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L THE EXPERT TESTIMONY CONSIDERED BY THE JURY WAS
NEITHER PROPERLY SCREENED BY THE TRIAL COURT NOR
PROPERLY ADMITTED AGAINST DEFENDANTS.'

Plaintiffs’ fanciful recitation of the “facts” and causation “evidence” is replete
with errors and by itself underscores the value of a trial court’s pre-trial efforts to screen
scientific testimony and to provide reviewing courts with a clear basis for its
admissibility rulings. The issue is not the sufficiency of Plaintiffs’ post hoc conspiracy
theory, but rather whether the trial court first ensured that the jury heard only
scientifically reliable and relevant evidence and then ensured that the jury was able to
evaluate such evidence fairly. The trial court failed to do so. See generally Appellant’s
Br. at 21-37.2

Plaintiffs’ experts, whose testimony and methodology are at issue, did not
themselves adopt the array of “evidence” or the interpretations of that “‘evidence” that
Plaintiffs put forth in their brief. For example, no one testified — or could have testified —
that there were “hundreds of medical textbooks and articles which stated Parlodel causes
hypertension and late occurring seizures.” Appellees’ Br. at 26.> And no one testified —

or could have testified — that there were “animal studies indicating Parlodel caused both

! Sandoz adopts and incorporates by reference the arguments on this issue set forth in Dr.
Armstrong’s briefs in companion appeal 2006-SC-000175.

2 See also generally Br. of Amicus Curiae Product Liability Advisory Council, Inc., at 3-
14.

? Plaintiff similarly wrongly describes, without supporting citation to the record, the data
reported in Study 60, Appellees’ Br. at 3 (alleging “several of the patients . . .
experienced episodes of hypertension), and the Herings study, Appellees’ Br. at 14
(alleging “initial conclusion that Parlodel was likely to cause hypertension, seizure,
stroke and death”). Compare with, e.g., (Tape 7; 2/12/04; 16:56:11) (Petro) (testifying
that Study 60 data showed a single diastolic measurement above 90 in only one person,
not meeting his definition of hypertension in even the one) and (Tape 13; 2/18/04;
10:57:26) (Goff) (no reference to hypertension, seizure, stroke, or death in initial
conclusions). Additional examples abound.




hypertension and hypotension.” 7d. at 26. And no one testified — or could have testified
(even if Plaintiffs had supporting epidemiology, which they did not) — that “When an
epidemiology study concludes a positive association between a drug and an event it
means the drug has caused the observed adverse effect.” /d at 11.°* Indeed, as to this last
example, the witness “cited” by Plaintiffs actually testified: “does nof mean a causal
relationship.” (Tape 13; 2/18/04; 13:38:08).

A reliability screen of the actual evidence and methodologies at issue shows (and
would have shown pre-trial) that, for example:

(1) The ERI study — described on appeal by Plaintiffs as “the only scientifically
reliable and statistically significant study conducted on Parlodel use in postpartum
women,” Appellees’ Br. at 13 - found: (a) that bromocriptine in the absence of
ergonovine “does not appear to elevate the risk of [late postpartum| seizure at
all,” see, e.g., (Pl. Ex 11 (unpublished ERI) at pp- 29-30 (emphasis added)); see
also Appellant’s Br. at 12 & n.13 (additional cites to unpublished and published
ERI); and (b) that its data were “more consistent with no effect at all, or a
protective effect of bromocriptine on seizure risk,” (see Def. Ex. 7 at 237); see
also Appellant’s Br. at 5, 12.

(2) All of the relevant animal data showed that Parlodel® is protective against
seizures or had no effect at all. See Appellant’s Br. at 5-6, 31. Plaintiffs now
concede that “To ignore the animal studies would be bad science.” Appellees’ Br.

at 30.

* Nor did anyone testify to this wrong statistical theory: “In epidemiology, a result is
significant if it is twice as likely to occur.” Appellees’ Br. at 11 n.19.




The many courts that have excluded Plaintiffs’ experts’ theories of causation in the

Parlodel® litigation have done so after this sort of determined review of the actual studies

and proposed testimony. E.g., Brumbaugh v. Sandoz Pharms. Corp., 77 F. Supp. 2d 1153

(D. Mont. 1999) (evidence held inadmissible in a seizure case); Rider v. Sandoz Pharms.

Corp., 295 F.3d 1194 (11th Cir. 2002) (same; seizure and stroke); Appellant’s Br. at 25-

20 (citing additional cases). As in those cases, Plaintiffs’ experts’ testimony here should

have been, and should be, disallowed.’

Moreover, the trial court’s refusal to allow full and fair cross-examination of
Plaintiffs’ experts made any “cure” of the evidentiary errors impossible. Plaintiffs
misapprehend the argument when they claim an avowal was necessary. Appellees’ Br. at
31-34. The issue is one of process: the jury was deprived of the opportunity to see
whether or how Plaintiffs’ experts reacted and responded to certain challenges to their
opinions, and that cheated Sandoz out of part of its fundamental right to defend. See
Appellant’s Br. at 33-36.

I1. THE TRIAL COURT COMMITTED REVERSIBLE ERROR WHEN IT
REFUSED TO INSTRUCT ON SANDOZ’S LEARNED INTERMEDIARY
DEFENSE.

Plaintiffs now explicitly concede, as they must, that pursuant to the learned
intermediary doctrine as adopted in Kentucky, “the manufacturer’s only duty of warning

is to the doctor, Dr. Armstrong, and not Mary [Gunderson]. . ..” Appellees’ Br. at 36-37;

see also generally Appellees’ Br. at 35-37; Appellant’s Br. at 37-40; Larkin v. Pfizer, 153

> Plaintiffs’ arguments notwithstanding, Appellees’ Br. at 25, Sandoz does not suggest
that the trial court simply should have adopted the findings of these other courts. Rather,
Sandoz urges that the fact that so many courts have found these expert theories unreliable
signals that the theories should have received real scrutiny and underscores the need for
findings by the trial court.




S.W.3d 758 (Ky. 2004). The concession requires that the judgment be reversed, because
the trial court refused Sandoz’s request to so instruct the jury.

Plaintiffs argue only that Sandoz was not entitled to an instruction on the correct
legal standard because “no factual issue existed as to the adequacy of the warning. . . .”
Appellees’ Br. at 35. The record overwhelmingly reveals the absurdity of Plaintiffs’
belated position. From the time of opening statements, Sandoz argued that it had
provided exactly the right information to adequately warn physicians to any risks
associated with Parlodel®™:

Back as early as 1984, [the adverse events] were reported on the package

insert. . .. The 1993 package insert, 1993 being the year that Mrs.

Gunderson took Parlodel, had updated numbers. . .. And so when

Sandoz puts this information on the label, it’s done everything it

reasonably can to alert physicians. . . .

(Tape 3; 2/4/04; 13:58:57).

The package inserts, related Dear Doctor letters, and the published ERI study
were among the trial exhibits. (D9, P140, P141, D29, P32, P33, P34, D7). Sandoz called
in its case-in-chief a former Commissioner of the F DA, who testified about, among other
things, the purpose of the package insert and the package insert language. E.g., (Tape 19;
2/25/04; 14:36:35) (Hayes) (explaining, inter alia, that the package insert is written for
the prescribing physician). Sandoz’s expert obstetrician specifically testified as to the
adequacy of the Parlodel® label. (Tape 17; 2/24/04; 10:24:22) (Morrison). The extensive
testimony and evidence on the key causation issues presented by all parties, see

generally, e.g., (Tape 17; 2/24/04; 09:17:50) (Morrison); (Tape 13; 2/18/04; 9:28:01)

(Gofl), obviously would — and were offered in part to — assist the jury in evaluating




whether the warnings were adequate.®
At a minimum, Sandoz’s evidence presented a fact question on the adequacy of

the warnings at issue.” The trial court’s failure to instruct on the correct legal duty

entitles Sandoz to a new trial.

III. THE TRIAL COURT COMMITTED REVERSIBLE ERROR WHEN IT
ADMITTED INTO EVIDENCE AGAINST SANDOZ THE
“PARTICULARLY EGREGIOUS” HEARSAY OF THE CROSS-CLAIM
OF DR. ARMSTRONG’S ESTATE.

Addressing the “egregious hearsay” of the cross-claim, see Slip op. at 50
(Rosenblum, J., dissenting), Plaintiffs now say that “The cross-claim was offered as
probative evidence against Armstrong, not Appellant, for [the] limited purposes” of
establishing a party-admission, and that the cross-claim was “equally damaging to
Armstrong” as to Sandoz. Appellees’ Br. at 40-41. Plaintiffs told the trial judge exactly
the opposite: “[T]his cross-claim only goes against the conduct of Sandoz” and “would
tend to . . . exculpate Dr. Armstrong,” and “[T]his 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).%

® Plaintiffs’ suggestion — offered with no support — that a defendant cannot argue both
that its product was safe and that its warnings were adequate is devoid of merit and is
1ncon51stent with the applicable FDA regulations. Indeed, the FDA-approved labeling for
Parlodel” still correctly recites that a causal relationship has not been established between
Parlodel® and the adverse events at issue here. See, e. g., (Tape 19; 2/25/04; 14:38:22)
(Hayes).

7 The record was such that in some jurisdictions Sandoz would have been entitled to
judgment as a matter of law based on the warnings it provided. See Larkin, 153 S.W.3d
at 764-65 (citing cases referencing language in, for example, package inserts and the
Physician’s Desk Reference).

¥ Because the cross-claim was admitted against Sandoz specifically, Plaintiffs” argument
that Sandoz should have requested a limiting instruction is nonsensical. See Appellees’
Br. at 42-43.




Plaintiffs may not change the record to advance new theories on appeal. The
cross-claim was blatant hearsay, was admitted as substantive evidence against Sandoz,
and was published repeatedly to the jury to the direct and unfair prejudice of Sandoz.
Moreover, its admission was not harmless error as proposed by Plaintiffs. Appellees’ Br.
at 43 n.37. It is absurd to say that the cross-claim “contributed no new facts,” id.; in
truth, the hearsay was Plaintiffs’ best — and in some ways, only — “evidence” of alleged
misconduct by Sandoz directed at Dr. Armstrong himself, as opposed to the vague
evidence of alleged misconduct by Sandoz directed to nonparties with which Plaintiffs
tried much of their case. Compare Appellees’ Br. at 1-17 with Appellant’s Br. at 18-20.
IV.  THE TRIAL COURT’S EVIDENTIARY AND INSTRUCTIONAL

ERRORS ON PUNITIVE LIABILITY VIOLATED SANDOZ’S

CONSTITUTIONAL DUE PROCESS RIGHTS AND CANNOT BE CURED

BY A NEW TRIAL ON PUNITIVE DAMAGES ALONE.

As the Court of Appeals correctly found, the trial court failed to properly instruct
the jury on punitive damages. Slip op. at 40. Specifically, Plaintiffs “relied heavily” at
trial on evidence of alleged harm to persons other than Mrs. Gunderson, slip op. at 40, but
the trial court wrongly refused Sandoz’s constitutionally required and proposed
instruction that punitive damages “must be based upon conduct that was directed toward
Plaintiffs,” App. 12 & 14. See slip op. at 40 (citing State Farm Mut. Ins. Co. v.
Campbell, 538 U.S. 408 (2003)). The Court of Appeals, however, ordered a new trial
only “for a new determination of the amount of punitive damages by a properly instructed

jury,” slip op. at 40 (emphasis added), a remedy which wrongly presupposes that the

original jury did not improperly rest its punitive liability determination on alleged harm

to nonparties in the first place.




On February 20, 2007, in Philip Morris USA v. Williams, 127 S. Ct. 1057 (2007)
(not yet paginated), the United States Supreme Court identified a constitutional error in
the Court of Appeals’ analysis. In Williams, as here, Plaintiff introduced broad evidence
of defendant’s alleged misconduct on nonparties and alleged injuries to nonparties. /d.’
The Supreme Court ruled:

We are asked whether the Constitution’s Due Process Clause permits a

jury to base that award in part upon its desire to punish the defendant for

harming persons who are not before the court (e.g., victims whom the

parties do not represent). We hold that such an award would amount to a

taking of ‘property’ from the defendant without due process.

Id. (vacating judgment and remanding).

As the Court explaied, “the Constitution’s Due Process Clause forbids a State to
use a punitive damages award to punish a defendant for injury that it inflicts upon
nonparties or those whom they directly represent, i.e., injury that it inflicts upon those
who are, essentially, strangers to the litigation.” 7d. Therefore, though *“a Plaintiff may
show harm to others in order to demonstrate reprehensibility,” id., “a jury may not go
further than this and use a punitive damages verdict to punish a defendant directly on
account of harm it is alleged to have visited on nonparties,” Id.

In this case, we cannot know whether the jury, having heard sweeping evidence of
alleged harm to nonparties, sought to punish Sandoz for having caused that harm or not.

(The Court of Appeals, however, specifically and wrongly relied on such nonparty

evidence in finding punitive liability justified, citing (only) evidence that Sandoz

% In their Brief to this Court, Plaintiffs embrace the approach they used at trial, arguing
(incorrectly) that their punitive liability evidence showed a vast “nationwide conspiracy”
to hide evidence from the FDA and “all physicians,” pp. 43-44, supposedly resulting in
“tens of thousands of [adverse drug reports],” p. 4.




allegedly misled doctors similarly situated to Dr. Armstrong. Slip op. at 48.)
Regardless, any doubt reveals the constitutional infirmity of the verdict, just as in
Williams: “Our answer is that state courts cannot authorize procedures that create an
unreasonable and unnecessary risk of any such confusion occurring.” 127 S. Ct. at 1057.
“In particular, we believe that where the risk of that misunderstanding is a significant one
— because, for instance, of the sort of evidence that was introduced at trial or the kinds of
argument the Plaintiff made to the jury — a court, upon request, must protect against that
risk. Although the St‘ates have some flexibility to determine what kind of procedures they
will implement, federal constitutional law obligates them to provide some form of
protection in appropriate cases.” 1d."°

At trial, Sandoz sought to protect its due process rights by requesting, in addition
to Kentucky-based territorial limits and other instructional relief, that the jury be
instructed that “punitive damages cannot be used to punish or condemn Sandoz for . . .
nationwide policies or practices . . . [but] must be based upon conduct that was directed
towards Plaintiffs.” (App. 12 & 14). The trial court refused the instruction, leaving the
Jury free to punish Sandoz for allegedly harming persons who were not before the court.
The trial court’s procedures violated Sandoz’s due process rights, Williams, 127 S. Ct.
1057, and entitle Sandoz to a new trial on punitive liability."'

The constitutional errors associated with the jury’s consideration of punitive

10 At least one of the amicus curiae briefs in Williams cited this case, Gunderson, as an
example of an apparently successful plea to a jury to punish a defendant for alleged harm
caused to nonparties. See Br. of NAM, et al., 2005 U.S. Briefs 1256a, at **12a-13a (filed
July 28, 2006) (citing Plaintiffs’ closing argument).

" See generally Br. of the Chamber of Commerce of the United States as Amicus Curiae
at 8-10.




liability also require a new trial on all issues. See generally Appellant’s Br. at 47-49.
Plaintiffs boldly claim now that “It is a simple task to separate the evidence and issues
involving punitive liability from those concerning compensatory liability.” Appellees’
Br. at 46. The record evidence — or even the summary resulting from the Court of
Appeals’ efforts at de novo review — clearly establishes otherwise. See, e.g., slip op. at
28-29 (“the gravamen of the Gundersons’ claim is that between 1987 and 1993 Sandoz
failed to apprise physicians of additional adverse reaction reports and of the FDA’s
determination that drug therapy for postpartum lactation was not necessary. . .”)
(emphasis added); see also, e.g., Appellees’ Br. at 44 (alleging Plaintiffs presented
evidence of an extraordinary multifaceted nationwide conspiracy “calculated to prevent
prescribing physicians from learning about the risks of Parlodel™); Appellees’ Br. at 29
n.32 (alleging Plaintiffs presented evidence of case reports “not only as anecdotal
evidence, but also as evidence the Appellant failed to comply with the law as required by
the FDA”); Plaintiffs’ Opp. to Bifurcation (“most of the Plaintiffs’ experts will testity to
issues that overlap into” liability, causation, and punitive damages) (TR 7326-7348).

V. THE TRIAL COURT’S EVIDENTIARY ERRORS WITH RESPECT TO
THE LOSS OF CONSORTIUM CLAIM WERE NOT HARMLESS."

Plaintiffs fail to address Judge Rosenblum’s dispositive observation in his
dissenting opinion: “[w]hether other consortium-giving relationships are available to a
child is a factor which juries should consider in determining the amount of damages”
related to a lost consortium claim. Slip op. at 50 (dissent). Instead, Plaintiffs quarrel

generally over the value of those relationships, see, e.g., Appellees’ Br. at 47 (arguing

'2 Sandoz adopts and incorporates by reference the arguments on this issue set forth in
Dr. Armstrong’s briefs in companion appeal 2006-SC-000175.




A

that Mr. Gunderson’s relationship with Jan Hays might end) — an issue the jury should
have been given the opportunity to resolve. Plaintiffs’ improper reliance on the
subjective opinions of Dr. Bowers “in assessing the complete impact” of Mrs.
Gunderson’s death, Appellees’ Br. at 48, made the consortium issue even more central to
the case than it otherwise would have been, and so made the exclusion of the other
consortium-giving relationships all the more unfairly prejudicial.’
CONCLUSION

For all the foregoing reasons and as more fully set forth in its opening brief,
Sandoz respectfully requests that the decision of the Court of Appeals be reversed to the
extent it affirmed the judgment of the Jefferson Circuit Court. Judgment as a matter of
law should be entered in Sandoz’s favor, or, in the alternative, the Court should remand
for a new trial on all issues.

Respectfully submitted,
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" Plaintiffs’ allegation that one of Mr. Gunderson’s former girlfriends “physically
abused” the children, see Appellees’ Br. at 47, is new to this record, had nothing to do
with the trial court’s erroneous exclusion of the evidence, and must be disregarded.




