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Subsequent History: Summary judgment granted by, Cause
dismissed by In re Rezulin Prods. Liab. Litig., 390 F. Supp.
2d 319, 2005 U.S. Dist. LEXIS 20631 (S.D.N.Y., 2005)

Prior History: [##1] Plaintiff Anne M. Ruggiero appeals
from a judgment of the United States District Court for the
Southern District of New York (Kaplan, J.), dismissing her
complaint on a motion for summary judgment. Ruggiero
argues that the district court erred in: [i] dismissing her
claim on a ground that was first raised in Defendants’
summary-judgment reply papers, and that was a subject of
ongoing consolidated proceedings in the multi-district
litigation ("MDL") of which Ruggiero’s individual case was
a part; and [ii] holding inadmissible medical expert evidence
that her husband’s cirrhosis and death was attributable to a
drug manufactured and sold by Defendants.

In re Rezulin Prods. Liab. Litig., 361 E Supp. 2d 268, 2005
U.S. Dist. LEXIS 3938 (S.D.N.Y., 2005)

Disposition: AFFIRMED.

Core Terms
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Case Summary

Procedural Posture

Plaintiff wife appealed a judgment of the United States
District Court for the Southern District of New York, which
dismissed on summary judgment a complaint alleging that

her husband’s cirrhosis and death were caused by a diabetes
medication manufactured and sold by defendant companies.

Overview

The ground for dismissal was that the wife failed to produce
sufficient evidence that the medication was capable of
causing or exacerbating cirrhosis (so-called “general”
causation). On appeal, the wife argued principally that (i)
the ruling on general causation was error because that issue
was first raised in the companies’ summary-judgment reply
papers, and was a subject of on-going consolidated
proceedings in the multi-district litigation of which the
wife’s case was part; and (ii)) medical expert evidence
attributing the husband’s cirrhosis and death to the
medication was erroneously ruled inadmissible. As to the
first issue, the wife could not claim that she was blind-sided
by the companies’ reliance on general causation or that she
was prejudiced by the district court’s consideration of that
issue. As to the second issue, there was no error in the
district court’s conclusion that there was no reliable basis
for the expert’s opinion that the medication could cause or
exacerbate cirrhosis of the liver. The expert might have used
a differential diagnosis to rule out competing causes of
cirrhosis without establishing that the medication was among
them.

QOutcome

The judgment was affirmed.

LexisNexis® Headnotes

Civil Procedure > Appeals > Summary Judgment Review >
General Overview

Civil Procedure > Appeals > Summary Judgment Review >
Standards of Review

Civil Procedure > Appeals > Standards of Review > De Novo
Review
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HNI The court of appeals reviews the grant of summary
judgment de novo.

Civil Procedure > Appeals > Standards of Review > Abuse of
Discretion

Evidence > Admissibility > Procedural Matters > Rulings on
Evidence

Evidence > ... > Testimony > Expert Witnesses > General

Overview

Evidence > Admissibility > Expert Witnesses

HN2 A ruling as to the admissibility of expert evidence is
reviewed for abuse of discretion.

Civil Procedure > Appeals > Reviewability of Lower Court
Decisions > Preservation for Review

HN3 The court of appeals has discretion to consider issues
that a party failed to raise in the district court.

Evidence > ... > Testimony > Expert Witnesses > General

Overview

HNH4 See Fed. R. Evid. 702.

Evidence > Admissibility > Scientific Evidence > General
Overview

Evidence > Admissibility > Scientific Evidence > Standards for
Admissibility

Evidence > ... > Testimony > Expert Witnesses > General

Overview
Evidence > Admissibility > Expert Witnesses

Evidence > Admissibility > Expert Witnesses > Daubert
Standard

HN35 Fed. R. Evid. 702 requires the district court to ensure
that any and all scientific testimony or evidence admitted is

not only relevant, but reliable. As to reliability, Daubert
enumerated a list of factors that, while not constituting a
“definitive checklist or test,” a district court might consider:
whether a theory or technique has been and could be tested,
whether it had been subjected to peer review, what its error
rate was, and whether scientific standards existed to govern
the theory or technique’s application or operation. When an
expert opinion is based on data, a methodology, or studies
that are simply inadequate to support the conclusions
reached, Daubert and Rule 702 mandate the exclusion of
that unreliable opinion testimony.

Civil Procedure > Appeals > Standards of Review > Abuse of
Discretion

Evidence > ... > Testimony > Expert Witnesses > General

Overview

HNG6 A district court’s decision as to how the reliability of
expert testimony should be determined, as well as the
ultimate decision as to whether that testimony is reliable, are
reviewed for abuse of discretion.

Evidence > ... > Testimony > Expert Witnesses > General

Overview

Torts > ... > Elements > Causation > Causation in Fact

HN7 A differential diagnosis is a patient-specific process of
elimination that medical practitioners use to identify the
“most likely” cause of a set of signs and symptoms from a
list of possible causes. This method does not (necessarily)
support an opinion on general causation, because, like any
process of elimination, it assumes that the final, suspected
“cause” remaining after this process of elimination must
actually be capable of causing the injury. Where an expert
employs differential diagnosis to “rule out” other potential
causes for the injury at issue, he must also “rule in” the
suspected cause, and do so using “scientifically valid
methodology.”

Civil Procedure > Judicial Officers > Judges > Discretionary
Powers

Evidence > ... > Testimony > Expert Witnesses > General

Overview

Torts > ... > Causation > Proximate Cause > General Overview

HNS8 There may be instances where, because of the rigor of
differential diagnosis performed, an expert’s training and
experience, the type of illness or injury at issue, or some
other case-specific circumstance, a differential diagnosis is
sufficient to support an expert’s opinion in support of both
general and specific causation. The district judge has broad
discretion in determining whether in a given case a
differential diagnosis is enough by itself to support such an
opinion.

Evidence > ... > Testimony > Expert Witnesses > General

Overview

HN?Y9 Conclusions and methodology are not entirely distinct
from one another, and a court may conclude that there is
simply too great an analytical gap between the data and the
opinion proffered.

Evidence > Admissibility > Scientific Evidence > Standards for
Admissibility

Evidence > ... > Testimony > Expert Witnesses > General

Overview

April Thomas



Page 3 of 6

424 F.3d 249, *249; 2005 U.S. App. LEXIS 19899, **]

Evidence > Admissibility > Expert Witnesses > Daubert
Standard

HNI10 When an expert opinion is based on data, a
methodology, or studies that are simply inadequate to
support the conclusions reached, Daubert and Fed. R. Evid.
702 mandate the exclusion of that unreliable opinion
testimony.
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Judges: Before: JACOBS and B.D. PARKER, Circuit
Judges, and HURD, District Judge. *

Opinion by: DENNIS JACOBS

Opinion

[#251] DENNIS JACOBS, Circuit Judge:

Plaintiff Anne Ruggiero appeals [##2] from a judgment
entered by the United States District Court for the Southern
District of New York (Kaplan, J.), dismissing on summary
judgment a complaint alleging that her husband’s cirrhosis
and death were caused by Rezulin, a diabetes medication
manufactured and sold by defendants Warner-Lambert Co.
and Parke Davis (“Defendants”). The ground for dismissal
was that Ruggiero failed to produce sufficient evidence that
Rezulin was capable of causing or exacerbating cirrhosis
(so-called “general” causation). On appeal, Ruggiero argues
principally that [i] the ruling on general causation was error
that
summary-judgment reply papers, and is a subject of on-going
consolidated proceedings in the multi-district litigation
("MDL") of which Ruggiero’s case is part; and [ii] medical
expert evidence attributing Mr. Ruggiero’s cirrhosis and
death to Rezulin was erroneously ruled inadmissible. For
the following reasons, we affirm.

]!.r

because issue was first raised in Defendants’

BACKGROUND

Albert Ruggiero was diagnosed with Type-II diabetes in
1982, and in May 1997, he began taking Rezulin, a diabetes
medication manufactured and sold by Defendants. His death
on August 24, 1998 was [#**3] attributed to liver failure
caused by cirrhosis. On March 21, 2000, Defendants halted
distribution of Rezulin at the request of the Food and Drug
Administration, in light of concerns that the drug caused
increased liver toxicity.

Anne Ruggiero commenced this product-liability action,
claiming that Rezulin caused Albert’s cirrhosis. The case
was added to the “more than one thousand” Rezulin-related
cases consolidated for pretrial proceedings in the Southern
District of New York, before Judge Kaplan. In re Rezulin
Prods. Liab. Litig. (MDL No. 1348), 223 ER.D. 109, 111
(S.D.N.Y. 2004). Defendants subsequently moved for
summary judgment in Ruggiero’s individual case.

The district court granted summary judgment, holding that
Ruggiero produced insufficient evidence of “general”
causation, iLe., evidence that Rezulin is capable of causing
or exacerbating cirrhosis of the liver. ' Specifically, the
court ruled that the sole evidence of general causation
submitted by Ruggiero--the expert opinion of Dr. Douglas
T. Dietrich--was inadmissible (as to that issue) under Fed R.
Evid. 702 (“Testimony by Experts”) and Daubert v. Merrell
Dow Pharmaceuticals, 509 U.S. 579, 125 L. Ed. 2d 469, 113
S. Ct. 2786 (1993). [#*4] The court reasoned that “Dr.
Dietrich was unable to point to any studies or, for that
matter, anything else that suggested that cirrhosis could be
caused or exacerbated by Rezulin.” Dr. Dietrich’s opinion
rested on a review of Albert’s medical records and a

“differential diagnosis,” i.e.. a patient-specific process of
ruling out potential causes of an illness as unlikely, until one
that this
approach did not provide a reliable basis for Dr. Dietrich’s
opinion that Rezulin is capable of causing or exacerbating
cirrhosis.

cause remains. > The court concluded [#252]

[*#35] DISCUSSION

HNI We review the grant of summary judgment de novo.
See Anthony v. City of New York, 339 F.3d 129, 134 (2d Cir.
2003). HN2 A ruling as to the admissibility of expert
evidence is reviewed for abuse of discretion. See Gen. Elec.

*

1

The Honorable David N. Hurd of the United States District Court for the Northern District of New York, sitting by designation.

General causation bears on whether the type of injury at issue can be caused or exacerbated by the defendant’s product. “Specific”

causation bears on whether, in the particular instance, the injury actually was caused or exacerbated by the defendant’s product. See

Amorgianos v. AMTRAK, 303 F.3d 256, 268 (2d Cir. 2002).

2

clear” that he did so.

The district court assumed for the purpose of analysis that Dietrich relied on a differential diagnosis but noted that “it was not really
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