













































































16:00:00). In Sandoz’s case-in-chief, the trial court reversed itself and allowed plaintiffs
to cross-examine Sandoz’s causation experts on materials they expressly did not find
reliable. See, e.g., (Tape No. 15; 2/20/04; 09:08:30); (Tape No. 13; 2/18/04; 11:03:23).

Although Sandoz believed defendants should win the case because of a failure of
reliable medical causation proof, Sandoz also pursued defenses based on its Parlodel®
labeling. Sandoz’s evidence that it had adequately warned Dr. Armstrong included the
text of the labeling itself:

While hypotension during the start of therapy with Parlodel® . . . occurs in
some patients, 50 cases of hypertension have been reported, sometimes at
the initiation of therapy, but often developing in the second week of
therapy. Seizures have been reported in 38 cases (including 4 cases of
status epilepticus), both with and without the prior development of
hypertension occurring mostly in postpartum patients up to 14 dags after
initiation of treatment. Fifteen cases of stroke during Parlodel
therapy have been reported mostly in postpartum patients whose prenatal
and obstetrical courses had been uncomplicated. Many of these patients
experiencing seizures and or strokes reported developing a constant and
often progressively severe headache hours to days prior to the acute event.
Some cases of strokes and seizures during therapy with Parlodel® . . .
were also preceded by visual disturbances (blurred vision and transient
cortical blindness). Four cases of acute myocardial infarction have been
reported, including 3 cases receiving Parlodel® . . . for the prevention of
physiologic lactation. The relationship of these adverse reactions to
Parlodel® . . . administration is not certain. The use of Parlodel® . . . is not
recommended for patients with uncontrolled hypertension or toxemia of
pregnancy. Although there is no conclusive evidence which demonstrates
the interaction between Parlodel® . . . and other ergot alkaloids, the
concomitant use of these medications is not recommended. Particular
attention should be paid to patients who have recently received other drugs
that can alter the blood pressure.

(Def. Ex. 9, App. 8 (emphasis added)). Sandoz’s evidence related to warnings
also included “Dear Doctor” letters relating to the label and the listed adverse

events. (Tape No. 5; 2/6/04; 14:49:39; 15:28:13.)
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The trial court, however, refused Sandoz’s request for a jury instruction reflecting
that a prescription drug maker is required only to provide an adequate warning to the
prescribing doctor, i.e., the learned intermediary. (TR at 7555); (App. 10); (Tape No.
20; 2/26/04; 13:21:44); (Tape No. 20; 2/27/04; 08:46:53) [Proposed Instruction 6:
Learned Intermediary “Sandoz has no duty to provide warnings directly to Mrs.
Gunderson, but only to Dr. Armstrong....”]. On the products liability claim, the trial
court instead instructed:

. ... You will find for the Plaintiffs, ... if you are satisfied from
the evidence as follows:

A. As manufactured by Defendant Sandoz, the drug Parlodel® was
unreasonably dangerous for the use of the drug’s ultimate
users, including Plaintiffs’ decedent, ... A product is
‘unreasonably dangerous’ if it creates such a risk of injury to a
potential user that an ordinarily prudent manufacturer of
pharmaceutical products, being fully aware of the risks, would
not have placed or kept the product on the market; ....
(Tape No. 21; 2/27/04; 10:02:18) (emphasis added). The instruction made no mention at
all of Sandoz’s learned intermediary defense or the fact that the manufacturer’s duty to
warn runs only to the physician. (TR at 8031); (App. 11); (Tape No. 21; 2/27/04;
10:02:08).

Sandoz also attempted to contest specific element of damages at trial. One high-
stakes claim -- as demonstrably established by the jury’s $6 million award -- was the
children’s loss of parental consortium claims. The two children themselves briefly
testified (6 and 5 pages of transcript, respectively) (Tape No. 12; 2/12/04; 11:50:04,
11:59:42) to their loss, as did Mr. Gunderson (30 pages total testimony, including

consortium-related testimony) (Tape No. 12; 2/12/04; 12:23:27). The claim was
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primarily supported by the subjective testimony of a litigation-retained therapist, Dr.
Bower.'®

In order to assist the jury in determining the level of appropriate compensation for
the children’s loss, defendants attempted to introduce evidence of another consortium-
giving relationship that the children enjoyed after Mrs. Gunderson’s death. The trial
court refused to allow any such evidence of mitigation. (Tape No. 6a2; 1/19/04;
16:42:11.) Through avowal testimony, then, defendants ‘“demonstrated that [Mr.
Gunderson’s girlfriend Janice Hays] has developed a loving relationship with [the
children.],” slip op. at 50 (dissent), and that “Ms. Hays ‘splits up’ the parenting duties
with Mr. Gunderson,” id. See (Tape No. 11; 2/16/04; 09:36:03); (Tape No. 8; 2/11/04;
14:53:01)."

Sandoz also attempted to defend the wide-ranging allegations of corporate
misconduct that plaintiffs pursued in connection with their liability and punitive damages
claims. One of plaintiffs’ primary pieces of “evidence” that Sandoz acted maliciously in
Kentucky was the patently inadmissible hearsay of the Armstrong estate cross-claim.'®

The cross-claim was admitted -- and repeatedly read and shown to the jury -- as
substantive evidence against Sandoz over objection (Tape No. 1; 2/02/04; 13:04:00):

These are . . . Dr. Armstrong’s pleadings, he says, . . . Sandoz . . .

engaged in a deliberate plan and a pattern of misrepresentation in
order to establish and maintain a national marketing system for

'® Sandoz adopts the more extensive discussion of the therapist’s testimony set forth in
Armstrong’s brief.

'7 Sandoz adopts the more extensive discussion of the avowal testimony set forth in
Armstrong’s brief.

'® Plaintiffs had no evidence that Sandoz had any contact whatsoever with Mrs.
Gunderson.
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Parlodel® solely to increase the profits of Sandoz . . . and further with
a disregard for the safety of the public. ....

It goes on to say Sandoz should have known through the exercise of
ordinary care the dangers of giving this. Nonetheless, they failed to
provide proper warnings to Dr. Armstrong. And it says through its
advertisements, its promotion and its labels . . . they misrepresented to
the public and to the physicians, including Dr. Armstrong, the quality
and character of the drug by representing that the drug was needed,
effective, safe and intended for routine use, which representations were
untrue.

Plaintiffs’ opening (Tape No. 3; 2/04/04; 11:11:02) (excerpted from approximately four
continuous pages of transcript in which plaintiffs’ counsel recited and displayed quotes

from the cross-claim).

.. .. and do we have that claim thing? . . . This is what’s called a cross-
claim, . . . What they’re saying is . . . [Sandoz] failed to warn the
physicians, including Dr. Armstrong, of the dangers and risks of that,
and he believed it very much, that he wasn’t told about this. And he
says that these people knew or they should have known about the
dangers of it, because he really didn’t know. .. ..

The rest of it is saying through its advertisements and everything like that.
You’ve seen all the things about their advertisements, about how they’re
misleading and things of that nature and they say the labels and the
information on it for suppression of lactation misrepresented to the
public and the physicians the quality and the character of the drug,
and then he said he relied on those representations, which he did. . . ..

[In the cross-claim] Karen, [Dr. Armstrong’s] widow said it was deliberate
and fraudulent misrepresentation, and they said it was gross negligence,
and potentially misrepresented to Karen and her husband what they were
doing. . ...

But getting back to Dr. Armstrong and what his widow did, they felt
strongly -- to finish this plea -- they felt strongly that he wasn’t told of
the risk or the side effects, and he would -- the side effects of stroke,
seizures and death, . ...

Plaintiffs’ closing (Tape No. 21; 2/27/04; 14:03:46, 14:05:34, 14:21:22) (partial

excerpts); see also voir dire (Tape No. 2; 2/3/04; 10:18:01) (“Dr. Armstrong sued
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Sandoz. And he said Sandoz, you didn’t tell me about that. Sandoz, you’re responsible
for what you did, and a lot of other things. We’ll show you the proof. We’ll show you
exactly what Dr. Armstrong said about Sandoz.”). As plaintiffs’ counsel made clear to
the court: “this cross-claim only goes against the conduct of Sandoz” and “would tend to
.. . exculpate Dr. Armstrong” and “this cross-claim is very prejudicial against -- as far as
the evidence, against Sandoz, not against Dr. Armstrong.” (Tape No. 6; 2/9/04; 9:44:56);
see also (Tape No. 6; 2/9/04; 9:45:34) (plaintiffs’ counsel to court: “this cross-claim, in
fact, says Dr. Armstrong didn’t know about it, he was misled, he was misinformed, there
was misrepresentations by Sandoz, which if the jury believes all that, they would get to
be thinking that Dr. Armstrong didn’t know some information. There’s information that
Dr. Armstrong was withhel.d from and that would tend to exculpate Dr. Armstrong in this
matter.”).

Plaintiffs more generally relied in their punitive damages demand on alleged
conduct that had no nexus to Kentucky or plaintiffs’ claim. They relied on elaborate
accusations, e.g., that (i) a Sandoz doctor in New Jersey lied to a Dr. Prince, an
obstetrician in Dallas, when he called to discuss two patients in Dallas (Tape No. 6;
2/09/04; 14:12:54); (i1) Sandoz “whitewashed” Parlodel®s adverse effects in talking to
Dr. Kulig, a toxicologist in Denver (Tape No. 5; 2/05/04; 17:10:47); and (iii) Dr. Krupp,

1®’s purported ability to cause

an official at a foreign Sandoz affiliate, knew of Parlode
seizure (Tape No. 5; 2/6/04; 13:40:09). Plaintiffs presented evidence of alleged

. . 1 .
nationwide adverse events and revenues from Parlodel® sales, ' and argued, without a

' (Tape No. 6; 2/09/04; 14:47:46); (Tape No. 9; 2/12/04; 09:25:32, 13:15:33); (Tape No.
11; 2/16/04; 11:37:38).
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basis in the record, that Sandoz was “a company that studies how many people will die
and how big a profit [they] are making.” (Tape No. 21; 2/27/04; 14:11:38.) In their
closing argument, they referred six times to Sandoz’s alleged conduct in Switzerland,
specifically calling on the jury to “deter people that operate out of Switzerland and all
over the world.”*® The trial court then rejected Sandoz’s request for an instruction
advising the jury that they were prohibited from awarding punitive damages for wrongful
conduct outside of Kentucky and unconnected with the case. See (TR 7565); (Apps. 12,
14); (Tape No. 20; 2/26/04; 13:20:07).*!
ARGUMENT
L. Sandoz Is Entitled To Judgment Or A New Trial Because The Trial Court’s
Tandem Decisions To Admit Unreliable Expert Testimony And Then To
Deny Sandoz Proper Cross-Examination Violated Sandoz’s Due Process

Rights, The Kentucky Rules Of Evidence, And This Court’s Clear
Precedent.”

A. Kentucky Has A Well-Established Framework For Expert Testimony.

Courts have long recognized that “a certain patina attaches to an expert’s
testimony unlike any other witness; this is ‘science,’ a professional’s judgment, the jury

may think, and give more credence to the testimony than it may deserve.” United States

20 (Tape No. 21; 2/27/04; 14:23:45, 14:37:57, 14:43:01, 14:52:28); (Tape No. 22;
2/27/04; 15:24:40, 15:28:32).

*! Plaintiffs also improperly bolstered their punitive damages appeal by arguing that they
could not be fairly compensated because Kentucky law did not let Mr. Gunderson or Mrs.
Gunderson’s parents pursue loss of consortium claims. (Tape No. 22; 2/27/04; 15:35:10.)
Sandoz asked the trial court to instruct the jury that punitive damages can be awarded
solely to punish the defendant, not as additional compensation for loss. The trial court
rejected Sandoz’s request. (App. 13 & 14.)

22 Defendants preserved this issue for appeal through motions for summary judgment,
directed verdict, and judgment notwithstanding the verdict. (Tape No. 6al; 1/19/04;
09:12:26); (Tape No. 12; 2/17/04; 14:11:40); (Tape No. 50al; 6/09/04; 13:10:37).
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v. Hines, 55 F. Supp. 2d 62, 64 (D. Mass. 1999); see also, e.g., Ky. Traction & Terminal
Co. v. Humphrey, 182 S.W. 854, 857 (Ky. 1916) (because “experts are frequently rather
the hired advocates of the parties than men of science placing their special experience at
the service of the cause of justice,” it is “important that the circumscribing rules
permitting [the] introduction [of expert testimony] should be the more strictly

enforced”).*

Accordingly, like many courts, this Court has adopted safeguards to
ensure that the jury hears only testimony that, among other things, is grounded in sound
science. Kentucky Rule of Evidence 702 sets the stage: a qualified expert may testify
“[i]f scientific, technical, or other specialized knowledge will assist the trier of fact to
understand the evidence or to determine a fact in issue. . . .”

This Court’s interpretation of the Rule 702 admissibility standard tracks the
“Daubert-trilogy” of the United States Supreme Court.”* See Goodyear Tire and Rubber
Co. v. Thompson, 11 S.W.3d 575 (Ky. 2000). Thus, a party bears the burden of making
a threshold showing to the trial court that the “scientific knowledge” he will proffer by
expert testimony meets dual standards of reliability and relevance. Mitchell, 908 S.W.2d

100; see Goodyear Tire, 11 S.W.3d at 578 (reversing appellate court and holding

testimony proffered by plaintiffs’ expert in products liability action inadmissible); see

> This Court has observed: “In an earlier time, the use of expert witnesses was limited
and involved the occasional testimony of a physician, a professor, or some other person
in the community who possessed specialized knowledge that would be of assistance to
the trier of fact in understanding the case. In modern litigation, however, it would be
difficult to overstate the importance of expert witnesses. Some of the most important
decisions of the Supreme Court of the United States in recent years have dealt with the
admissibility of expert opinion in an effort to assure its reliability, and this Court has
devoted considerable attention to issues relating to expert witnesses.” Tuttle v. Perry, 82
S.W.3d 920, 923 (Ky. 2002) (emphasis added).

2% Daubert v. Merrell Dow Pharms. Inc., 509 U.S. 579 (1993); General Elec. Co. v.
Joiner, 522 U.S. 136 (1997); Kumho Tire Co. v. Carmichael, 526 U.S. 137 (1999).
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also Weisgram v. Marley Co., 528 U.S. 440, 455 (2000) (Daubert set “exacting
standards™).

In first determining whether expert testimony is reliable, the trial court “must
make a preliminary assessment of whether the reasoning or methodology underlying the
testimony is scientifically valid.” Mitchell, 908 S.W.2d at 101 (citing Daubert). “In
order to qualify as ‘scientific knowledge,” an inference or assertion must be derived by
the scientific method. Proposed testimony must be supported by appropriate validation -
- 1.e. ‘good grounds,’ based on what is known. Id. (quoting Daubert) (emphasis added).
The scientific method, of course, requires such objective methodology as generating a
testable hypothesis and then subjecting it to the crucible of experimentation,
falsification/validation, and replication. See Newkirk v. Commonwealth, 937 S.W.2d 690,
695 (Ky. 1996) (“two of the primary criteria suggested in Daubert to determine scientific
reliability are whether the principle is subject to falsifiability and whether the known or
potential error rate has been evaluated”); Daubert, 509 U.S. at 593 (“Scientific
methodology today is based on generating hypotheses and testing them to see if they can
be falsified; indeed, this methodology is what distinguishes science from other fields of
human inquiry.”) (internal quotation marks omitted). In short, the requirement that an
expert’s testimony pertain to ‘scientific knowledge’ establishes a standard of evidentiary
reliability.” Mitchell, 908 S.W.2d at 101 (citing Daubert).

The trial court must then make a second determination whether the expert’s
scientific opinions are relevant to the specific facts at issue, a determination that has been
described as one of “fit.” “‘Fit’ is not always obvious, and scientific validity for one

2

purpose is not necessarily scientific validity for other, unrelated purposes.” Goodyear
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Tire, 11 S.W.3d at 578 (quoting Daubert). “As noted by the Kumho Court, neither
Daubert nor the rules of evidence require a trial court ‘to admit opinion evidence that is
connected to existing data only by the ipse dixit of the expert.”” Id. at 581. “A court may
conclude that there is simply too great an analytical gap between the data and the opinion
proffered.” Joiner, 522 U.S. at 146. Thus, while the focus of the Mitchell/Daubert
inquiry is on an expert’s methodology, “conclusions and methodology are not entirely
distinct from one another.” Id.

Kentucky Rule of Evidence 702 gives the court the discretionary authority to
determine admissibility of expert testimony in light of the particular facts and particular
circumstances of the given case. Goodyear Tire, 11 S.W.3d at 583. “The discretion
given to a trial court in determining the admissibility of expert testimony ‘is discretion to
choose among reasonable means of excluding expertise that is false and science that is

29

junky. Id. (quoting Kumho, 526 U.S. at 158 (Scalia, J., concurring)); see also
Farmland Mut. Ins. Co. v. Johnson, 36 S.W.3d 368, 379 (Ky. 2001) (same). Particularly
where the testimony rests on “‘new’ science which lacks the legitimacy of a chorus of
sponsors[,] . . . the court should be an especially vigilant gatekeeper.” Hines, 55 F.
Supp. 2d at 66.

Finally, in Kentucky, if challenged expert testimony is admitted, basic due
process demands that the expert testimony be subject to “vigorous cross-examination,
presentation of contrary evidence, and careful instruction on the burden of proof.”
Daubert, 509 U.S. at 596 (internal quotation marks omitted); e.g., Brown-Forman v.

Upchurch, 127 S.W.3d 615 (Ky. 2004) (noting vigorous cross-examination that exposed

weaknesses of expert).
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B. The Trial Court Failed To Properly Exercise Its Gatekeeping
Function.

This Court has given trial courts significant guidance on procedures to follow in
order to fulfill the “sound science” mandate of Mitchell and its progeny. For example, in
City of Owensboro v. Adams, this Court observed that although the trial court “need not
always hold a Daubert hearing,” the trial court “should do so when admissibility is not
obvious from the record.” 136 S.W.3d 446, 451 & n.1 (Ky. 2004) (emphasis added).

The City of Owensboro rule advances Mitchell’s requirement for a pre-trial
determination of reliability and fit:

When “[f]aced with a proffer of expert scientific testimony,” the trial judge

must determine af [a preliminary hearing] “whether the expert is proposing

to testify to (1) scientific knowledge that (2) will assist the trier of fact to . . .

determine a fact in issue.” Daubert, 509 U.S. at 592 . . . . [T]he trial court

judge must conduct a preliminary hearing on the matter utilizing the

standards set forth in Daubert.

Mitchell, 908 S.W.2d at 101-02 (emphasis added).?’

Here, the trial court never heard testimony or argument before trial on whether
plaintiffs’ experts met the Daubert standards, but it certainly “should [have done] so.”
City of Owensboro, 136 S'W.3d at 451 & n.1. Admissibility of plaintiffs’ experts’
causation theory was not “obvious from the record”; to the contrary, the only “obvious”
evidentiary point was that a dozen other courts had excluded the very same evidence
because they deemed it scientifically unreliable under Daubert itself. See Brumbaugh v.

Sandoz Pharms. Corp., 77 F. Supp. 2d 1153 (D. Mont. 1999) (evidence held inadmissible

% Pretrial Daubert hearings can be conducted with no undue cost to the judicial system
and create the requisite record for appellate review of admissibility. See, e.g., Sand Hill
Energy, Inc. v. Ford Motor Co., 83 S.W.3d 483, 488-91 (Ky. 2002) (citing “extensive
Daubert hearing” in upholding evidentiary ruling), rev'd on other grounds sub nom. Ford
Motor Co. v. Smith, 538 U.S. 1028 (2003).
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