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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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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/ jurisprudence

requires a type of gatekeeping akin to that required by

~

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.” In

re Zoloft (Sertraline Hydrochloride) Prods. Liab. Litig.
(“"Zoloft I” 26 F. Su 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 questioned whether
there is something in 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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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) .
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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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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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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,

Aab
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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 ftestimony of plaintiff’s

experts, specifically, Dr. Amick Berard; Dr. Robert

Aa7
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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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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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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

Sucov. Dr. Sucov
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Each application to be considered here was
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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 whether 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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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 shcould
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.

ub k 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 wsll as two live

presentations.
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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 oﬁ the experts, their

reasoning and methodology is slanted away from
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32
The epidemiologist then uses statistical
methods and reasoning to allow that researcher to draw
a biological inference between the fact being studied

Merrell Dow

Pharmaceutical, Incorporated 2m 307, 311 (5%

slip opinion at

Conrick
Conrick
General Elec¢tric Co. v Joiner
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

Aa32
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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

113 Fed. Sup. 3%, 841, 862 {(Dis%.
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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

Aa35
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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,

paga 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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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 United States v Stanley,

(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?
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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?

CHEFFO: Mmm-hmm.
IPSARO: Your Honor, this 1s Mr. Ipsaro.
COURT: Yes, sir. Oh, hi, Mr. Ipsaro.
IPSARO: Good afternoon. I -- the -- the
that would probkably
don’t know 1f you’re
part of

will go

Aad3
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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.
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

issues on Grayson, which iz fine. We’ll deal with

that, when we have to deal with that.

MR. CHEFFO: Yeah, I think that’s fine, Your

Aads
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That, you know, this is not a kind of car

right?
COURT: Mmm-hmm.
CHEFFO: So, I -- so, I don’'t think that
workable. But, what I -- what I do think

have a good faith
out, really, 1f we could narrow
might address some of his

certainly would help us. And probably

help Your Honor.

THE

MR.
days.

THE

MR.

COURT: Mmm-hmm.

CHEFFO: And it would give you back a few

COURT: Absolutely.

CHEFFO: And, then -- and, then,
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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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22

23

-— because 1’11l be doing this.
do need to accommodate those, because

a catch-all

lock in the 22%¢ and the 29*", for

all of the Kemp applications must

THE COURT: Mr. Rodriguez, you brought the
matter, a couple of case manadement conferences ago,
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 (o make -- - =

MR. RODRIGUEZ: OCkay.
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will see that some of those orders
and I appreciate
applications, they

see Dr

10
17
18
19 THE COURT: Okay
RODRIGUEZ: Just asking.
21 THE COURT: appreciate that Okay.

22 you all very much.

23 MR. CHEFFC Thank you, Judge.
24 THE CGQURT: And have a nice weekend.
25 MR. RODRIGUEZ: Thank you
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25

57

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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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
31d. at 102-07
32)g at 127-31. As will be discussed below, Dr. Zweig's
inability to recall specifics regarding information she had
reviewed, including medical records, was a consistent theme
of her deposition
B d at 118-19, 153-54
MPX [*14] 19 at 10-11
% 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

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.").

Page 5 of 12
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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)

14 See, e.g., id. at 132-33, 141, 144, 181, 212, 404.

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, ¢g., 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 literature. 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, 15 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.RE 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")

GARY TULP
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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 Dauberi’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 & tha 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),
¢ Daubert, 509 U.S. al 590.

57 Id

Page 7 of 12
LEXIS 128, *22

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. 1t 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 S. 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 Stales v
Downing, 753 F.2d 1224, 1242 (3d Cir 1985)

81 Kumho Tire, 526 U S. at 152,

82 Daubert, 509 US 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

GARY TULP
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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 al $15.

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

GARY TULP
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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 al S14,
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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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Under 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

€ co e ly ¢; and (3) the witness must have
§ to t dt ny.
[Crean , 185N, 345, 355 (2005) (quoting Carp.,

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,” Stafe , 194 M 54, 91 (2008);
accord 151 N.J, 117, 1V69-76 (1997) (citing S ,293E 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 125 N.J.
421, 449 (1991); Kemp, supra, 174 N.J. at 430.°

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
opinion is sound. See C ¥, ., 179 N.J, 318, 337 (2004). The Supreme

Court of New Jersey has specifically noted that, in the case of pharmaceutical litigation “in
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symptoms or mortality.” 1bid. (quoting , 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 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 causes 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

, supra, 339 F.3d at 1058) (internal citations and quotations omitted). However, an
expert “need not conduct every 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.” -1bid, (quoting Inc,, 167 [.3d 146, 156 (3d Cir. 1999)
(internal quotations omitted); , 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.

782 So. 2d 606, 611-12 (La. Ct. App. 2001),

Servs., 922 So. 2d 1113 (La. 2004), atl® N , 922 So. 2d 1113 (La. 2006) (citing Jones v.

, 731 80.2d 216, 220 (La. 1999)). The substantial factor test is the “preferred test for
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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.

12

Aa81




Creanga Clausen

"' Zweig Dep. at 129:19-24 (There is an cpidem

130:8-11 (The prevalence of diagnosed diabetes is increasing, particularly among obese individuals); id. at 88:1 1-18
(Most patients with diabetes arc obese); id, at 59:24-60:17 (Diabetes “is a progressive condition™); id. at 206:10-
207:3 (the risk of diabetes increases with the duration of obesity); id. at 56:18-21 (Mr, Baker was obese “long
before” he started taking Seroquel®); id. a1 235:17-25 (; obese for "about 10 years” before Seroquel® and overweight
for 11 yeurs 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 obesily is the number one Teasou for an increasing number of patients with type 2 (adult onset)
diabetes™); id. at 206:10-207:3 (obesity “accounts for a high percentage or the vist mijority” 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

otes, perce eloped secause of their obesity™); id, at 386:8-14 (same); id. at

233 (M. of 35.







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.JR.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 Plaintitf’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
I

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).
18 Zweig Dep. at 190:11-16; Zweig Kemp Hearing at 60:13-16, 81:17-19.
¥ See Zweig Kemp Hearing at 78:15-82:6.

2014, at 82:10-12,
4 Zweig Dep. at 343:9-15.

2 1d. at 563:9-566:17.
B 1d, at 567:11-568:12.

Aag4



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.

M 1d. at 566:18-567:1.

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

®1d, at 187:10-17.

2 [hid.

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

% Black E., et. al, Long-lerm influences of body-waight chanees, independent of the attained weight, on
yisk af impaired slucose tolerance and Type 2 diabetes,  Diabetic Medicine 1199-1205 (2005).

* Resnick HE, et al., Rels

iion of weight pain and weight loss on subsequent diabefes risk in overweight

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 , 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, , 29 F.3d at 502). Citing statistical evidence of the links between

Seroquel® use and diabetes, and taking into consideration Plaintiff’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. Zweig was unable to
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

% See, e.g., Zweig Dep. at $1:5-16; id. at 53:24-
remember off the (op of my head a specific example

s. [ can’t tell you top of my h

); id. at 326:13-32 top of my h
stuff in the last couple of days.”); id. at 536:24-537:18
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
diabetes from Seroquel® at the low doses ingested by Plaintiff. 1d. at 466:7-9 (agreeing “that a 75 to 100-milligram

dose of Seroquel is a low dose™). In addition, Defendants point out that, althoiigh she claimed i her Repost that she
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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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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

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 each of those 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

at:

tal
9,

ers el®,
at 4 Jainti
15, main

was Seroquel®, id. at 449:2-6.

) 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 univesity and I know how to read studies that
have animals in them.”).

>4 Plaintiff Bxhibit 11 (Seroquel 2009 Label)
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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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staty Vioxx plaintiffs holding “NJ has o substantial interest in policing the cor and

profecting the interests of ffs citizen corpo wiions, such as Moek. While it's unfort that
Merek and other large corparations generate litigation, that is a burdon thut sny largely triad
state like NJ has to bear in order to receive he benefits that those sume industries pro WY

Additionally, Judge Higbee ruled last week that Merck lawyers may nol
conduct any ex parfe conversations with any plaintiffs' treating doctors. Judge Higbee rotied
upon the decision in our case in the PPA litigation Smith v. Amerjean Home Praducts Corp., 372
ML), Super, 105 (Law Div. 2003). As you know, il the g compeuy pets seoesy {0 (senss the
cuse ex parfe with the docturs, there s preat potential for poisoning the cuvstion nnd Jerud
intermediary tesiimony,  Many lederal disteicts do pexoil ex parte dincusgions so this is » hige

Given the backgrovnd ncidence of heart attacks and swoles in the older
papulation - the typical plamtiff who would have 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 hearing, feden] courts could dismlss many coges
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
peceptance Jirye test is applied. Instead, n Rubanick v Witco Chemical Corp., 125 N.J, 921
(1991), the. New Jersey. Supreme Couct held that the trial court must not “directly and
independently" determine the soundness everal the methodolony, mush loss of tho study flselt,
Jd. ut 451, Rathor, the “critical delerminnlion is whather 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 accopt & new
{heory, gnd particularfy because of the Gurrent inability ef scionge to fully comprehend [corcino-
genesis], plalntffy in toxic-tort litlgution, despite strong and indeed compelling indicators that
they have been tortiously harmod by toxie expasure, may never recover iF reqquired 1o walt
general accaptance by the scientific compunity of @ reasanable, but as yel nol cortnin, theory of

causation,” 1d. at 434

respa ibil suffic ent basi iab Stephensony. B, Jo s & Co

986). imi e New Jersey ¢ bty held verdicts that both  peretio

noking ish smoking W urr nd contribulory causes  (foss v
mericar  ana uper, 227, Div
may hav der slemsa 8%

contribu fne federal






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 to work with you on <Vioxx
cases and file on yeur

nint.

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
awars on
afler
we and

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