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10.

11.

STATEMENT OF ISSUES

Did the trial court properly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial by determining that
federal law did not preempt the State’s Unfair Trade Practices Act claim based on
Risperdal’s label?

Did the trial court properly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial by determining that
the South Carolina Unfair Trade Practices Act exemption for legally “permitted”
conduct did not bar the State’s claim based on Risperdal’s label (package insert)?

Did the trial court properly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial by determining that
federal law did not preempt the State’s Unfair Trade Practices Act claim as to the
November 2003 Dear Doctor Letter?

Did the trial court correctly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial by deciding the
State’s claims were timely filed; concomitantly, did the trial court properly grant the
State’s motion for directed verdict as to Janssen’s statute of limitations defense at the
conclusion of all the evidence?

Did the trial court properly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial after determining that
the State had submitted sufficient evidence as to the so-called public impact element of
its Unfair Trade Practices claims?

Did the trial court properly admit certain of the State’s evidence over Defendant-
Appellant’s hearsay and unfair prejudice objections and, therefore, no new trial is
warranted?

Were the State’s opening and closing statements within the appropriate bounds and,
therefore, no new trial is warranted?

Did the trial court properly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial because the jury was
instructed according to South Carolina law and procedure and the verdict form satisfied
applicable law?

Was the trial court’s Penalty Order proper under applicable statutory and abuse of
discretion standards?

Do the Excessive Fines and Due Process Clauses of the South Carolina and United
States Constitutions warrant vacating the trial court’s Penalty Order?

Did the trial court properly deny Defendant-Appellant’s Motion for Judgment
Notwithstanding the Verdict, or in the Alternative, for a New Trial, or should the
Penalty Order be vacated, where the Penalty Order does not violate Defendant
Appellant’s First Amendment rights?



STATEMENT OF THE CASE
L PROCEDURAL HISTORY

The State filed this case against Defendant-Appellant Ortho-McNeil-Janssen
Pharmaceuticals, Inc. (“Janssen” or the “Company”) on April 23, 2007. (R. pp. 58-101.)
On or about May 22, 2007, Janssen removed the case on the purported basis of federal
question jurisdiction. (R. pp. 7681-7688.) On July 10, 2007, United States Senior
District Judge Henry M. Herlong, Jr. remanded the case, determining that the federal
courts did not have jurisdiction over the case. (R. p. 3.)

On March 19, 2010, the State filed its “live” complaint in the lower court. (R. pp.
102-120.) Prior to trial, the lower court determined that a jury would decide liability
under the South Carolina Unfair Trade Practices Act (“SCUTPA”), and the trial judge
would assess civil penalties thereunder. (R. p. 7; p. 11.) The lower court denied
Janssen’s various motions for summary judgment and motions to exclude or limit certain
State experts’ testimony on February 25, 2011. (R. pp. 8-26.)

The lower court commenced a jury trial on March 7, 2011. (R. pp. 190-192.)
The jury returned its unanimous verdict in the State’s favor on March 22,2011. (R. pp.
3030-3031.) At the close of the State’s case and again at the close of all the evidence,
the trial court denied Janssen’s motions for directed verdict. (R. p. 1722, line 16—p. 1725,
line 20; p. 2365, line 15-p. 2368, line 3.) At the close of all the evidence, the trial court
granted the State’s motion for directed verdict on statute of limitations grounds. (R. p.
2368, line 4-p. 2371, line 23.)

After dismissing the jury, the lower court separately considered evidence and

argument on SCUTPA penalties in a two-day hearing on April 18 and 19, 2011. The



Court’s “Penalty Order” issued on June 3, 2011. (R. pp. 27-43.) The lower court
awarded a penalty of $300 for each of 509,499 Risperdal sample boxes found to have
contained a product label (the prescribing information, also referred to herein as a
“package insert”) and distributed by Janssen in South Carolina, for a total penalty of
$152,849,700.00. (R. pp. 42-43.) The trial court also awarded a penalty of $4000 for
each Dear Doctor Letter mailed to South Carolina addresses (7,184) and for each sales
call occurring between November 10, 2003 (the Dear Doctor Letter’s date (see infra p.
4)) and July 21, 2004 (the Correction Letter’s date (see infra p. 13)) (36,372) for a total
penalty of $174,224,000.00. (R. p. 43.) The aggregate penalty assessed against Janssen
by the trial court was $327,073,700.00. (/d.)

The trial court denied Janssen’s Motion for Judgment Notwithstanding the
Verdict, or in the Alternative, a New Trial and Janssen’s Motion to Alter or Amend the
Judgment and/or for a New Trial on December 20, 2011. (See R. pp. 44—49, pp. 50-55.)
On January 18, 2012, Janssen filed its Notice of Appeal. On February 27, 2012, this
Court granted the State’s unopposed Motion to Transfer Case and Certify the Case for
Review by this Court. (R. pp. 56-57.)

IL STATE’S SUMMARY OF THE FACTS

This case presents disputes under SCUTPA concerning consumer health, safety,
and the marketing and promotion of prescription drugs in this State. The State of South
Carolina alleged that Janssen willfully, unfairly, and deceptively misrepresented and
failed to disclose the safety risks of its drug Risperdal in promoting and selling Risperdal
in South Carolina. The State’s SCUTPA claims and the jury’s findings have two distinct

factual bases.



First, the jury unanimously found that Janssen had willfully engaged in unfair or
deceptive acts in the conduct of trade or commerce in South Carolina in relation to a
“Dear Doctor Letter” that Janssen disseminated to Risperdal prescribers and others in the
State beginning in or about November 2003. (R. pp. 3030-3031.) The Dear Doctor
Letter stated, inter alia, that Risperdal users were at no increased risk of developing
diabetes as compared to persons not taking the drug. (R. p. 3762.) The approved Food &
Drug Administration (“FDA”) label and Janssen’s undisclosed clinical research at the
time showed otherwise. See infra Part IV.A.

Second, the jury unanimously found that Risperdal’s product label (package
insert) violated SCUTPA from 1994 to 2007. (R. p. 3031.) The State proved at trial that
Janssen willfully omitted Warnings on Risperdal’s label as to diabetes/hyperglycemia and
hyperprolactinemia safety risks from 1994 to 2007. See infra Part IV.A. The State also
showed that Janssen—not the FDA—was responsible for the content o; the Risperdal
label, including all Warnings, at all relevant times. See infra Part [.LB.1. Moreover, the
State showed that Janssen had a legal duty to add or strengthen Warnings to its Risperdal
label as soon as it had reasonable evidence of an association between Risperdal and a
serious hazard—a causal association need not have been shown. See id.

Risperdal and safety hazards

Risperdal (the generic form of which is called “risperidone™) is an “atypical” or
“second generation” antipsychotic drug that Janssen first began selling throughout the
United States, including in South Carolina, in 1994. (R. p. 418, line 24—p. 419, line 2; p.
421, lines 22-23.) Even before 1994, Janssen knew that Risperdal was reasonably

associated with a number of serious health risks, including weight gain and related



complications—diabetes mellitus (i.e., “Type II” diabetes) in particular—as well as
hyperprolactinemia, a condition of elevated prolactin levels in the body. (R. p. 540, line
19-p. 542, line 12; p. 722, lines 22-24; p. 852, line 4—p. 854, line 22; p. 1322, lines 2—
14.) Risperdal is known to cause significantly greater prolactin elevations than any other
atypical antipsychotic. (R. p. 856, lines 14-23; p. 1040, lines 15-19.) At no time from
1994 until November 2003 did Janssen put a Warning for diabetes or hyperglycemia
(high blood sugar) on Risperdal’s label. (R. p. 446, lines 3—7.) Janssen was directed to
add such a Warning by the FDA in September 2003. (R. p. 520, lines 22-24.) Also, at
no time from 1994 until August 2007 did Janssen include a Warning of
hyperprolactinemia risks on Risperdai’s label. (R. p. 457, lines 17-19.)
Risperdal faces stiff competition

After its launch in 1994, Risperdal enjoyed huge sales success. (R. p. 338; pp.
872-882; pp. 3552-3675; pp. 3747-3752; pp. 3684-3686, pp. 3720-3727.) Janssen sold
$172 million of Risperdal. worldwide the first year. (R. p. 338; see id at p. 41.)
Risperdal sales increased nearly 600 percent by 2000, topping $1 billion in sales per year
for the first time. (R. p. 41.) From there, yearly worldwide sales more than quadrupled
to $4.6 billion in 2007. (/d.) Internal documents considered by the jury and judge below
indicated that Risperdal had a 97 percent gross profit margin. (R. p. 338; p. 880, lines
18-24; p. 1253; p. 3559.)

Despite that success, Risperdal began to face stiff competition from competing
drugs in 1996. (R. p. 458, line 17—p. 460, line 17.) That year, Eli Lilly & Company
launched its extremely popular antipsychotic drug Zyprexa (also known as “olanzapine”).

(R. p. 736, lines 15-16.) A market share war between Janssen and Lilly ensued, which



the State’s psychiatric expert witness and former Janssen consultant, Dr. William
Wirshing, described as “fierce” and “dramatic.” (R. p. 462, lines 9-14.) In Janssen’s
estimation, Zyprexa caused greater weight gain and carried more diabetes risk than
Risperdal. (R. p. 464, line 12-p. 467, line 3.) Janssen began training its sales
representatives to promote Risperdal via that message. (/d.)) According to internal
Company documents, sales representatives were trained in 1998 to “Stop the Growth of
Zyprexa.” (R. p. 474, lines 13-15; p. 476, line 14—p. 477, line 2; p. 479, lines 8-21; p.
3813, p. 3879.) By 2000, the Company sought to exploit and “differentiat[e]” weight
gain as “a defensive issue for Zyprexa.” (R. p. 810, line 25-p. 812, line 9; p. 3506.)
Janssen also claimed that “Zyprexa may be associated with causing Type II diabetes,”
while Risperdal purportedly was not, and that Zyprexa’s association with diabetes “would
have significant impact on the medical community” in terms of prescribers’ willingness
to prescribe Zyprexa. (R. p. 3506; see id. at p. 810, line 25—p. 812, line 9.)
Janssen puts Risperdal to the test

In 1997, Janssen commissioned a “gold standard” double-blind, randomized,
placebo-controlled clinical trial to establish Risperdal’s superiority over Zyprexa as to
weight gain and diabetes side effects. (R. p. 504, lines 5-18; p. 3976; p. 3988.) That trial
was RIS-USA-113 (“Trial 113”). (R. p. 3976.) Trial 113’s “[p]rimary objective” was to
“[s]how superiority over [Zyprexa] in the incidence of 7% increase in weight” over the
course of a year’s treatment. (R. p. 1328, lines 18-23; pp. 3231-3245.) Trial 113 also
measured the incidence rate of “New Onset Diabetes”—i.e., patients who did not have
diabetes at the start of trial but who developed it during the trial. (R. p. 642, lines 2-7; p.

3976.) No long-term study like Trial 113 had ever been attempted between Risperdal and



Zyprexa (and none was ever commissioned again after Trial 113°s results came in). (R.
pp. 506-508; pp. 515-518; p. 682, lines 14-22; pp. 1514-1518; pp. 1533-1536; pp.
3764-3776.)

Trial 113°s results did not show Risperdal’s superiority to Zyprexa on weight gain
or diabetes. (R. p. 498, lines 2—-6; p. 3233.) The September 1999 results concluded:
“There appears to be no difference in the incidence of 7% weight gain [between the
Zyprexa and Risperdal] groups.” (R. p. 498, lines 2—6; p. 3233.) The results also
reported that a greater number (and an equal percentage) of persons taking Risperdal
developed diabetes compared to Zyprexa patients. (R. p. 502, line 17-p. 503, line 12; p.
3235.) Janssen did not disclose or publish those results. (R. p. 492, lines 23-25; p. 517,
lines 4-5.) The State’s expert witness, Dr. Wirshing, who had himself directed one of the
trial sites for the first several weeks of Trial 113, had never seen the Trial 113 results
until this case was presented to a jury. (R. p. 490, line 17—p. 491, line 1.) It took Janssen
ten years from the completion of the study to prepare an internal “Clinical Study Report™
or “CSR” for Trial 113, which was also never disclosed outside the Company until trial.
(R. p. 679, line 12—p. 680, line 10; p. 683, lines 5-8; p. 3976.) The CSR reconfirmed the
1999 conclusions. (R. p. 1667, line 19-p. 1668, line 21.) The CSR was prepared and
surfaced in this litigat_ion only after Risperdal lost its patent protection and could be sold
in generic form. (R. p. 1497, lines 3-15.)

At trial in this case, Janssen contended that Trial 113 was a “flawed” or “failed”
or “broken” study because nine participants had reportedly taken the wrong drug after the
first eight weeks of the study. (R. p. 1388, line 14—p. 1391, line 8.) Yet, the final CSR

acknowledged that circumstance and reported that the data, analyzed without those nine



“cross-over” participants, produced the same conclusions—Risperdal and Zyprexa had
statistically the same weight gain and diabetes risk after a year of treatment. (R. p. 597,
line 22—p. 598, line 7; p. 648, lines 1-11; p. 3991, p. 4013; pp. 4015-4016.)

About 2000, Janssen received the results of a different kind of study—an
epidemiological study based upon a review of records of patients treated with
antipsychotic medications in a New England insurance database. (R. p. 748, line 25-p.
752, line 23; pp. 3095-3101.) That study was referred to at trial as the “ERI” study. (R.
p. 749, lines 1-3.) Comparisons between Zyprexa and Risperdal on the rate of diabetes
incidence again did not favor Janssen’s drug. (R. p. 750, line 24—p. 752, line 1.) The
study showed that Risperdal patients had a higher incidence rate of diabetes than did
Zyprexa patients. (/d.) Janssen also never published or disclosed ERI’s results except in
Risperdal litigation. (R. p. 1507, lines 11-18.)

Janssen commissioned yet another epidemiological study, identified at trial as
“HECON,” the results of which were also known in 2000. (R. pp. 3676-3679.) Like
ERI, HECON also surveyed a large managed-care patient database. (/d.) A published
presentation of the HECON results concluded that “[i]n contrast to . . . [Zyprexa],
[Risperdal] was not associated with risk of type 1I diabetes.” (R. p. 757, line 22—p. 758,
line 14; pp. 3676-3679.) The published study noted that it was supported by Janssen, and
the majority of HECON’s authors Janssen either employed or paid as regular consultants.
(R. p. 772; p. 1562, line 19—p. 1563, line 19; pp. 3676-3679.)

In short, Janssen decided to publish the one study out of three that returned
favorable safety results (HECON). (R. p. 491, lines 2-5; p. 1507, lines 11-18; pp. 3676--

3679.) Janssen did not disclose the other two studies, Trial 113 and ERI, outside



Company confines. (R. p. 492, lines 23-25; 