chronic obesity,®
and other factors that Dr. Zweig acknowledges as contributing to Plaintif{’s diabetes.” However,
experts are not necessarily required to specifically quantify the relative contribution of all of a
patient’s risk factors. Instead, in performing a differential diagnosis, an expert must, through
proper diagnostic procedures, rule in all plausible causes for the patient’s condition and ruled out
the causes that did not produce his or her condition, see id. at 356-8, and congsequently reject
alternative hypothesis based on the scientific methods and procedures cmployed. Here, Dr.
Zweig properly ruled in all plausible causes for the patient's condition and ruled out the causes
that did not produce Plaintiff’s condition, concluding that Plaintiff's use of Seroquel® was a
substantial contributing fac’tolr to his diabetes.

For example, Defendants rely on deposition testhﬂony, v;/hc(re Dr. Zweig stated that
Plaintiff's obesity was a “contributing but not the substantial factor in his development of
diabetes,” but agreed that she “didn’t rule it out,”'® The fact that Dr. Zweig found Plaintiff’s
obesity 1o be a contributing factor does not render her opinion unreliable. It was not necessary
for Dr. Zweig to eliminate every possible risk factor by determining that every other factor did
not, in any way, contribute to Plaintiff’s diabetes. Perkins, supra, 782 So. 2d at 612. Rather, it
was only necessary for Dr. Zweig to employ sufficient diagnostic techniques in support of her
conclusion as to the most likely cause of Plaintiff’s diabetes. See Creanga, m, 185N.J. at 356
(quoting Heller, supra, 167 F.3d at 156; Clausen, supra, 339 F.3d at 1058) (internal citations and
quotations omitted). Although Dr. Zweig agreed that she did not “rule it out,” it is clear from her

dcposition testimony that Dr. Zweig was not making a legal conclusion as to her methodology,

8 Zweig Dep. at 56:18-578, 195:13-20.
% 1d. at 343:10-346:13, 350:3-10, 358:17-359:15.
% 7weig Dep. al 343:9-17.
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but instead, was using the term to explain that she did not completely eliminate obesity as a
contributing factor. That being the case, Dr. Zweig is not required to expla.in away all other
contributing factors to Plaintiff’s diabetes in order to conduct a propcr differential diagnosis.
The fact that Dr. Zweig confused the colloquial or medical use of that term for the legal uéc of
the phrase “rule out” does not render her testimony unreliable. Dr. Zweig explained that, despite
Plaintiff’s obesity, she still considered Plaintiff’s use of Seroquel® to be a substantial
contributing faclor in causing Plaintiff’s diabetes.

Defendants also raise issue with Dr. Zweig’s various admissions that obesity, gencrally,
has a strong link to diabetes.)! The court finds that this is merely an adnlissiqn to a fact that is
practically worthy of judicial notice. Had Dr. Zweig denied that obesity was a potential cause of
Plaintiffs diabetes, it would have been a failure to consider a plausible hypothesis that would
explain the condition and, therefore, render Dr. Zweig’s differential diagnosis insufficient. See
Ibid. (quoting Clausen, supra, 339 F.3d at 1058). Dr. Zweig’s admission demonstrates, instead,
that she properly conducted a differential diagnosis by ruling in obesity as a plausible cause for
Plaintiff’s diabetes. See Creanga, supra, 185 N.J. at 356 (quoting Clausen, supra, 339 F.3d at
1057). Dr. Zweig was required to look to all competing causes that arc generally capable of
causing diabetes, which includes obesity. See Ibid, (quoting Clausen, supra, 339 F.3d at 1057-

58) (internal quotations omitted). Thus, Dr. Zweig’s admission that obesity, in general, has a

' Zweig Dep. at 129:19-24 (There is an cpidemic of diabeles in this country and an cpidemic of abesity);
130:8-11 (The prevalence of diagnosed diabetes is increasing, particularly among obese individuals); id. at B8:11-18
(Most patients with diabetes arc obese); id. at $9:24-60:17 (Diabetes “is a progressive condition™); id. at 206:10-
207:3 (the risk of diabetes mcreases with the duration of obesity); id. at 56:18-21 (Mr, Baker was obese “long
before” he started taking Seroquel®); id. at 235:17-25 (obese for "about 10 years” before Seroquel® and overweight
for 11 years before that); id, at 204:8-17 (Obesity is a “very high risk factor” for diabetes); id. at 58:21-59:11 (There
is “high chance” and that “it’s probable” that somebody who has obesity will develop diabetes); id. at 205:20-23
(*The epidemic of obesity is the number one reasod for an increasing number of patients with type 2 (adult onset)
diabetes™; id. at 206:10-207:3 (obesity “accounts for @ high percentage or the vist majority” of diabetes cases); id.
al 381:18-23 (Scientific studies on attributable risk show that, in people who have a BMI of 35.5 and develop
diabetes, 95 percent will have developed the diabetes beeause of their obesity”); id, at 386:8-14 (same); id. at
368:23-369:1 {Mr, Baker had a BMI of 35.5 before starling Seroquel®). .
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strong link to diabetes does not render nnreliable her ultimate conclusion that Plaintiff’s use of
Seroquel® substantially contributed to his diabetes.

In ruling in and ruling out other risk factors, Dr. Zweig began by seeking out and
reviewing numerous articles related to the “incidence, prevalence . . . pathoyhysiology, [and]
etiology” of diabetes, and relied also on her own clinical experience in examining the risk factors
Mr. Baker had for developing diabetes.'? She ultimately concluded that these risk factors were
not substantial contributing factors to Mr. Baker’s development of diabetes while taking
Sex:oquf:1®.13 Dr. Zweig explained in her report, deposition, and N.J.R.E. 104 hearing that
certain risk factors, such as Plaintiff’s past history of smoking and drinking, could be ruled out as
contributors to his diabetes. She ruled out these factors by confirming, through various medical
records and dépoéition testimony, that Mr. Baker quit drinking and smoking in 1993 and 1990 .
respeotively,]4 and then translated the amount of time and packs Mr, Baker reported smoking
inta pack years, for which she calculated a relative risk by Rimm 1995’s guidelines.15 Dr. Zweig
found both of these risks to be very low,'® thus ruling out Mr. Baker’s history of smoking and
alcohol consumption as risk factors that contributed to his development of diabetes.

Dr. Zweig also considered hypertension, in light of Mr. Baker’s medical history of
hypertension, and concluded that the available data were unclear as to whether or not

hypertension was a risk factor for diabetes, and that Plaintiff’s hypertension was not severe. 17

"2 Zweig Dep. at 52:22-25, 52:15-18.
B Thid.
" [d. at 352:9-353:12; see also Zweig Report, p. 12; NJLR.E, (04 Hearing of Susan Zweig, M.D. ("Zweig

b3 B hAS

Kemp Hearing”) a1 60:23-61:22.

'S Rimm EB et al., Prospective sy of ciparette smoking, alcohol use, and the risk of diabetes in men,
BMJ, 310:555-559 (March 1995).

16 Zyweig Report, p. 12-13; Zweig Dep. at 352:9-19; Zweig Kemp Hearing at 60:23-61:22.

7 Zweig Report, p. 15-16; Zweip Dep. at 138:7-9; 148:15-20; Zweig Kemp Hearing at 60:13-16 (“[ don't
think the evidence for hyperiension is very ¢lear, 1 think certainly it may identify a risk, but it's not clear that it
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Dr. Zweig testified that because of this conflicting information and data, she did not believe that
Mr. Baker’s hypertension was the cause of his diabetes.'® Defendants pointed out during Dr.
Zweig’s N.J.R.E 104 hcaring that the American Heart Association, the American Diabetes
Association, and the American Association of Clinical Endocrinologists have all stated that
hypertension is a risk factor for diabetes.'” Dr. Zweig explained that, although she agrees with
these organizations in that hypertension is a “risk factor” in the sense that it “identifies patients
who are at risk for diabetes[,]” the literature is unclear as to whpther it actually causes diabetes.??
While Plaintiff’s history of hypertension is a valid point of contention on Defendants’ part, Dr.
Zweig’s rejection of this risk factor goes to the weight of Dr. Zweig’s testimony, but does not
render her testimony scientifically unreliable.

- Dr: Zwéié él‘s-c;-t.estiﬁed that sﬁe c‘oﬁsi.dercgl 'Pléin'tif‘f’fs obcsity t6 be‘aycc;n,tr‘ib(utl:n\g fact@f

but not the substantial contributing factor to his development of diabetes.! In doing so, Dr.

Zweig analyzed whether Plaintiff's Body Mass Index (“BMI”) enhanced his risk for diabetes to
the degree asserled by Defendants and rejected Defendants’ reliance on a 15-year-old study,
which employed a small sample size and resulted in a large variance within the confidence
interval?? Dr. Zweig further renounced the study because the group that most closely
corresponded to Plaintiff’s pre-Seroquel® BMI of 35.5 incorporated all BMIs above 35,
including morbidly obese people with BMIs up to 50, thus, in Dr. Zweig’s opinion, skewing the

results.® Dr, Zweig further found that these study results were not consistent with her clinical

causes diabetes™); id. at 81:17-19 (“{i]n my opinion, hypertension may identify people who are at risk, but it may or

may not be a contributing canse”); Zweig Report, p. 15 (Plaintiff's hypertension was not severe).
'8 Zweig Dep. at 190:11-16; Zweig Kemp Hearing at 60:13-16, 8 1:17-19.

'° Sec Zweig Kemp Hearing at 78:15-82:6.
20 1d. at 82:10-12.
4 Zweig Dep. at 343:9-15.

214, at 563:9-566:17.
314, at 567:11-568:12.
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experience,” and also observed that many people suffer from obesity but never develop
diabetes.”®

Dr. Zweig found it significant that Plaintiff had been obese for many years but had
maintained non-diabetic glucose readings.?® She opined that this indicates that Plaintiff’s obesity
did not completely eclipse the Plaintiff’s use of Seroquel® as a substantial factor in causing his
diabetes.”” Although Plaintiff had been obese since 1991, Dr. Zweig explained that his sixteen
glucose values prior to initiating Seroquel® treatment showed him to have normal glucose
regulation until he began Seroquel® on February 12, 2001. Further supporting Dr. Zweig’s
conclusion was the fact that Plaintiff gained over 17 pounds in the first three months of
Seroquel® therapy and had a triglyceride reading of 701 mg/dL five months after Seroquel®
therapy.?® -Dr. -Zweig cited articles in her report and during her deposition, including IBlalck
2005% and Resnick 2000,*® which supported her opinion that additional weight gain increases
the risk for glucose dysregulation and diabetes in obese patients.”’ In addition, Dr, Zweig used
Ford 1997 to support her assertion that there is a 4.5 percent (3.3 — 5.9) change in risk for every
kilogram of change in weight,® Dr., Zweig’s conclusion is based on information that is of the
type regularly relied upon by similar experts. As such, any shortcomings in these articles go to

the weight of the evidence and can be addressed by defense counsel on cross-examination.

™ 1d. at 566:18-567:1.

B Id. at 27:13-17; 25:4-8.

% 1d, at 187:10-17.

2 bid,

2 1d. at 187:10-23, 373:10-17, 231:13-23.

% Black E., et. al., Long-lerm influences of badv-weipht chanees, independent of the attained weight, on

31 Zweig Dep. at 399:1-400:14; Zweig Report, p. 16-19.
7 Zweig Report, p. 18; Ford ES, et al., Weight Change and Diabetes Incidence: Findings from a National
“ohiorl of US Aduits, American Journal of Epidemiology, 146(3):214-222 (1997).
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Dr. Zweig also ruled in Plaintiffs age, sedentary lifestyle, and psychiatric illness as
contributing factors to Mr. Baker’s development of diabetes. 33 She then determined that, in light
of Plaintiff’s other factors and the degree to which Plaintiff’s Seroquel® use contributed to his
diabetes, even though Plaintiff’s age, scdentary lifestyle, and psychiatric illness contributed in
part to his diabetes, they were not substantial contributing causes. A

In addition, although Plaintiff’s triglyceride levels before S;sroquel® may have been a
contributing factor to his diabetes,” Dr. Zweig teslified that they were not the cause of diabetes
in this patigant.35 For example, Dr. Zweig identified one value taken before Seroquel® —
226mg/dL taken on June 16, 2000 — to be “elevated” bﬁt, based on her clinical expericnce, not
partlculaﬂy hlgh 36 Addltlonally, Dr. 7 welg testified that Mr. Baker had one pre-Seroquel®
HDL cho]estero] valuc that was “slightly low on June 16 2000 (38 mg/dL), but concluded that
this low pre-Seroquel® HDL did not negate Plaintiff’s Seroquel® use as a su!)stantial factor in
causing his diabetes.>” Also, Dr. Zweig noted that Plaintiff’s hyperlipidemia worsened while he
was taking Seroquel®, citing a 701 mg/dL triglyceride ineasurement taken on July 12, 2001 and
a 306 mg/dL measurement taken on March 25, 2002 that far exceeded any pre-Seroquel®
triglyceride reading.’® Overall, Dr. Zweig testified that the only risk factor she believed to be
applicable would be ebesity, but concluded that it was not the only cause of his diabetes, given

the absence of evidence indicating diabetic readings for so many years. ¥ Based on her research

33 Zweig Dep. at 3d4:3-346:13; Zweig Kemp Hearing al 74:22-7623 (discussing age as a risk factor); id. at
76:25-17:12 (discussing sedentary llfestyle as a risk faclor); id, at 90:25-91:4 (same); id. at 77 13-20 (discussing
psychlatnc illness as a risk factor);

3 Triglyceride levels are a factor in establishing metabolic syndrome, which increases the risk of diabetes.

Zweig Re?ort p. l4.
B Zweig Dep. at 347:7-14.

% 1d, at 349:13-350:2.

714, at 184:6-185:19.

®1d. at 189:12-15; see also Zweig Report, p. 14.
1d, at 183:4-7.
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and analysis, Dr. Zweig concluded that Plaintiff’s other risk factors did not overwhelm his use of
Seroquel® as a substantial factor in causing his diabetes.

While Dr. Zweig may not have cor}ducted every possible test to rule out all possible
causes of a plaintiff’s diabetes, this is not required under New Jersey law. See Creanga, supra,

185 N.J. at 356 (quoting Heller, supra, 167 F.3d at 156 (internal quotations omitted). The court

finds that Dr. Zweig, in rejecting altemative hypotheses, used scientific methods and procedures
and justified her eliminations on more than subjective beliefs or unsupported speculation. Id. at
358 (quoting Claar, supra, 29 F.3d at 502). Citing statistical evidence of the links between
Seroquel® use and diabetes, and taking into consideration Plaintif’s other risk factors, Dr.
Zweig offered an explanation as to why she ruled out other alternative causes. Ibid. (quoting
C_Iaw, M, 339 E_3d at1058) (mtemalquotatlons omltted) Tl;eréfc')re,‘ tﬁe court finds that‘
Dr. Zweig used proper scientific methods and procedures to justify ruling out or eliminating
other possible causes of Plaintiff’s diabetes, including his obesity. In this regard, Dr. Zweig’s
testimony is sufficiently reliable to be admitted into evidence.

Next, the court considers Defendants’ contention that Dr. Zweig employed no
scientifically rcliable methodology with respect to her review of the medical lilerature,
Defendants cite numerous examples of how, during her deposition, Dr. Zwelg was unable 1o

explain the details of the literature that she Teviewed or any inconsistencies as (o which literature

she relied on.*® Further, Defendants argue that Dr. Zweig’s only identified methodology for

0 See, e.z., Zweig Dep. at 51:5-16; id. at 53:24-54:25 (“Again, | read so many articles it is hard for me
remember off the lop of my head a specific example of ench specific question.”); id. at 223:14-23 (“There ave
studies. 1 can’t tell you something off the top of my head,"); jd. at 235:10-16 (“1 can’t tefl you off the top of my
Ligad.”); id. at 326:13-327:7 (*1 can’t off the top of my head rémember spegifically cach one right now. | didalotof
stuff in the last couple of days.”); id. at 536:24-537:18 (unuble to yeeall whether the results of the only placeba-
controlled clinical trial she relied on was statistically significant), ;

Defendants also claim that Dr. Zweig could cite no reliable scientific data showing an increased Tisk of
ﬁwamﬁbmSwmmd®athMdewh@%mdbypmmMTLgaumal9@ytm@“mma75wlO&mmgmm
mmeomevqudisalowdos€j.]nad&don,Dc@ndmﬂspomlomthm,mHWUghshecmhnmjmfereanmMShe

18

Aa87




»1 Defendants

'assessing the scientific literaturc was “look[ing] at the information in totality.
also complain {hat Dr. Zweig selectively applied standards that were patently inconsistent and
contradictory.*? Moreover, Defendants claim that Dr. Zweig refused to acknowledge Plaintiff’s
pre-existing hypertension as a diabetes risk factor in this case, even though she acknowledged
that the American Association of Clinical Endocrinologists (of which she is a member)
recognizes hypertension as a diabetes risk factor.” Defendants contrast this with the fact that,
although “there are articles that have differcnt conclusions” as to causal links between Scroquel®

and diabetes, Dr. Zweig claims that there was “overwhelming” evidence that Seroquel® causes

diabetes.™ Defendants add that Dr. Zweig lacked any methodology for assessing the consistency

“considered evidonce regarding dosc-response,” Zweig Repert, p. 4., Dr. Zweig admitted that the dnia from the two
Jow-dose studies she exclusively relicd upon (Buse and Feldman), Zweig Dep, at 477:21-24 (two low dose
epidemiological studies); id, at 490:22-491:3 (no other epidemiological studies), showed that Mr, Bakeyr “was not at
an increased risk of diabetes” from his low dose of Seroqueltd, id. at 479:9-14 (Buse); id. at 488:16-23; id, at
490:10-21 (Peldman, same), Further, Defendant alleges that Dr. Zweig Jacked any seientific methodology for
assessifig fhe consistency of the literature she purported to rely on, depicting Dr. Zweig’s scienlific process as
merely asking who wrote it, who is paying for the study, what kind of study is it, and intefpreting it Id. at 167:23-
168:18; see-also id. at 66:25-167:22,

4 Zuweig Dep. at 164:21-165:16. Defendants add that Dr. Zweig repeatedly attempted (o avoid providing
specific information by referring generality to the “totality” of her review. See, ¢, id. ot 32:24-33-22 ("1 am
lnoking at the totality of what is going on with (his patient.”); i, av 57:15-58:2, 164:21-165:16, 189:3-15, 350:18-
22, 360:4-16, 364:11-365:3 (“we have to look at his medical condition in totality™). Dr. Zwelg eventunlly ugreed
that her “method” was to “put the totality of the picturc together.” Id, at 436:21-24.

2 )efendants point out that Dr, Zweig testified that Plaintiff had impaired fasting glucose after taking
Seroquel® based on his glucose measurement of 108, which i5 considered “pre-diabetes” or “impaired fasting
glucose” by the American Diabetes Association (*ADA"), id, ul 292: 14-20, yet refused to consider Plaintitfs pre-
Seroquel® fasting glucose measurement of 107 to be “impaired fasting plucose,” even though she admitted thal it
would be “impaired glucose by ADA criteria,” id, at 305:24-308:12, 353:13-19; see also id. at 251:13-252:2
(agrecing that “it Mr. Baker had impaired fasting glucose™ before taking Seroquel® that *[i]t is likely over a period
of time that he may have developed diabetes™ even “willicut taking the Seroquel@”),

“ 1d. at 137:22-138:9 (asserting that “the relationship to hypertension is not quite clear, There is
conflicting information™); see also 147:22-148:20 (“the literature was not quite clear to me”’).

M 1d, at 458:14-459:2; see also 137:21-158:17 {acknowledging that ADA/APA Consensus Sintement
identifics the Scroquel® studies as “less clear” because “[sjome stuilios show an increased risk for dinbetes while
others do not”).
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or for evaluating the strengths and weaknesses of the studies.* And, again, Defendants attack
Dr. Zweig for failing to ascribe a specific term to her method of researching the: literature.**

Plaintiff, to the contrary, maintains that Dr.‘ Zweig’s opinion is derived from a sound and
well-founded methodology that is supported by cxpért consensus in the appropriate field. See
Kemp, supra, 174 N.J. at 427. Plaintiff explains that Dr. Zweig’s opinion is properly supported
by her review of the following materials: epidemiologic evidence, clinical trials, experimental
evidence, review articles, and casc reports. In addition to doing her own search on Medline, a
“commonly used” program by physicians for researching literature on a particular medical
quandary, Dr. Zweig also consulted textbooks, lectures or review courses, and previous notes she
) _h_a_\d on _diabetes and the potential hyperglycemic and diabetogenic effects of Seroquel® and other
antipsychotic medications.” These materials are the type of materials accepted under Kemp. Id.
at 427 (experts can rely on “professional joulnalé, texts, conferences, symposia, or judicial
opinions accepting the méthodology™).

As to any inconsistent findings in the literature reviewed by Dr. Zweig, her final
conclusion is admissible if a medical cause-effect relationship between Seroquel® use and
diabetes has not been fully confirmed by the scientific comniunity, so long as compelling
gvidence suggests that such a relationship exists. See Id. at 430. Dr. Zweig listed in her report,
and discussed during her deposition, numerous articles, studies, and other literature that show
such a causal link. Dr. Zweig, with the support of such literature, sufficiently provided the “why

and wherefore” underlying her conclusion that Plaintiff’s use of Seroquel® substantially

%5 In support of this, Defendants cite deposition testimony where Dr. Zweig was unable to, without having
the studies in front of her, directly explain the flaws or limitations in 14 epidemiological studies. Id. at 504:21-
505:2.

% Defendants note that Dr. Zweig got “the majority of articles” fram Plintff’s Liwwyers, id. at 591:10-15,
and could not specify how she carried oul her independent research, ihid ; see alse id, at 41:10-44:9, 34:14-35:17,

AT1d, at 41:14-42:4, 34:23-35:18; Zweig Repont, Appendix B.
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contributed to his diabetes, See Ilisenaj, supra, 194 N.J. at 24. Purported flaws in Dr. Zweig’s
reasoning may be explored by defense counsel on cross-examination, but such flaws do not
compel exclusion of her opinion. Id. at 24,

Further, any complaints that Defendants have with regard to Dr. Zweig’s failure to
account for a condition or fact that Defendants consider relevant can also be addressed during
not render Dr. Zweig’s testimony inadmissible, but go to the weight of her testimony. See Ibid.;

see also Higenaj, supra, 194 N.J. at 16, It is not the court’s role to determine if Dr. Zweig’s

testimony is irrefutable in its reasoning or supported by uncontestable facts. Rubanick, supra,
125 N.J. at 451. The pqu_rt_,_l;)_zi_ggi P_nmtﬁ]_*l:c“i/flfg&rnrnation presented, including Dr. Zweig’s
deposition testimony, written report, and N.J.R.E, 104 hearing, concludes that Dr. Zweig is n(;t a‘ N
“self-validating expert” who relies only on scientific terminology to “present unsubstantiated
personal beliefs,” See Landrigan, supra, 127 N.J. at 414, Therefore, the court finds that Dr.
Zweig methodology is scientifically reliable with respect to her review of the medical literature.
Next, Defendants allege that Dr. Zweig has no scientific or factual basis for lier specific
causation methodology under either a “weight-gain” or “direct” effect theory of diabetes
causation. To support her theory that Mr. Baket’s weight gain of 17 pounds in the first few
months of starting Seroquel® was “Seroquel® induced” weight gain that “substantially
contributed to [Mr. Baker’s] diabetes,”® Defendants’ contend that Dr. Zweig did not explain
how much of that weight gain was directly caused by Seroquel®, and did not explain how

Plaintiff’s medical records supported her weight gain'theory. " Jn support thereol, Defendants

® Zweig Report, p. 8; Zweig Dep, at 436:1-24,
¥ Zweig Dep. at 441:13-442:19.
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outline Plaintiff’s history of weight fluctuation and obesity absent his use of Seroquel®,
Defendants add that Dr. Zweig did not provide any scientific support for the notion that a weight
gain of 17 pounds, whether caused by Seroquel® or not, that is lost four menths later contributes
to the development of diabetes.”’ Additionally, Defendants take issue with Dr. Zweig’s failure to
point to anything in the medical records supporting her opinion that the “biological mechanisms
that are independent of weight gain through which [Seroquel®] can cause diabetes in patients”
occurred in Plaintiff’s case.>  And, although Dr. Zweig cited animal and in vifro studies
showing support for such mechanisms, Defendants object to that fact that she does not perform

animal studies in her practice and lacks the expertise to extrapolate from studies in rats or cells to

human beings,*

In response to Defendants’ criticism that Dr. Zweig does not postulate a sole mechanisin
by which Seroquel® causes diabetes, Plaintiff maintains that it would have been unreasonable
for Dr. Zweig to identify with specificity the precise mechanisms by which Seroquel® causes
diabetes because cach of these mechanisms have yet to be definitively elucidated. According to
Defendants’ own Seroquel® warming label, “the mechanism of action of quetiapine is

unknown,”* and Dr. Zweig concurred with that statement during her deposition.55 Though

® Defondants point out that Dr, Zweig was unable to offer any explanation for the undisputed facts that:
Plaintiff gained 71 Ibs from 1981 to 2001, prior to ever taking Seroquel®, id. at 371 :5-12, Plaitiff gained 20 1bs in
the seven months immedidtely prior (o his first Seroquel® preseription, id. at 433:15 434:8, Plaintiff gained 4 total
6 only 1.7 Ibs in the seven months immedintely after first taking Serogqueldd, id. at 433:24-434:3, 437:20-438:9,
Plaintilf lost 16 of the 17 lbs he gained in his first yoar of Seroquel® prescription within months, id, al 437:20-
438:9, Plaintiff sained 16 lbs after stopplng Seroquel®, jd. at 448:18-21, Plaintift gained weight before, during; and
after ho was on Seroquel®, id, at 448:22-449:2, Plaintift's weight went up and down belare, during, and after he
wis on Seroqueld®, id. at 449:7-15, and Plaintiff remained morbidly obese before, during and after the timoe that he
was Seroquel®, id. at 449:2-6.

5 1d, at 438:10-439:5.

2 Zweig Report, . 19.

% Zweig Dep. at 516:2-24 (stating that, in defense of her expertise regarding animal studies was that
“certainly, you know, I did go to medical school. Tam on faculty at a university and I know how to read studies that
have animals in them.”).

>4 Plaintiff Bxhibit 11 (Seroquel 2009 Label).
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unable to postulate the definitive mechanism by which Seroquel® caused Mr. Baker’s diabetes,
Dr. Zweig detailed five obscrvable ways in which Seroguel® had a significant and serious
metabolic effect on Plaintiff, including his rapid weight gain three months after beginning
Seroquel® ther.ap‘y,56 his rapid weight loss two months after discontinuing Seroquel@,s-’ his
abnormally high triglyceride readings after ingesting Seroquel@,58 his * development of
hyperglycemia and diagnosis of impaired glucose tolerance after beginning Seroquel@,59 as well

as internimittent dizziness while on Seroquel® that subsided when Plaintiff tapered or stopped

5 Zweig Dep. at 228:18-25,

%6 1, at 375:15-16; 246:10-22, 440:2-7, Dr, Zweig explained that this 17 pound weight gain within three
months affer heginhihg Seroquel® was nol comparable lo-any weightgain Plaintift had experienced prior to his-
Seroquel® treatment, both in amount, time, and its metabolie effects on the body, Id. at 439:6-440:6. Further,
Plaintifl’ explained, Dr. Zweig concluded that Mr. Baker's 17 pound welght gain in the first 90 days of his
Seroquel® treatment, despite more activity andl consisiency in diet, was evidence that “a metabolic derangement
ha[d] oeeurred in a patient who [was] taking a drug known to cause metabolic derangemenl.” Id. at 438:20-439:5.
Furthiermore, 1r. Zweig relied on the literature previously mentioned, as well as/the “general acceptance by the
medical community” to conclude that “if you gain that amount of weight in a short amount of time, that is a very big
difference than a slow pradust weight gain ever a long period of time” 1d, at 440:3-6,

57 [n her report, Dr. Zwelg wrote that “[o]n November 24, 2006, [Plaintiff] was inspructed to taper off of
Seroqueld®. Flis weight at the (ime was 237.81bs. As of January 23, 2007, [Plaintiff's] weight had dropped to
2161bs.” Zweig Report, p. 16; see alsa Zweig Dep. at 445:5, 445:24-446:18.

* Dr. Zweig pointed to two clevated triglyceride readings taken during the first year (hat Mr. Baker’s
Seroquel® was started (701 mg/dL on July 12, 2001 and 306 mghlL on Mareh 25, 2002), id. at 231:19-20; see also
id. at 360:12-16; 364:2-8, which represented the highest triglyceride readings in Plaintiff’s entive medical history,
Zweig Report, p. 14; ses also Zweig Dep. al 424:23-425:2.

® Ihis supports Dr. Zweig's conclusion that Seroquel® was having a significant effect on his ability to
“move the glucose into the cells to use for fuel,” Zweig Dep. at 23:13.23, since his “level of glucose in the blood
goes up” after beginning Seroquel® therapy, id. at 24:4-5.

Dr. Zweig testified that the numerous blood glucose levels she relied on included the 122mg/dL valuc lnken
at 817 a.i. on March 25, 2002, the 132 value taken at 8:09 a.m; on June 25, 2002, the 108 mg/dL and 117 mg/dL
glucose values, as well as the 6.4% HbAle, taken on July 22, 2002, the 147 mp/dL value indicated as a fasting lab
taken at 9:25 a.m. on February 28, 2003, and the 175 mg/dL value taken at 8:28 a.m, on March §, 2004 which, along
with his elevated JTbAlc on that date, was the basis of Plaintiff’s diabetes diagnosis, Id. at 320;13-322:16; sce
Plaintiff Exhibit 1 (Lab Result, Overton Brooks VAMC records, p. 00072, 00070-00071, p. 00069).

I ber report and at her deposition, Dr. Zweig also disoussed general ways in which Seroquel® can cause
hyperglycomic/diabetogenic effects independent of weight gain which are supported by seientific literature. Such
méchanisms include “a blockade of glueose transport,” Zweig Dep, at 230:4; see ulsa Zweig Reporty p, 19, as
concluded in Dwyer 2003, “effects on insulin action metabolism," Zweig Dep, at 230:5-6; see ulso Zweig Reporl, p.
© 19, and “direct cellular effeets in adipoeyles,” Zweig Dep. al 230:6-7; sec also Zweig Report, p. 19, 28 demonstrated
i Vestsi 2007, “stimulation of glucagon seeretion,” Zweig Dep. al 230:7-8; see alsa Zweig Repost, p. 19, suggested
in Smith 2008, as well as epinephrine through “increase[d] sympathetic nervous system activity,” Zweig Dep. it
230:8-9: sue alsa Zweig Report, p. 19, as explained by Savoy 2008.
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Seroquel®.® Plaintiff also points to scientific literature discussed by Dr. Zweig concerning the
mechanism behind Seroquel® and its hyperglycemic/diabetogenic effects that can operate
independent of weight gain.®' Thus, in her report and through her deposition testimony, Dr.
Zweig provided several possible mechanisms by which Seroquel® could be associated with
diabetes and subslantiated those mechanisms with factual and scientific support. The fact that
Dr. Zweig did not put forth one single mechanism by which Seroquel® causcs diabetes does not
render her opinion scientifically unreliable,

Defendants’ final assertion is that that Dr. Zweig unduly relied on temporality in
rendering her opinion. While a reliance!on temporality alone may not be enough to support an
expett’s causation opinion, see Schulman v. Male; 70 N.J. Super. 234, 240 (App. Div. 1961), an
t;xpen may properly consider temporaiii; iﬁ 1'endé1'iné his or vher opinion, especially where a
causal link between the product and the alleged harm is supported scientifically and the patient

develops symptoms only after encountering that product, see Creanga, supra, 185 N.J. at 359

(quoting Carlson, supra, 675 N.W.2d at 106). Here, Dr. Zweig’s analysis was not a mere

temporal relationship. Rather, she engaged in an extensive review and application of the relevant

medical literature to Plaintiff’s medical history.

80 1d, at 445:5, 445:24-446:18, 231:19-20, 360: 12-16, 364:2-8, 320:13-322:18
S11d, at 230:4-9.
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Coanclusion
Accordingly, the court finds that Dr. Zweig’s testimony is sufficiently reliable because it
is based on a sound, adequately-founded scientific methodology involving data and infO;TPation
of the type reasonably relied on by experts in the field of endocrinology. Therefore, Defendants’

Motion to Exclude General Causation Testimony of Dr. Zweig is DENIED.

[CA R. MAYR, 1.5.C.
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Decguber 29, 2004

Rer  Vioxx Litigation

Dear Counsolor:

While you are probably already fumillar: with Weitz & Luxenborg's
gronndbreaking work iri asbestas litigation, please be aware that Weitz and Faxenberg is actively
parsting Vioxx cuwrdioc and stroke injtiry casus, as sell s iffurios cauged by Celebrex amd
Dextn. We are well situated to do s due 1o our exlensive experience with phnrmaceutical
Hability Titigation and the fact that wo have two offices in northem and southern New Jerscy
devoted primarily fo phirmatentical litigation, in addition to our main offioe In New York. We
believe thal the New Jessey Superior Counrt will be: the most advantageous forum for the
litntion of Viexx claims. 8ot fovih below i8 wditailed annlysis ol why we believe (his so
siongly. The analysis dneludiis the key cilations tor your own review, T you wauld like, we
wonld b bappy to provide n packel of the peitinent suses wiid, shhlus eited since choice of
forw is such a critical issue.

Wiiile an MDL js in formation, NI slat¢ court is a far better venue for numerous
reitsons including speed of resalution, the standards of admissibility of the scientific evidence, a
rling forbidding ex parié interviews with treating doctors, tho potential aveidance of the leamed
[ntermadinry defease due to N7 faw on direct msrketing Avd a very liboral distovery stafue of
lirmtatipns that eveo includes wrongfil death cases.

Merck is o New Jersey company so plaintiffs throughont the country can (ife
fheir case in stare coust Nesw Jerscy with no risk of removal to federal court in scocordance with
28 U.S.C. 1441(b). There has abready been a “mass tott" court assigned to it (NJ Supreme Court
qppoints certain judgos 10 supervise and Lry pinss torts such as Diet Digs, PPA, Hormone
Replacament, anid Viexs). The Judee, Carole 1ighae of Attimue Couny his atreudy 1sued
coveanl escellent decisions inehwding o donind o fiirtin po convenieas utions velving oot of

210 LAKE BWIVE FAST, SUTTE 101 » CHERRY HILL, Nj 06002 ~ TEL REG-55-1118  + PAX B36-Y56-1095

76 SOUTH GRANGE AVUNUE, SUTTE 201 v sOUTH QRANAE, N) 17079« TEL9TLIEIL988 ¢ PAX ¢1Hus4000
215 SOIFTH MONARCH STHEET, SUITE 202 = ASPEN, GO RIG) » T 0709256101 1 FAX 970-925502%
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state Vioxx plaintiffs holding “NI has o substantial interest i policing the conduct and
profecting the interests of ffs eitizen corporations, such as Moek. While it's unfortuste that
Merek and other large corporations generate litigation, that is a burdon thut uny largely industrial
state like NJ has to bear in order to receive the benefits that those sume industries provide, ..NJ
hes a greater fnterest ia allegedly fraudulent action that may buve been committed by one of its

citizens.”

Additionally, Judge Higbee ruled lost week thal Merck lawyers may nol
conduct any ex parfe conversations with any plaintiffs' treating doctors. Judge Higbee rotied
upon the decision in our caso in the PPA litigativn Smith v. Amerlean Home Praducts Corp., 372
ML), Super, 105 (Law Div. 2003). As you know, it the g compsuy pots seoedy {0 tHsengs the
cuse v parfe with the doctors, there is great potential for poisoning (he vuusotion nid Jenrmud
intermediary tesiimony,  Many lederal disteicts do pexoil ex parte dincusgions so this is » hige

advantage over the MDL.,

Given the backgrovnd ncidence of heart attacks and swoles in the older
papulation - the typieal plamtiff who wounld haye been prescribed Vioxx — we believe fedoral
courl 18 a perilous venue. While the general crusation fssue -- can Vioxx canse heart attack and
stroke - should be winnable in a Dawbert henring, fedeml courts could dismlss many cages
becavse of the myopie Danber? decisions on specific causation where a doctor can not absalutely
rule out all alternative cunses. However, in New Jewsey, noither Dawbert, nor the generi
neceptance Fyye test is appliod. Instead, in Rubanick v. Witco Chemical Corp., 125 N.J, 421
(1991), the. New Jersey. Supreme Couct held that the trial court must not “directly and
independently™ determine the soundness svei e imethodlolony, much loss of the study ileself,
/i ul 451, Rathor, the “critical determination {s whether comparable experts accept the
soundness of the methodology..." Id: The court explained the policy reasons bebind this liberal
outlook: becanse of the extremely high level of proof required before seientists will accept & new
{heory, gnd particularfy because of the Gurrent inability ef scionge to fully comprehend [corcino-
genesis], plalntiffy in toxic-tort litlgation, despite strong and indeed compelling indicators that
they have been tortiously harmod by toxie expasure, may never recover iF reqquired 1o walt
general aecoptmice by the sufentifie compithity of a reasonable, but as yel nol cortnin, theory of

causation,” 1d. at 434

Accordingly, the Courl rejected the genera) acceptance test in favor of the more liberal standard
of whether comparable experts accept the methodology.

New Jersey law also recognizes thut o contributory causc can be a substantial
factor eves iit is only a smiall percentago at fault. The New Jersey Supreme Court has held that
cvei a 5% respansibility was a sufficient basis for liability, Stephenson v. B.A. Jones & Co, 103
N.J, 194 (1986). Similarly, the New Jessey courts bave upheld verdicts that both cigaretto
smoking and ashestos exposute smoking werce conenrrenl und contributory causes , (Goss w
American Cyanamid,; 278 NI, Super, 227, 346348 (App. Div. 1994) Thus, cven theugh a dlicnt
may have underlying hearl problemsand be a smoker, Vioxx could still be decimed u substantisl
contributory factor. In many a federa! court, the case would get dismisscd at the Dawbert stage
jusl because the expeit could not rule out the ather caontributory guuses
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New Jersey also has a very liberal statute of limitntions - twa years from
discovery of Infury and enuse, and argunbly, wiongdoing, This even applies to wrongful deuth
cnses. Indeed, in Martinez v. Cooper Hospital, 161 N.J, 45 (2000) the New Jersey Suprome
Cowrt held thist in a wrongful death case the statute of limitations began to run not fram the date
of the paticnts death, but from the date more than three years Intec when the mother received an
anonymous lerter judicating that hospitul personnel failed o promptly weat the decedent pantient,

New Tersey dnas 41 have o borrowing statute. Tu the leading ehalee of law cqpe
the New Jetsey Supremne Court reluged to apply on out-ol stute stuinte of repose which would
have hapred the claim bocausu e uction s onterially copnected o New lorsey by the fact thiist
the allegedly defeative product was mgnufachired in and hen shipped from this Stute by the
defondant-munufaetues." The courl'wher on to rule thel:

We are satisfied, therelore, that New Jemsey in ihis case has a
cognizable and substantil intcresl i deterrence it would be
fisrihered by the spplication of its statute of Henitgtions, und that
inferest is not outweighed by counteryalling concems over
creating unnecessary and discriminatory burdens on domeslic
manufacturers oc by fears of forem shopping and incrensed
litjgation in the courts of this Statc.

Gantes v. Kdason Corporation, 143 N.J. 478, 492-493 (1993)

The Now Jersey Supreme Court also has held that the "lcdmed intermediary
doclrine” does not apply to the direct murketing of drugs to consumers nndl that when the drug
mayifacturor has ndvertised Js druy directly to consumers, the role of the preserilbing doctor
does not broak the ehuin of causation for a drug pompiny's filure to adequately wain pitients of
harinful side otfects. Pevez v. Wyeth Labs., Ine., 161 N1, 27(1999). Given the hnge direst fo
consumer ndvedising of Yioxx, we belicve the Journed intermedinry defense will be minimized

or avoided.

We niso beljave New Jersey will bp the Jurisdiction that will have the quickest
resolution. The Judge has been handling Vioxy laims for approxinintely two yens already,
millions of docuruents have been exchanged, many Merok depositions have ranspited and lrinls
aré tenlatively set for this Spring. (v the fedaml arena, an MDL cowrl hoy not even been
asslgned yet and as you know, no cage oon be tricd by the MDE jadge unless (he plainti(f
haapiens to resiiede i than nsdiction. I'hus, your vases prabably vould nof get Iricduntil after
the ML peneie divcovery Iy camplete aml the case remanded, which 19 years nway.

You are probably wondetng what are the pegative points of filing in New Jersey.
The only isndvantage to the client [hat comes 0 mind ig the Uinited ability 1o abtain ponitive
dumages. Undu Mew Joray Ty, wee st shiow it iopoctant dain was w ithlhld from the

FIYA in order b gt punitive dhunspes in cnses jnyeluing n deoy that hid been FDA spprovid,

We believe factnlly that bucden can he met.
United States Supreme Court's Stere Farm v,
finding hat Jarge punitive verdicty violate the due

[ nny cvenl, i a pinciicil maer, doe 1 the
Cenmphedl 123 8. L 2513 02000) anl jelaied cases
provess Glianse, large prilive serdiers e
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increastogly unlikely or if obieined, are reversed. or reduced, especially in n casg of a mass tort
such as this.

Weitz & Luxenberg would welcome the apportunity to work with you on Vioxx
cases and file them on yeur pelislf i Atlsntic County, whero the court i vennted. Fortmataly,
Atlimtic County (home (o Atlantic City) Is sutficiently Tar from Merck (125 miles away) ad
other divg company headgiters so it the jury shonld not liave n phanoaceutioel iint
Atlantie Conty s consideved o reasonnble sowty for plaintiffs.

We should note that there may be some situatiops where we recommend filing a
case in the MDY, depending on the details of the case and what we learn about the MDL, but we
want you 1o be awaro of the enotmous sdvinigon of the New Jemoy optlon which at this [nnctore
we belieye is the aptimal venue, We will naturally make a decision on i case specific hasis after

we yeview (he records anid when wo know mate about the MDL option,

If you have Vioxx cases you wanl ug to review or have guestions, please contact
Glenn Zuckerman, Faq. at (800) 438-9786 extension 583.

Very tru'llfs;yours,

(3 '/
Arthur [akenberlg

Aag98



