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Armed with thousands of transcript pages and hundreds of exhibits, Plaintiffs are
unable to identify record evidence showing that Dr. Armstrong violated the standard of
care of a reasonably competent obstetrician in prescribing Parlodel® to Mrs. Gunderson or
that there is scientifically reliable and relevant evidence that Parlodel® caused Mrs.
Gunderson’s death. Rather, Plaintiffs resort to unsubstantiated attorney arguments and
blatant misrepresentations of the record, ignoring the evidence and governing law
identified in Dr. Armstrong’s opening brief that require reversal. Plaintiffs likewise
mischaracterize or ignore the record demonstrating the prejudicial evidentiary errors
underlying their loss of consortium claim. Plaintiffs’ need to rewrite the history of this
case underscores their failure of proof and shows that the verdict must be reversed.

L PLAINTIFFS FAILED TO PRESENT SUFFICIENT EVIDENCE THAT
DR. ARMSTRONG COMMITTED MALPRACTICE IN PRESCRIBING
PARLODEL TO MRS. GUNDERSON.

Plaintiffs acknowledge that this Court’s decision in Larkin v. Pfizer, Inc., 153
S.W.3d 758, 761 (Ky. 2004), defines the standard of care in prescribing drugs and shows
that a physician does not violate the standard simply by prescribing a drug with labeled
risks. See Opp. Br. at 18, 20. This Court explained, “the typical manufacturer’s warning
provides a list of scores of potential side effects.” Larkin, 153 S.W.3d at 764. If doctors

were held to a standard precluding them from prescribing drugs because of reports of
adverse events, they would commit medical malpractice every day, either by prescribing
drugs with reported side effects or by withholding drugs and accepted medical treatment.

Yet, this is the standard of care that Plaintiffs urge this Court to establish as a rule

of law. While Plaintiffs pay lip service to their expert’s unsubstantiated claim that Mrs.

Gunderson showed signs of hypertension, they do not dispute Dr. Armstrong’s showing



from the medical records (acknowledge by their expert on cross-examination) that Mrs.
Gunderson was not hypertensive when she was prescribed Parlodel®(Tape No. 12;
2/16/04; 16:54:38; 16:35:40). Nor do they dispute that their expert’s testimony
ultimately rests on his opinion that no doctor should have prescribed Parlodel® in 1993 in
any circumstances. (Tape No. 12; 2/16/04; 17:02:48) Plaintiffs thus impermissibly rest
their argument on the claim that a handful of published adverse event reports in the mid-
1980s and a related Parlodel® labeling change and Dear Doctor letter in 1987 rendered
negligent any subsequent decision to prescribe Parlodel®. Opp. Br. at 9-10.

This argument is insubstantial, even to Plaintiffs’ own expert. Dr. Lavery
admitted that the prescription of Parlodel® to Mrs. Gunderson in 1989 — following these
same case reports and labeling change — did not violate the standard of care. (Tape No.
12; 2/16/04; 16:27:26.) And while Dr. Lavery opined about his personal view that the
benefits of Parlodel® did not outweigh the potential risks (“it would certainly, to me, as a
clinician, be a warning sign”), he acknowledged that reasonably competent physicians
reviewing these case reports in 1993 might come to a different conclusion. (Tape No. 11;
2/16/04; 14:12:27.) As Plaintiffs’ neurology expert conceded, it was generally accepted
in 1993 that Parlodel® was protective against seizures. (Tape No. 7; 2/10/04; 14:22:12‘)1

Contrary to Plaintiffs’ unequivocal representations in their opposition brief, see

Opp. Br. at 17, there was clear testimony at trial that Parlodel® was widely prescribed for

' Larkin also rejects Plaintiffs’ suggestion — based again on their expert’s personal
opinion (“I think that’s an obligation”) (Tape No. 11; 2/16/04; 14:13:37) — that Dr,
Armstrong can be held liable for not informing Mrs. Gunderson of the reports of seizure
listed on the Parlodel® label. As this Court explained, such a standard would be
affirmatively detrimental to sound medical care because patients “might overreact to such
warnings and forego beneficial, or even vital, medical treatment.” 153 S.W.3d at 764.



PPL in 1993 by obstetricians in Kentucky and throughout the country and that the
prescription of Parlodel® in 1993 met the standard of care. (Tape No. 5; 2/06/04;
14:53:40.) (Tape No. 17; 2/24/04; 10:55:47.)* Likewise, while Plaintiffs flatly state that
there was no evidence that the use of standing, i.e., preprinted, orders prescribing
Parlodel® was the standard of care in 1993, see Opp. Br. at 17, the testimony established
that the standing orders were created and periodically reviewed and approved by a
committee of obstetricians at Suburban and Norton Hospitals. (Tape No. 5; 2/06/04;
14:53:43; 15:15:31; 15:25:09.) Appellants’ expert obstetrician, Dr. Morrison testified
that the listing of Parlodel® on standing orders in 1993 was common, providing a very
appropriate medical choice. (Tape 17;2/24/04; 10:53:00.)

Plaintiffs’ misrepresentations of the record cannot obscure the dispositive fact that
their claim rests not on a violation of a defined standard of care but on their expert’s
personal disagreement with Dr. Armstrong’s treatment decision. Courts in Kentucky and
across the country have repeatedly made clear that such evidence is insufficient. See

Engle v. Clarke, 346 S.W.2d 13, 15 (Ky. 1961); see also Opening Br. at 20 n.8. As the

United States Court of Appeals for the Eighth Circuit recently explained in reversing a

plaintiffs’ verdict in similar circumstances:

A plaintiff cannot establish a case of medical negligence with an expert’s
“undisclosed subjective conception of acceptable medical standards.” ...
[Experts] must show in their testimony “that the proper legal standard is
the standard being employed.” . . . Testimony that a physician failed to
live up to some vague “‘standard of care” without elaboration as to the
content of that standard is insufficient to satisfy this burden.

-

2 Plaintiffs inaccurately state — without record citation — that their expert testified that it
was not the practice to prescribe Parlodel®™ when he left Louisville in the mid-1980s.
Again, in his actual testimony, their expert referred only to his own practice. See (Tape
No. 11; 2/16/04; 14:12:27).




Blevens v. Holcomb, 469 F.3d 692, 695 (8th Cir. 2006).> Plaintiffs failed to present
sufficient evidence that Dr. Armstrong’s decision — like thousands of other obstetricians’
— to prescribe Parlodel® to Mrs. Gunderson in 1993 violated the standard of care. The
verdict finding Dr. Armstrong liable for medical malpractice should be reversed.

II. THE TRIAL COURT’S ERROR IN FAILING TO PROVIDE AN
UNAVOIDABLY UNSAFE INSTRUCTION REQUIRES REVERSAL.

Dr. Armstrong joined Sandoz in specifically requesting that the Court instruct the
jury that Parlodel® was unavoidably unsafe and explaining why that instruction was
necessary for the jury to assess whether Dr. Armstrong’s prescription of the drug was
negligent. (Tape No. 20; 2/26/04; 13:23:18 and 13:45:16.)" While plaintiffs argue that
the trial court’s bare bones instruction was sufficient, they concede that Dr. Armstrong’s
legal obligation is defined in Larkin, which specifically explains the unique
circumstances posed by unavoidably unsafe prescription drugs. Because the instruction
actually given by the trial court did not alert the jury to the nature of Dr. Armstrong’s
legal obligation, “the jury could not have properly understood the extent of negligence it

was required to find” and the verdict as to Dr. Armstrong must be reversed. City of

3 In addition to the cases cited in Dr. Armstrong’s opening brief, see also, e.g., Young v.
Gastro-Intestinal Ctr., Inc., 361 Ark. 209, 205 S.W.3d 741, 744-45 (2005) (affirming
summary judgment where plaintiff’s expert failed to establish applicable standard of
care); Mallet v. Carter, 803 So. 2d 504, 508 (Miss. App. 2002) (affirming summary
judgment and noting plaintiff’s expert “does attest that [defendant] breached the standard
of care but he does not define what the standard of care is™); Walski v. Tiesenga, 72 111
2d 249, 381 N.E.2d 279, 284 (1978) (“Other jurisdictions when presented only, as we are
here, with conflicting opinions by testifying physicians of what they personally consider
correct technique under the circumstances, have concluded that the plaintiff has failed to
present sufficient evidence of a standard of care in the medical community to submit the

case to the jury.”) (citing cases).

* Dr. Armstrong also has consistently argued at every level of appeal that Kentucky law
does not allow for a finding of liability based solely on the fact that a doctor prescribes an
unavoidably unsafe drug. See Armstrong Court of Appeals Br. at 15.




1

Middlesboro v. Brown, 63 S.W.3d 179, 181 (Ky. 2001) (reversing verdict due to
erroneous instruction); see also McKinney v. Heisel, 947 S.W.2d 32, 35 (Ky. 1997) (“It is
a general rule that an error in the instructions is ground for reversal, unless it
affirmatively appears that it was not prejudicial.”).

Further, Plaintiffs continue to make clear even in their opposition brief that the
focus of their claim is on the alleged wrongdoing of the wealthy corporate co-defendant,
Sandoz, not Dr. Armstrong. See Opp. Br. at 2-8. While the law does not require reversal
of all co-defendants when there is reversal as to one, this Court plainly has the authority
to order such relief in the interests of judgment. See Opening Br. at 24-25. Given the
record at trial, there can be no question but that any damages award likely “would have
been for a materially less amount” if the claim had been brought against Dr. Armstrong
alone. Washington Gas-Light Co. v. Lansden, 172 U.S. 534, 555 (1899). Plaintiffs’ only
record citation — if not their characterization of it in their brief — makes clear that they
attacked Sandoz so as to increase the loss of consortium damages award. Opp. Br. at 25,
citing Tape No. 22; 02/27/04; 15:25:13 (“on the boys, whatever you think is fair, but if
you’re going to deter . . . people that operate out of Switzerland all over the world, then
you’ve got to decide how in the world do we do it.”’). The jury verdict should not be
allowed to stand as to Dr. Armstrong alone.

1. PLAINTIFFS FAILED TO PRESENT SCIENTIFICALLY RELIABLE
AND RELEVANT EVIDENCE OF CAUSATION AND THEIR
UNSUBSTANTIATED AND FALSE CHARACTERIZATIONS OF THEIR
EVIDENCE DEMONSTRATE HOW THE TRIAL COURT’S FAILURE
TO HOLD A DAUBERT HEARING LIKEWISE REQUIRES REVERSAL.

Plaintiffs’ grandiose statements regarding the scientific evidence they purportedly

presented in support of their general causation opinion that Parlodel® causes seizure bear




no resemblance whatsoever to the evidence actually presented at trial.” Although
Plaintiffs claim — without record cites — that they presented a wealth of scientific
evidence including animal studies, clinical trials, and “hundreds of medical research
articles concluding that Parlodel® causes seizure,” their experts at trial conceded that
there are no controlled clinical trials or epidemiological studies showing a statistically
significant increased risk of seizure in Parlodel® users (Tape No. 4; 2/5/04; 14:35:11) and
that the 20 published animal studies that looked at the issue uniformly found that
Parlodel® protects against seizure (Tape No. 7; 2/10/04; 14: 12:29).°

Plaintiffs’ experts rested their opinion not on the fictional “hundreds” of
supporting research articles vainly claimed in Plaintiffs’ opposition brief but on a single
study — ERL. (Tape No. 7; 2/10/04; 11:41:13.) (Plaintiffs’ neurologist’s testimony that
without the ERI study “we’d be in trouble for sure”).” However, try as they might,
Plaintiffs cannot avoid the fact that the ERI study fails utterly to support their causation

claim. Plaintiffs falsely suggest that helpful findings were removed from the study in its

5 Plaintiffs concede that their expert’s purported differential diagnosis is relevant only to
the issue of specific causation. See Opp. Br. at 30; see also Opening Br. at 31-32.

6 Similarly inexplicable, and false, is Plaintiffs’ unsubstantiated claim that there are
“thousands of case reports documenting the relationship between Parlodel® and late
occurring seizures.” Opp. Br. at 14-15. And while Plaintiffs claim that the medical
examiner reached its determination in 1993 that Mrs. Gunderson died from a Parlodel
induced seizure based on Dr. Nichols’ “reading thousands of articles regarding Parlodel,”
Opp. Br. at 14, Dr. Nichols testified that he relied solely on a limited literature search
conducted by another medical examiner in his office. (Tape No. 4; 2/05/04; 11:29:21.)

7 Plaintiffs attempt in their brief to rely on a clinical trial, Study 60, as support for their
experts’ causation opinion, but their expert neurologist at trial conceded that this study is
a non-issue as regards to Parlodel®’s safety. (Tape 7; 2/10/04; 15:01:18.)




published form, but the findings in the published and unpublished versions of the study
are identical. Like the published study, the unpublished ERI report concludes that

« “the data are more consistent with no increase in risk or with a reduction in
risk for seizure than they are with any level of increase,” (P1. Ex. 11, atp. 1),

« there was a decreased risk of late-occurring seizures in women like Mrs.
Gunderson who took Parlodel® alone or who had no history of seizure (/d. at
1, and Tables 11 and 17), and

. even without controlling for ergonovine use or seizure history, the relative risk
for late-occurring seizure was “imprecise” and not statistically significant, and
that “any causal interpretation for late-occurring cases would have to account

for an apparently strong protective effect among the early-occurring cases”
(Id. at 1).%

As other courts have recognized, the ERI study cannot support a causation opinion under
Daubert that Parlodel® causes late-occurring seizure. See Siharath v. Sandoz Pharms.
Corp., 131 F. Supp. 2d 1347, 1356-57 (2001) (discussing ERI), aff’d sub nom. Rider v.
Sandoz Pharms. Corp., 295 F.3d 1194 (11th Cir. 2002); Brumbaugh v. Sandoz Pharms.
Corp., 77 F. Supp. 2d 1153 (D. Mont. 1999) (discussing but not naming ERI as one of
two epidemiological studies that found no statistically significant relationship between
Parlodel® and seizure); contrast Kuhn v. Sandoz Pharms. Corp., 14 P.3d 1170 (Kan.

2000) (rejecting Daubert and refusing to consider reliability of causation evidence).

8 Plaintiffs’ carefully selected (and oft-repeated) citation to one line of testimony of the
ERI study author, Dr. Rothman, is likewise unavailing. In his full testimony, Dr.
Rothman confirmed that the ERI study found that Parlode]” alone was not a risk factor
for late occurring seizure and that Parlodel® appeared to reduce the risk of seizure
generally. (Tape No. 9; 2/12/04; 13:37:36; 14:31:12) (Tape No. 16; 2/20/04; 15:54:55).
Similarly false is Plaintiffs” argument that the uncontrolled 2.86 figure for late occurring
seizures is statistically significant; their own experts testified that it is not. (Tape No. 9;
2/12/04; 14:32:45.) And Plaintiffs’ accusation that the ERI study was changed from its
unpublished to published form so as to control for seizure history is demonstrably false.
Cf. P1. Ex. 11, at 1 (setting forth both uncontrolled 2.86 relative risk and controlled 1.61
relative risk) with Def. Ex. 9; App. 7 at 236 (same).




Plaintiffs’ gross exaggeration of the scientific evidence their experts presented at
trial demonstrates both their recognition of the weakness of their Daubert position and
this Court’s wisdom in requiring trial courts to conduct a Daubert hearing prior to trial
when admissibility of expert testimony is not obvious and to explain its conclusion as to
reliability on the record. City of Owensboro v. Adams, 136 S.W.3d 446, 451 & n.1 (Ky.
2004). Had the trial court properly performed its gatekeeping function, this Court would
have a clear record from which to assess its Daubert analysis, and Plaintiffs’ strategy of
inventing a record untethered from their experts’ actual testimony — which misled the
Court of Appeals below to the many factual errors in its opinion — would not be possible.

IV. THE TRIAL COURT’S EVIDENTIARY ERRORS ON PLAINTIFFS’
LLOSS OF CONSORTIUM CLAIM REQUIRE A RETRIAL.

Plaintiffs have no answer to the body of loss-of-parental-consortium case law —
specifically relied upon by this Court in recognizing the claim in Giuliani — that holds
that the existence of other consortium giving relationships like that between the
Gunderson boys and Janice Hays is relevant and admissible evidence of mitigation. See
Reagan v. Vaughn, 804 S.W.2d 463, 467 (Tex. 1990); Villareal v. Ariz. Dep 't of Transp.,
160 Ariz. 474, 481-82, 774 P.2d 213, 220-21 (Ariz. 1989); McNamee v. Bond, No. 94-L-
163, 1995 WL 803798, at * 2 (Ohio Ct. App. Nov. 3, 1995); Belcher v. Goins, 184 W.

Va. 395, 407, 400 S.E.2d 830, 842 (1990).9 Plaintiffs accordingly try to change the

® Plaintiffs thus rely instead on cases addressing different situations, like loss of a child’s
or spouse’s consortium and wrongful death actions. The cases involving loss of spousal
consortium are directly contrary to Kentucky law as set forth in Miller ex rel. Monticello
Baking Co. v. Marymount Medical Center, 125 S.W.3d 274, 285 (Ky. 2004) (fact that
plaintiff lived with girlfriend “relevant to his claim for loss of consortium”). Contrast
McClain v. Owens-Corning Fiberglas Corp., 139 F.3d 1124, 1126 (7th Cir. 1998) (fact
that plaintiff lived with deceased husband’s cousin irrelevant to loss of spousal
consortium claim) (Opp. Br. at 42).










