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STATEMENT OF ISSUES 

1 DId the tnal court properly deny Defendant-Appellant's MotIon for Judgment 
NotwIthstandIng the VerdIct, or In the AlternatIve, for a New Tnal by determImng that 
federal law dId not preempt the State's Unfair Trade PractIces Act claim based on 
RIsperdal's label? 

2 DId the tnal court properly deny Defendant-Appellant's MotIon for Judgment 
NotwIthstandIng the VerdIct, or In the AlternatIve, for a New Tnal by determImng 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)? 

3 DId the tnal court properly deny Defendant-Appellant's MotIOn for Judgment 
NotwIthstandIng the VerdIct, or In the AlternatIve, for a New Tnal by determImng that 
federal law dId not preempt the State's Unfair Trade PractIces Act claim as to the 
November 2003 Dear Doctor Letter? 

4 DId the tnal court correctly deny Defendant-Appellant's MotIon for Judgment 
NotwIthstandIng the VerdIct, or In the AlternatIve, for a New Tnal by deCIdIng the 
State's claims were tImely filed, concomItantly, dId the tnal court properly grant the 
State's motIOn for dIrected verdIct as to Janssen's statute of hmitatIOns defense at the 
conclusIOn of all the eVIdence? 

5 DId the tnal court properly deny Defendant-Appellant's MotIon for Judgment 
NotwIthstandIng the VerdIct, or m the AlternatIve, for a New Tnal after determImng that 
the State had submItted suffiCIent eVIdence as to the so-called pubhc Impact element of 
ItS Unfair Trade PractIces claims? 

6 DId the tnal court properly admIt certam of the State's eVIdence over Defendant­
Appellant's hearsay and unfair prejUdICe ObjectIOns a nd, therefore, no new tnal IS 
warranted? 

7 Were the State's opemng and closmg statements WIthIn the appropnate bounds and, 
therefore, no new tnaiis warranted? 

8 DId the tnal court properly deny Defendant-Appellant's MotIon for Judgment 
NotwIthstandIng the VerdIct, or m the AlternatIve, for a New Tnal because the jury was 
Instructed accordmg to South Carolma law and procedure and the verdIct form satIsfied 
apphcable law? 

9 Was the tnal court's Penalty Order proper under apphcable statutory and abuse of 
dIscretIOn standards? 

10 Do the ExceSSIve FInes and Due Process Clauses of the South Carolma and Umted 
States ConstItutIOns warrant vacatmg the tnal court's Penalty Order? 

11 DId the tnal court properly deny Defendant-Appellant's MotIOn for Judgment 
NotWIthstandIng the VerdIct, or m the AlternatIve, for a New Tnal, or should the 
Penalty Order be vacated, where the Penalty Order does not VIOlate Defendant 
Appellant's FIrst Amendment nghts? 

1 



STATEMENT OF THE CASE 

I PROCEDURAL HISTORY 

The State filed thIS case agaInst Defendant-Appellant Ortho-McNeIl-Janssen 

PharmaceutIcals, Inc ("Janssen" or the "Company") on Apnl 23, 2007 (Compl, Apr 

23, 2007) On or about May 22, 2007, Janssen removed the case on the purported basIs 

of federal questIOn JunsdictIOn (NotIce of Removal 4-11) On July 10, 2007, Umted 

States Semor DIstnct Judge Henry M Herlong, Jr remanded the case, determInIng that 

the federal courts dId not have JunsdictIOn over the case (Order of Remand 3) 

On March 19, 2010, the State filed ItS "lIve" complaInt In the lower court 

(Second Am Compl) Pnor to tnal, the lower court determIned that a Jury would decIde 

lIabIlIty under the South CarolIna Unfair Trade PractIces Act ("SCUTP A"), and the tnal 

Judge would assess CIvIl penaltIes thereunder (Order, Aug 27, 2010, Order 4, Feb 25, 

2011) The lower court demed Janssen's vanous motIOns for summary Judgment and 

motIOns to exclude or lImIt certaIn State experts' testImony on February 25, 2011 

(Order, Feb 25,2011) 

The lower court commenced a Jury tnal on March 7, 2011 (Tnal Tr vol 1, 89-

91, Mar 7,2011) The Jury returned ItS unammous verdIct In the State's favor on March 

22,2011 (VerdIct 1-2) At the close of the State's case and agaIn at the close of all the 

eVIdence, the tnal court demed Janssen's motIOns for dIrected verdIct (Tnal Tr vol 3, 

1780 16-1783 20, Mar 16, 2011, Id vol 4, 2467 15-2470 3, Mar 21, 2011) At the 

close of all the eVIdence, the tnal court granted the State's motIon for dIrected verdIct on 

statute of lImItatIOns grounds (Tnal Tr vol 4,24704-2473 23, Mar 21,2011) 

After dISmISSIng the JUry, the lower court separately consIdered eVIdence and 
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argument on SCUTPA penaltIes m a two-day heanng on Apnl 18 and 19, 2011 The 

Court's "Penalty Order" Issued on June 3, 2011 (Penalty Order) The lower court 

awarded a penalty of $300 for each of 509,499 Risperdal sample boxes found to have 

contamed a product label (the prescnbmg mformatIOn, also referred to herem as a 

"package msert") and dIstnbuted by Janssen m South Carolma, for a total penalty of 

$152,849,70000 (Jd at 16-17) The tnal court also awarded a penalty of $4000 for 

each Dear Doctor Letter maIled to South CarolIna addresses (7,184) and for each sales 

call occurrmg between November 10, 2003 (the Dear Doctor Letter's date (mira at 4)) 

and July 21,2004 (the CorrectIOn Letter's date (Infra at 13)) (36,372) for a total penalty 

of $174,224,000 00 (ld at 17) The aggregate penalty assessed agamst Janssen by the 

tnal court was $327,073,700 00 (ld) 

The tnal court demed Janssen's MotIon for Judgment NotWIthstandIng the 

VerdIct, or m the AlternatIve, a New Tnal and Janssen's MotIOn to Alter or Amend the 

Judgment and/or for a New Tnal on December 20, 2011 (Orders, Dec 20, 2011) 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 

II STATE'S SUMMARY OF THE FACTS 

ThIS case presents dIsputes under SCUTPA concernmg consumer health, safety, 

and the marketmg and promotIOn of prescnptIOn drugs m thIS State The State of South 

Carolma alleged that Janssen WIllfully, unfaIrly, and deceptIvel y mIsrepresented and 

faIled to dIsclose the safety rIsks of ItS drug Risperdal m promotmg and sellIng Risperdal 

In South Carolma The State's SCUTPA claIms and the JUry's findmgs have two dIStInct 
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factual bases 

Fust, the Jury unammously found that Janssen had wIllfully engaged m unfair or 

deceptIve acts m the conduct of trade or commerce m South Carolma m relatIOn to a 

"Dear Doctor Letter" that Janssen dissemmated to Risperdal prescnbers and others m the 

State begmnmg m or about November 2003 (VerdIct at 1-2) The Dear Doctor Letter 

stated, mter aila, that Risperdal users were at no mcreased nsk of developmg dIabetes as 

compared to persons not takmg the drug (PI Ex 1736) The approved Food & Drug 

AdmimstratIOn ("FDA") label and Janssen's undIsclosed clImcal research at the tIme 

showed otherwIse See mfra Part IV A 

Second, the Jury unammously found that Risperdal's product label (package 

msert) vIolated SCUTPA from 1994 to 2007 (VerdIct 2) The State proved at tnal that 

Janssen WIllfully omItted Warmngs on Risperdal's label as to dIabetes/hyperglycemIa and 

hyperproiactmemia safety nsks from 1994 to 2007 See mfra Part IV A The State also 

showed that Janssen-not the FDA-was responsIble for the content of the Risperdal 

label, mcludmg all Warnmgs, at all relevant tImes See mfra Part I B 1 Moreover, the 

State showed that Janssen had a legal duty to add or strengthen Warnmgs to ItS Risperdal 

label as soon as It had reasonable eVIdence of an aSSOCIatIOn between Risperdal and a 

senous hazard-a causal aSSOCiatIOn need not have been shown See zd 

Rtsperdal and safety hazards 

Risperdal (the genenc form of WhICh IS called "nspendone") IS an "atypIcal" or 

"second generatIOn" antIpsychotIc drug that Janssen first began sellIng throughout the 

Umted States, mcludmg m South Carohna, m 1994 (Tnal Tr 38224-383 12,38522-

23) Even before 1994, Janssen knew that Risperdal was reasonably associated WIth a 
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number of senous health nsks, mcludmg weIght gam and related complIcatIOns­

dIabetes mellItus (1 e , "Type II" dIabetes) m partIcular-as well as hyperprolactmemIa, a 

condItIOn of elevated prolactm levels m the body (Tnal Tr 504 19-506 12, 69022-24, 

8204-82222, 13722-14) Risperdal IS known to cause sIgmficantly greater prolactm 

elevatIOns than any other atYPIcal antipsychotIc (Tnal Tr 824 14-23, 1011 15-19) At 

no time from 1994 untIl November 2003 dId Janssen put a Warmng for dIabetes or 

hyperglycemIa (hIgh blood sugar) on Risperdal's label (Tnal Tr 410 3-7) Janssen was 

dIrected to add such a Warnmg by the FDA m September 2003 (Tnal Tr 48422-24) 

Also, at no time from 1994 until August 2007 dId Janssen mclude a Warnmg of 

hyperproiactmemia nsks on Risperdal' s label (Tnal Tr 421 17-19) 

Rlsperdal faces stiff competitIOn 

After ItS launch m 1994, Risperdal enjoyed huge sales success (Tnal Tr 238, 

840-850, PI Exs 1552, 1670, 1662, at J-TXCID1673028-30 & J-TXCID1673064-7l) 

Janssen sold $172 mllhon of Risperdal worldwIde the first year (Tnal Tr 238, see 

Penalty Order 15) Risperdal sales mcreased nearly 600 percent by 2000, toppmg $1 

bIllIon m sales per year for the first tIme (Penalty Order 15) From there, yearly 

worldWIde sales more than quadrupled to $4 6 bIlhon m 2007 (Id) Internal documents 

consIdered by the jury and judge below mdicated that Risperdal had a 97 percent gross 

profit margm (Tnal Tr 238,848 18-24, 1276, PI Ex 1552, at JJRE 06106129) 

DespIte that success, Risperdal began to face stiff competitIOn from competmg 

drugs m 1996 (Tnal Tr 422 17-424 17) That year, Ell LIlly & Company launched ItS 

extremely popular antipsychotIc drug Zyprexa (also known as "olanzapme") (Tnal Tr 

704 15-16) A market share war between Janssen and LIlly ensued, whIch the State's 
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psychIatnc expert wItness and former Janssen consultant, Dr WIlham WlfShmg, 

descnbed as "fierce" and "dramatIc" (Tnal Tr 4269-14) In Janssen's estimatIOn, 

Zyprexa caused greater weIght gam and carned more dIabetes nsk than Risperdal (Tnal 

Tr 428 12-431 3) Janssen began trammg Its sales representatIves to promote Risperdal 

VIa that message (Tnal Tr 428 12-431 3) Accordmg to mternal Company documents, 

sales representatIves were tramed m 1998 to "Stop the Growth of Zyprexa" (Tnal Tr 

438 13-15,440 14-441 2, 443 8-21, PI Ex 2618, at JJRE 00165130, 196) By 2000, 

the Company sought to explOIt and "dIfferentIat[ e]" weIght gam as "a defenSIve Issue for 

Zyprexa" (Tnal Tr 778 25-780 9, PI Ex 1264, at 00341444006) Janssen also claImed 

that "Zyprexa may be assocIated WIth causmg Type II dIabetes," whIle RIsperdal 

purportedly was not, and that Zyprexa's aSSOCIatIOn WIth dIabetes "would have 

SIgnIficant Impact on the medIcal communIty" m terms of prescnbers' wIlhngness to 

prescnbe Zyprexa (PI Ex 1264, at 00341444006, see Tnal Tr 77825-7809) 

Janssen puts Rlsperdal to the test 

In 1997, Janssen commISSIOned a "gold standard" double-blmd, randomIzed, 

placebo-controlled chnIcal tnal to estabhsh RIsperdal's supenonty over Zyprexa as to 

weIght gam and dIabetes SIde effects (Tnal Tr 468 5 -18, PI Ex 2653, at JJRIS 

03528907,919) That tnal was RIS-USA-113 ("Tnall13") (PI Ex 2653) Tnall13's 

"[p]nmary obJectIve" was to "[s]how supenonty over [Zyprexa] m the mCIdence of 7% 

mcrease m weIght" over the course of a year's treatment (Tnal Tr 1378 18-23, PI Ex 

442) Tnal 113 also measured the mCIdence rate of "New Onset DIabetes"-I e , patIents 

who dId not have dIabetes at the start of tnal but who developed It dunng the tnal (TrIal 

Tr 6062-7, PI Ex 2653, at JJRIS 03528907) No long-term study hke Tnal 113 had 
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ever been attempted between Risperdal and Zyprexa (and none was ever commIssIOned 

agam after Tnal 113's results carne m) (Tnal Tr 470--472,479--482,646 14-22, 1572-

1576, 1591-1594,PI Ex 1741) 

Tnall13's results dId not show Risperdal's supenonty to Zyprexa on weIght gam 

or dIabetes (Tnal Tr 462 2-6, PI Ex 442, at JJRlS 02541054) The September 1999 

results concluded "There appears to be no dIfference m the mCIdence of 7% weIght gam 

[between the Zyprexa and Risperdal] groups" (Tnal Tr 462 2-6, PI Ex 442, at JJRlS 

02541054) The results also reported that a greater number (and an equal percentage) of 

persons takmg Risperdal developed diabetes compared to Zyprexa patients (Tnal Tr 

466 17--467 12, PI Ex 442, at JJRlS 02541056) Janssen dId not dIsclose or pubhsh 

those results (Tnal Tr 45623-25,481 4-5) The State's expert wItness, Dr Wirshmg, 

who had hImself dIrected one of the tnal SItes for the first several weeks of Tnal 113, had 

never seen the Tnal 113 results untIl thIS case was presented to a Jury (Tnal Tr 454 17-

455 1) It took Janssen ten years from the completIOn of the study to prepare an mternal 

"Chmcal Study Report" or "CSR" for Tnal 113, whIch was also never dIsclosed outSIde 

the Company untIl tnal (Tnal Tr 643 12-644 10, 647 5-8, PI Ex 2653) The CSR 

reconfirmed the 1999 conclUSIOns (Tnal Tr 1725 19-1726 21) The CSR was prepared 

and surfaced m thIS lItIgatIOn only after Rrsperdal lost ItS patent protectIOn and could be 

sold m genenc form (Tnal Tr 1555 3-15) 

At tnal m thIS case, Janssen contended that Tnal 113 was a "flawed" or "faIled" 

or "broken" study because nme partICIpants had reportedly taken the wrong drug after the 

first eIght weeks of the study (Tnal Tr 1446 14-1449 8) Yet, the final CSR 

acknowledged that CIrcumstance and reported that the data, analyzed WIthout those nme 
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"cross-over" partIcIpants, produced the same concluslOns-Rlsperdal and Zyprexa had 

statIStically the same weIght gam and dIabetes nsk after a year of treatment (Tnal Tr 

561 22-562 7, 612 1-11, PI Ex 2653, at JJRIS 03528922, 944, 946-47) 

About 2000, Janssen receIved the results of a dIfferent kmd of study-an 

epidemlOlogical study based upon a reVIew of records of patients treated WIth 

antIpsychotic medicatlOns m a New England msurance database (Tnal Tr 71625-

720 23, PI Ex 167) That study was referred to at tnal as the "ERI" study (Tnal Tr 

717 1-3) Compansons between Zyprexa and Risperdal on the rate of dIabetes mCIdence 

agam dId not favor Janssen's drug (Tnal Tr 71824-720 1) The study showed that 

Risperdal patients had a hIgher mCIdence rate of dIabetes than dId Zyprexa patients 

(Tnal Tr 718 24-720 1) Janssen also never pubhshed or dIsclosed ERI's results except 

m Risperdal htlgatlOn (Tnal Tr 1565 11-18) 

Janssen commisslOned yet another epidemlOlogical study, IdentIfied at tnal as 

"HECON," the results of whIch were also known m 2000 (PI Ex 1564) LIke ERI, 

HECON also surveyed a large managed-care patIent database (Id) A pubhshed 

presentatlOn of the HECON results concluded that "[I]n contrast to [Zyprexa], 

[RIsperdal] was not assOCIated WIth nsk of type II diabetes" (Tnal Tr 725 22-726 14, 

PI Ex 1564) The pubhshed study noted that It was supported by Janssen, and the 

maJonty of HECON's authors Janssen eIther employed or paid as regular consultants 

(Tnal Tr 740, 1620 19-1621 19, PI Ex 1564) 

In short, Janssen deCIded to pubhsh the one study out of three that returned 

favorable safety results (HECON) (Tnal Tr 4552-5, 1565 11-18, PI Ex 1564) 

Janssen dId not dIsclose the other two studIes, Tnal 113 and ERI, outsIde Company 
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confines (Tnal Tr 45623-25,481 11-482 13, 1565 11-18) 

FDA investigates Rlsperdal's associatIOn with diabetes 

In May 2000, the FDA wrote to Janssen mformmg the Company that It was 

"evaluatmg the possIbIlIty that atypIcal antipsychotics may produce dIsturbances m 

glucose metabolIsm" (blood sugar) (Tnal Tr 107424-1075 18, PI Ex 164) 

Generally, the FDA sought "evIdence of new-onset diabetes mellItus, hyperosmolar 

coma, diabetIc ketoacIdosIs, weIght gam, and hyperglycemia" occurrmg m Risperdal 

users (Tnal Tr 474 13-4769, PI Ex 164) 

Before Janssen's submIssIOn respondmg to the FDA's request, Janssen's Internal 

email correspondence showed that ERI would be ready "m tIme for InclUSIOn In the FDA 

response" (PI Ex 165) That same email noted that ERI was "lookIng at crude 

mCIdence of dIabetes among the use of atYPlCals" (Id) 

In August 2000, Janssen responded to the FDA (PI Exs 1728, 1741) The 

Company acknowledged that the FDA had "requested that Janssen conduct a 

comprehensIve reVIew of all preclImcal, clImcal and pharmacovigIlance data pertaInIng 

to the effect of nspendone and dIsturbances m glucose metabolIsm" (PI Ex 1728) 

But, Tnall13 was not mentIOned m Janssen's FDA submIssIOn (PI Exs 1728,1741) 

Janssen demed Tnal 113's very eXIstence In fact, Janssen repeatedly stated In the report 

that "there were no long term tnals wIth placebo or [Zyprexa]"-despite Tnal 113 havIng 

been a long-term tnal wIth Zyprexa (PI Ex 1741, at C-RISP00000247, 248) The 

Janssen response also dId not mentIOn ERI (Id, PI Ex 166) The Company had 

decIded It would now "not mclude [ERI] In response to FDA" purportedly because ERI 

was "only a crude analYSIS of new-onset dIabetes" (PI Ex 166) Janssen had, however, 
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already acknowledged mternally the "crude" nature of the ERI study while Janssen was 

still aWaItmg the results (PI Ex 165) And, although Tnal 113 and ERI were not 

mentIOned m respondmg to the FDA, Janssen specIfically referenced and dIscussed the 

results of the favorable HECON study (PI Ex 1741, at C-RISP00000250) 

Janssen's strategy of attemptmg to dIfferentIate Risperdal from other 

antIpsychotics persIsted (PI Ex 254, at JJRE 02296123) In October 2000, Sally Berry, 

medIcal duector for psychiatry medIcal affairs at Janssen, wrote m an email to her 

colleagues that Janssen must aVOId Risperdal bemg "lumped m to the atypIcal 

antIpsychotIc class for dIabetes" (Id) "ThIS IS what we need to prevent happemng!" 

(Id) "[W]hen worrIed about diabetes, we want doctors to prescnbe [R]Isperdal" (Id) 

Ms Berry and her colleagues made no mentIOn of Tnal 113 or ERI, studIes that showed a 

sIgmficant aSSOCIatIOn between Risperdal and dIabetes (Id) 

UltImately, m a September 13, 2003 letter, the FDA dIrected that Risperdal's 

label must bear a Warnmg for dIabetes and hyperglycemIa (PI Ex 520) Withm three 

days, Janssen executIves began analyzmg best case/worst case financIal scenanos 

premIsed on the success or failure of those negotIatIOns (PI Ex 1105) Dependmg upon 

whether Janssen "accept[ed]" the FDA's new label or, conversely, convmced the FDA to 

add a "PrecautIOn" to Risperdal's label whIle requmng a Warnmg on all other atypIcal 

antipsychotIcs' labels, the Company prOjected eIther a $100 mIllIon sales loss (m the 

former scenano) or a $100 millIon sales mcrease (m the latter) (Id) The Company then 

set out on a "road of submIttmg data to 'prove' to the FDA dIfferences" between 

Risperdal, Zyprexa, and the other atypicals (Id) In the end, however, Janssen was 

unable to aVOId the FDA's mstructIOn to mclude a Warnmg for dIabetes/hyperglycemIa 
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on Risperdal' s label (PI Ex 661) 

Janssen's Dear Doctor Letter 

Janssen then determmed that It would take control of how the message of the new 

Warnmg was communIcated to prescnbers and others EarlIer m 2003, Janssen had 

communIcated another new Risperdal Warnmg concernmg nsk of stroke 

("cerebrovascular adverse events" or "CAEs") m elderly patients (Tnal Tr 158423-

1586 9) Through a "dear doctor" letter (also referred to generally as a "DDL," a "Dear 

Healthcare PrOVIder CommUnICatIOn," and a "DHCP"), Janssen announced the new CAE 

Warnmg m very straightforward fashIOn, quotmg the Warnmg verbatim on the letter's 

first page (Tnal Tr 189824-18999, PI Ex 2610) ImmedIately thereafter, Janssen 

saw Risperdal sales plummet m the long-term-care market (PI Ex 77, at JJRE 

00242438, 00242439) Among the "Lessons Learned" from that expenence, Janssen 

acknowledged mternally, was to "[n]ever underestImate the Impact of a DDL" (Id at 

JJRE 00242439) 

So, Janssen took a dIfferent approach WIth the dIabetes/hyperglycemIa Dear 

Doctor Letter (PI Ex 1736) Scott Remes, SenIor VIce PreSIdent for Johnson & 

Johnson Pharmaceutical Research and Development ("JJPRD"), noted m October 2003 

that LIlly sent a dear doctor commUnICatIOn mformmg prescnbers that all the atypicals 

were now subject to a new "class label" for diabetes and hyperglycemIa (PI Ex 462) 

LIlly's letter was thought to carry a pOSItive commerCIal message for Zyprexa because 

Zyprexa had been VIewed by some as the worst offender among atypicals m causmg 

blood sugar dIsturbances, now, all the atYPIcals bore substantially the same 

diabetes/hyperglycemia Warnmg as Zyprexa (Tnal Tr 734-36, 812-13, 888-89) Dr 
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Remes wrote to Mr Pruden (who had generated the label change financial prOjectIOns 

mentIOned above (PI Ex 1105)), commentmg "LIlly's DDL IS pretty clever How much 

commercIal lIabIlIty would we mcur If we sent a SImIlar letter about Risperdal, assumIng 

the FDA IS unwIllIng to commUnIcate [on] the Issue?" (PI Ex 462) Janssen then 

prepared many drafts of the Dear Doctor Letter to send to Risperdal prescnbers and 

others (e g, pharmaCIsts) natIOnally, IncludIng m South Carolma (Tnal Tr 812 14-

8166, PI Exs 2352,2353,2354,2662) 

The final Dear Doctor Letter was dated November 10, 2003 The passage at Issue 

In thIS case stated 

HyperglycemIa-related adverse events have Infrequently been reported In 
patients receIvmg RISPERDAL Although confirmatory research IS stIll 
needed, a body of eVIdence suggests that RISPERDAL IS not assoctated 
With an mcreased risk of dtabetes when compared to untreated patients 
or patIents treated WIth conventIOnal antipsychotics EVIdence also 
suggests that RISPERDAL IS assocIated WIth a lower nsk of dIabetes than 
some other studIed atYPIcal antlpsychotlcs 

(PI Ex 1736 (emphaSIS added)) UnlIke the CAE letter sent earlIer m 2003, the body of 

thIS Dear Doctor Letter dId not Include the text of the new Warnmg (PI Ex 1736) The 

eVIdence also showed that Janssen traIned ItS sales representatIves conSIstent WIth the 

Dear Doctor Letter's message, InstructIng them that Janssen's double-blInd tnals showed 

a "0%" Increased dIabetes nsk for Risperdal compared to placebo (PI Ex 387) Two 

months later, m January 2004, Janssen offiCIals concluded that "[s]ales Impact" had been 

"mInImal to date" after the Dear Doctor Letter was dIstnbuted "due to Risperdal [beIng] 

Viewed as pOSItively dIfferentiated from Zyprexa" (PI Ex 435, at JJRErev 04247353) 

FDA reprimands Janssen that ItS Dear Doctor Letter IS false and mlsleadmg 

In Apnl 2004, the FDA Issued a "Warnmg Letter" to Janssen, admOnIshIng It 

for-among other mfirmitIes-"false" and "misleadmg" representatIOns In the Dear 
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Doctor Letter (PI Ex 232) The FDA admolllshed Janssen that "[t]he healthcare 

commulllty relIes on [dear doctor letters] for accurate and tImely mformatIOn regardmg 

senous nsks and assocIated changes m labelmg and the dissemmatIOn of thIS letter at a 

tIme cntIcal to educatmg healthcare provIders IS a serzous pubhc health lssue" (Jd 

(emphasIs added)) The Warnmg Letter contmued the Dear Doctor Letter "suggests that 

Risperdal does not mcrease the nsk of diabetes, contradIctmg the Warnmg m the revised 

[label] and mIlllmIzmg the nsks associated wIth the drug" (PI Ex 232, at 3) The FDA 

also determmed that referenced articles m the Dear Doctor Letter "do not represent the 

weight of the pertment sCientific eVidence" nor dId the Letter "accurately descnbe the 

results of[those] cited studies" (Jd) 

Dr Remes, who had earlIer suggested sendmg the Dear Doctor Letter, reacted 

negatIvely to the final verSIOn of the Letter after learnmg of the FDA's Warnmg Letter 

He wrote to another JJPRD employee days after receipt of the Warnmg Letter, declanng 

the "warlllng letter is ugly" (PI Ex 2364) "It's really a black mark for J&J" (Id) He 

commented that "no competent person would have let [the Dear Doctor Letter] go out" as 

drafted (Id) Two months later he wrote to another JJPRD employee, commentmg that 

"[t]here's a lesson m thIS unfortunate mess - I Just hope [the Letter's author/Signer] and 

[Janssen] learned it well" (PI Ex 2614) 

Eventually, m July 2004, accedmg to FDA demands for the same, Janssen Issued 

a "CorrectIOn Letter" to reCipIents of the Dear Doctor Letter (PI Ex 438) The FDA 

reqmred the CorrectIOn Letter be IdentIfied before the salutatIOn, m boxed text, as 

"IMPORTANT CORRECTION OF DRUG INFORMATION" (Jd at 1) Janssen 

admitted to reCipIents of the CorrectIOn Letter that It had receIved the Warnmg Letter 
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from the FDA concludmg that Janssen had "omItted matenal mformatIOn about 

Risperdal, mimmized potentIally fatal nsks, and made misleadmg claims suggestmg 

supenor safety to other atYPIcal antI psychotIcs wIthout adequate substantiatIOn" (Id) 

Even after the diabetes Warning, Rlsperdal's label remained Inadequate 

Notwithstandmg the dIabetes/hyperglycemIa Warmng m 2003, Risperdal's label 

dId not carry a Warnmg for hyperproiactmemia untIl the FDA took actIOn m 2007 

Nevertheless, Dr Ivo Caers, Janssen's "global product leader" for Risperdal, testIfied that 

"hIgh prolactm mcrease" was a well-known Risperdal charactenstIc withm the Company 

at least smce 1994 (Tnal Tr 13703-13,1371 4-16) Further, eVIdence at tnal showed 

that 18% ofRIsperdal's sales m the Umted States was for pedIatnc use of the drug (Tnal 

Tr 1021 8-15, 10247-1025 1, PI Ex 1078, at JJRIS 00166268-69) Dr MagalI Haas, 

Janssen's clImcal leader for the Risperdal pedIatnc program, acknowledged that 

"elevated prolactm would be of more concern for a developmg chIld than It would be 

for a fully formed adult" (Tnal Tr 327 17-21) Dr Haas further testIfied that 

menstrual-cycle dIsturbances were expenenced m adolescent guls takmg Risperdal m 

chmcal tnals, and It was not known If those dIsturbances were permanent (Tnal Ir 

328 3-14) Dr Haas also testIfied that adolescent boys takmg Risperdal m chmcal tnals 

expenenced gynecomastIa (abnormal breast enlargement), dIsturbance of theIr 

testosterone system, and theIr abIhty to produce semen (Tnal Tr 329 1-14) Agam, Dr 

Haas testIfied that It was not known If such condItIOns were IrreversIble (Tnal Ir 

329 15-16) 
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ARGUMENT 

"The legIslature mtended [SCUTP A] to control and elImmate the large scale 

use of unfaIr and deceptIve trade practIces wIthm the state of South CarolIna" Noack 

Enters Inc v Country Corner Intenors Inc, 290 S C 475, 477, 351 S E 2d 347, 349 

(Ct App 1986) (cItatIOns and mternal quotatIOn marks omItted) ThIS case represents the 

South Carolma Attorney General's efforts to control and elImmate large-scale, unfaIr, 

and deceptIve preSCrIptIOn drug marketmg and promotIOnal practIces m thIS State 

Standard of Review 

When revIewmg a demal of a motIOn for Judgment notwIthstandmg the verdIct, 

the appellate court should VIew the eVIdence and all reasonable mferences m the lIght 

most favorable to the nonmovmg party Hessenthaler v Tn-County Slster Help Inc, 365 

SCI 01, 107, 616 S E 2d 694, 697 (2005) "The trIal court can only be reversed by thIS 

Court when there IS no eVIdence to support the rulmg below" Strange v S C Dep t 

Hlghways & Pub Transp, 314 S C 427,430, 445 S E 2d 439, 440 (1994) (emphasIs 

added) In other words, "[u]nder [thIS] standard the trIal court should not grant JNOV 

where the eVIdence YIelds more than one mference[, and] [a]n appellate court may not 

overturn the declSlon of the trIal court, under the state standard, If there IS any eVIdence to 

support the trIal court's rulIng" Gzlhland v Doe, 357 S C 197, 199, 592 S E 2d 626, 

627 (2004) (emphasIs added) 

WIth respect to motIOns to alter or amend the Judgment or for new trIal, "a trIal 

Judge's order denymg a new trIal wIll be upheld unless the order IS wholly 

unsupported by the eVIdence, or the conclUSIOn reached was controlled by an error of 

law" Norton v Norfolk S Ry Co, 350 S C 473, 478, 567 S E 2d 851, 854 (2002) 
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(mternal quotatIOn marks omItted) "[R]eVIew IS hmited to consIderatIOn of whether 

eVIdence eXIsts to support the tnal court's order" Id at 478-79, 567 S E 2d at 854 If 

there was any testImony tendmg to prove allegatIOns of the complamt, the motIOns were 

properly refused Proctor v Dep t of Health & Envtl Control, 368 S C 279, 293, 628 

S E 2d 496, 504 (Ct App 2006) "ThIs rule IS especially strong m South Carolma where 

the 'scmtIlla of eVIdence rule' IS apphed" Id 

I THE STATE'S SCUTPA CLAIM BASED ON THE RISPERDAL LABEL 
IS NOT BARRED BY EITHER FEDERAL OR STATE LAW 

A The State's Package Insert Claim IS not Preempted by Federal Law 

Federal preemptIOn wIll not he unless Congress reveals a "clear and mamfest 

purpose" to preempt Wyeth v Levme, 555 US 555, 565 (2009) ("[T]he purpose of 

Congress IS the ultImate touchstone m every pre-emptIOn case" (emphasIs added) 

(CItatIOn and mternal quotatIOn marks omItted)) Federal preemptIOn of state law IS never 

presumed I Id & n 3 The party advocatmg federal preemptIOn must prove Congress's 

clear and mamfest purpose to preempt and all other aspects of the affirmatIve defense 

See Bruesewltz v Wyeth LLC, 131 S Ct 1068, 1087 n 2 (2011) 

Because Congress has never mcluded an express preemptIOn prOVISIOn In the 

Food, Drug & CosmetIc Act ("FDCA"), Levme, 555 US at 574, and because Janssen 

Janssen s bnef turns this "presumptIOn agamst preemption on ItS head Janssen apparently 
contends that congressIOnal srlence on the Issue of whether Congress mtended to preclude state attorneys 
general from requiring that federally approved package mserts be modified before they can be used In their 
states or from seekmg enormous penalties, (Appellant s Br 16) IS sufficient to prove Congress s 
reqUisite clear and manifest purpose to preempt But as the Supreme Court determmed m Wyeth v LeVine 
555 U S 555 (2009) Congress s silence on the Issue coupled With ItS certain awareness of the 
prevalence of related litigatIOn m state courts IS powerful eVidence that Congress did not Intend FDA 
oversight to be the exclUSive means of ensunng drug safety and effectiveness Id at 575 (emphaSIS 
added) see also Bomto Boats Inc V Thunder Craft Boats Inc 489 U S 141 166-67 (1989) ( 'The case 
for federal pre emptIOn IS particularly weak where Congress has indicated ItS awareness of the operation of 
state law m a field of federal mterest and has nonetheless deCided to stand by both concepts and to tolerate 
whatever tensIOn there [IS] between them (alteration m ongmal) (CitatIOn and Internal quotatIOn marks 
omitted)) In short reliance on congressIOnal Silence will not satisfy Janssen s burden here 
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does not argue that the FDCA "preempts the field" of drug labelmg, Janssen's 

preemptIOn argument may only succeed If Janssen demonstrates that South Carolma law 

"actually conflIcts" wIth federal law Englzsh v Gen Elec Co, 496 U S 72, 79 (1990) 

An "actual conflIct" eXIsts when "It IS ImpOSSIble for a prIvate party to comply wIth both 

state and federal reqUIrements, or where state law stands as an obstacle to the 

accomplIshment and executIOn of the full purposes and objectIves of Congress" 

Spnetsma v Mercury Manne, 537 US 51, 64 (2002) (cItatIOns and mternal quotatIOn 

marks omItted) ConflIct preemptIOn analYSIS IS not, however, a "freewheelIng JudICIal 

mqUIry mto whether a state statute IS m tensIOn WIth federal ObjectIves, but an mqUIry 

mto whether the ordmary meanmgs of state and federal law conflIct" Bates v Dow 

AgroSczences LLC, 544 U S 431, 459 (2005) (Thomas, J , conCUrrIng m the judgment In 

part and dIssentmg m part) (cItatIOn and mternal quotatIOn marks omItted) As Janssen 

cannot show that federal and South Carolma law actually conflIct here, the Court should 

reject Janssen's federal preemptIOn arguments 

1 Janssen Cannot Show that Compliance With South Carolma Law 
Poses an Obstacle to CongressIOnal Objectives 

Far from the "unmIstakable obstacle" that Janssen contends SCUTP A 

enforcement poses to congressIOnal ObjectIves here (Appellant's Br at 15), SCUTP A 

mstead furthers the FDCA's "hIgh purpose" of "protect[mg] consumers" Kordel v 

Unzted States, 335 US 345, 349 (1948) Congress, emphasIzmg consumer safety as a 

paramount goal, establIshed m the FDCA that 

• IntroductIOn of any "mIsbranded" drug would be "prohIbIted," 21 USC § 
331(a), 

• A drug label would be "mIsbranded" If "false or mIsleadIng" In any 
partIcular," zd § 352(a), and 

• Drug labelmg would be "mIsbranded" If It lacked "adequate warnIngs 
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agamst unsafe dosage or methods or duratIOn of admimstratIOn or 
apphcatIOn," zd § 352(f) 

For Its part, South Carolma law deems unlawful "deceptIve" or "unfair" acts or practIces 

m the conduct of "any trade or commerce" S C Code Ann § 39-5-20(a) Accordmgly, 

If a drug label IS "false or misleadmg m any partIcular," It IS consIdered "mIsbranded" 

under federal law, see 21 USC § 321 (t), but It may also be "deceptIve" or "unfaIr" 

under SCUTPA, see S C Code Ann § 39-5-20(a) The federal and state statutory 

schemes are thus not m conflIct WIth one another, they are parallel 

In Wyeth v Levzne, 555 U S 555 (2009), the Umted States Supreme Court 

recently acknowledged and reaffirmed thIS long-standmg cooperatIve federahsm regIme 

Id at 581 There, the Vermont Supreme Court had upheld a Jury verdIct findmg that the 

drug manufacturer defendant faIled to adequately warn of certam of Its drug's mherent 

dangers, notwithstandmg the drug maker's contmual use of a label contammg FDA-

approved Warnmgs Id at 563 RevIewmg the declSlon, the Supreme Court flatly 

rejected the manufacturer's contentIOn that "[o]nce the FDA has approved a drug's label, 

a state-law verdIct may not deem the label madequate" Id at 573-74 "The most 

glanng problem wIth [that] argument," stated the HIgh Court, "IS that all eVIdence of 

Congress'[s] purposes IS to the contrary" Id at 574 

More speCIfically, the Supreme Court dIscerned that Congress's purpose m 

enactmg the FDCA was "to bolster"-not supplant-"consumer protectIOn agamst 

harmful products ,,2 Id Congress, havmg never enacted any federal consumer protectIOn 

2 States like South CarolIna are vested wIth the responSIbIlity of protectIng the health safety and 
welfare of [theIr] cItIzens and have great latItude when carryIng out that responSIbIlity Umted Haulers 
Ass n v Oneida Herkimer SolLd Waste Mgmt Auth 550 US 330 342 (2007) That Important publIc 
mterest In preserVIng state government enforcement actIOn In the health and safety context IS even greater 
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remedy for "unsafe or meffectIve" drugs smce first approvmg the FDCA m 1938, 

eVIdently "determmed that wIdely avmlable state nghts of actIOn appropnate[ly]" 

protected consumers Id Congress "may also have recogmzed that state-law remedIes 

further consumer protectIOn by motlvatmg manufacturers to produce safe and effectlve 

drugs and to gIve adequate warmngs" Id Based m sIgmficant part on the foregomg, the 

Supreme Court held that federal law dId not preempt a state law verdIct deemmg an 

FDA-approved drug label madequate 3 

Janssen counters Levme by argUIng as self-evIdent that the deCISIOn IS restncted to 

state tort lawsUIts (Appellant's Br 16) But, the Supreme Court has repeatedly refused 

to dIstmgUIsh between "posItlve enactments" of state law (lIke SCUTPA) and common 

law torts m the federal preemptIOn context Bates v Dow AgroSclences LLC, 544 U S 

431,443 (2005), see Cipollone v Liggett Group, 505 US 504,521-22 (1992) (pluralIty 

opmIOn) Such a lImIted readmg of Levme IS further undermmed by the Supreme Court's 

recent opmIOn m Cuomo v Clearzng House Ass n, 557 U S 519 (2009) There, the Court 

readIly dIstmgUIshed between "admimstratIve overSIght" of banks as federal powers 

exclUSIve to the Office of Comptroller of the Currency under the NatIOnal Bank Act, as 

compared to the New York Attorney General's enforcement of state bankmg laws, whIch 

the Court determmed were not substantIvely preempted by federal law Id at 2717-18 

where federal agency mactlon or under enforcement may be particularly prevalent See Levzne 555 U S at 
578-79 n II (' The [FDA] lacks the resources to accomplish Its large and complex miSSIOn There IS 
Widespread agreement that resources for post marketmg drug safety work are espeCIally madequate and 
that resource limitatIOns have hobbled the agency s ability to Improve and expand thiS essentIal component 
of ItS miSSIOn (alteratIOn m ongmal) (CitatIOn omitted)) 
3 Further to ItS fundamental mlsunderstandmg of Levzne Janssen cites a number of cases that were 
abrogated by the Supreme Court s deCISion there (See Appellant s Br 15 (cltmg Prohzas v AstraZeneca 
Ph arms L P , 958 So 2d 1054 (Fla Dlst Ct App 2007), Cytyc Corp v Neuromedlcal Sys Inc 12 F 
Supp 2d 296, 301 (S D NY 1998) Am Home Prods Corp v Johnson & Johnson 672 F Supp 135 
14445(SDNY 1987))) 
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CItmg Levme as archetypal precedent for balancmg ostensIbly competmg federal and 

state law enforcement mterests, the Supreme Court determmed that the permIssIble 

overlappmg of such mterests "echoes many other mIxed state/federal regImes In WhIch 

the Federal Government exerCIses general oversIght whIle leavmg state substantIve law 

mplace" Id at2718 4 

Fmally, although Levme "recogmze[d] that some state-law claims mIght well 

frustrate the achIevement of congressIOnal obJectIves," the Supreme Court referred to 

claims lIke that m Geier v Amerrcan Honda Motor Co, 529 U S 861 (2000) See 

Levme, 555 US at 579-81 But, unlIke the plamtIff m Geier, the State's case does not 

conflIct WIth or obstruct specIfic determmatIOns by a federal agency Compare Geier, 

529 U S at 874-75 (deemmg that federal law preempted a state tort laWSUIt premIsed on 

an automobIle manufacturer's failure to mstall aIrbags, where federal regulatIOn at that 

tIme afforded car makers the clear optIOn not to mstall aIrbags), wrth Willramson v 

Mazda Motor of Am Inc, 131 S Ct 1131, 1139-40 (2011) (holdmg that a tort laWSUIt 

based on failure to mstall shoulder and lap restramt was not preempted under more recent 

4 Other courts have hkewlse declined to distingUish government enforcement actIOns from pnvate 
actIOns In applYing LeVine hke preemptIOn pnnclples See e g , South Carolina V AstraZeneca Ph arms 
LP No 7 09 387 HFF 2009 U S Dlst LEXIS 39174 at * 18 (D S C May 5 2009) (rejecting preemptIOn 
grounds for federal JunsdlctlOn and granting motIOn to remand relYing on LeVine s consideratIOn that [I]f 
Congress thought state law SUitS posed an obstacle to ItS objectives It surely would have enacted an express 
pre emptIOn provIsion at some pOint dunng the FDCA s 70 year history (quotmg 555 U S at 574)) 
MISSISSIPPI V AstraZeneca Pharms LP 744 F Supp 2d 590 605 (N D MISS 2010) (same) see also Pac 
Merch Shipping Ass n V Goldstene 639 F 3d 1154 1166-67 (9th Clr 2011) (sustaining state s clean air 
regulatIOn as not Impliedly preempted by federal mantlme law based In part on LeVine) People V 
Guwmelon No B232188 2012 Cal App LEXIS 469 at *42-44 (Cal App Ct Apr 24 2012) (applymg 
LeVine In Medicaid fraud laWSUit brought by Cahfornla Attorney General and holding that nothmg In either 
the state or federal anti kickback statute prevented the defendant from complYing With both laws even 
where such laws had dlffenng hablhty standards) Oregon V Johnson & Johnson No 3 11 CV 86S1 2011 
US Dlst LEXIS 140734, at *17-18, *20-22 (D Or Dec 7,2011) (granting motIOn to remand In 

Oregon s case against Johnson & Johnson for UTPA vIOlatIOns relymg on LeVine s reasonmg m 
concluding that Oregon s consumer misrepresentatIOn claims do not seek to enforce a federal statute but 
to vindicate a traditIOnal area of state authonty-the protectIOn of consumers from allegedly deceptive 
trade practices and emphaSIZing that, In LeVine, [t]he Supreme Court made clear that the FDCA 
regime leaves ample room for such state causes of actIOn ) 
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federal law, notwIthstandmg GeIer) Moreover, m keepmg wIth GeIer, Levine demands 

that there be "clear eVIdence" that the FDA consIdered and rejected a specIfic stronger 

Warnmg for conflIct preemptIOn to apply Levine, 555 US at 571, see Id at 580-81 & 

n 14 Janssen presented absolutely no eVIdence of such FDA consIderatIOn and rejectIOn 

of any proposed, stronger Warmngs for dIabetes/hyperglycemIa or hyperproiactmemla at 

tnal, and It CItes none m ItS bnef 

In the final analYSIS, "[I]f Congress thought state-law SUItS posed an obstacle to ItS 

objectIves, It surely would have enacted an express pre-emptIOn prOVISIOn at some pomt 

durmg the FDCA's 70-year hIStOry" Id at 574 But, Congress dId not do so and Janssen 

makes no showmg whatsoever that, notwIthstandmg Congress's sIlence on the matter, 

complIance wIth South Carolma law Imposes such an '''obstructIve' Impact," 

(Appellant's Br 16), so as to tngger federal preemptIOn Indeed, where no conflIct 

between federal and South Carolma law eXIsts, there can be no obstacle-based "ImplIed 

conflIct" preemptIOn 

2 Janssen Falls to Show that It IS ImpoSSible to Comply with Both 
South Carolma and Federal Law 

To the extent that Janssen contends that It IS ImpOSSIble to comply wIth South 

I 

Carolma law and federal prescnptIOn drug labelmg reqUIrements, that argument also 

falls On many occaSIOns, the Supreme Court has SaId that federal law preempts state law 

when "complIance WIth both federal and state regulatIOns IS a phYSIcal Imposslblhty" 

Levine, 555 U S at 589 (emphaSIS added) (quotmg Fla LIme & Avocado Growers Inc V 

Paul, 373 US 132, 142-43 (1963)) (mternal quotatIOn marks omItted) But, so long as 

complIance WIth federal and state law IS theoretIcally pOSSIble, then a preemptIOn rulIng 

IS not appropnate LeVine, 555 U S at 573 
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Agam, federal drug regulatIOn and SCUTPA are complementary, not m conflIct 

WIth one another Moreover, a drug manufacturer IS reqUIred to add or strengthen 

Warnmgs on a drug label-whether or not It first seeks FDA approval-"as soon as there 

IS reasonable eVIdence of an aSSocIatIOn of a senous hazard" WIth the drug 21 C F R § 

201 57(e) (2006) A manufacturer must also update ItS labelmg when mformatIOn 

becomes avaIlable "that causes the labehng to become maccurate, false, or misleadmg " 

21 C F R § 201 56(a)(2) ("The labehng must be mformatIOn and accurate" and not "false 

or misleadmg m any partIcular") Thus, Janssen could have comphed WIth both federal 

and state reqUIrements by umlaterally strengthenmg Risperdal's label See Levme, 555 

US at 573 

Furthermore, affirmance of the State's SCUTPA claim would not lead to 

"dIfferent labelmg reqUIrements m dIfferent states " (Appellant's Br 13-15) The State 

dId not seek or obtam an mJunctIOn The State's claims m thIS case do not restnct or 

mandate the reVlSlon of any Risperdal label-m partIcular, they do not touch upon any 

Risperdal label currently m use Janssen may pay the State's penaltIes award WIthout 

changmg Risperdal's labelmg In keepmg WIth SCUTPA's purpose, the Jury verdIct 

should "dIscourage unfair or deceptIve acts m the conduct of any trade or commerce," 

but It does not mandate future correctIve actIOn Taylor v Medenzca, 331 S C 575, 579, 

503 S E 2d 458, 460 (1998), cf Bates v Dow AgroSclences LLC, 544 U S 431, 445 

(2005) ("[A]n event, such as a Jury verdIct, that merely motIvates an optIOnal deCISIOn IS 

not a reqUIrement") There can be no doubt, then, that there IS no phYSIcal ImpossIbIhty 

because Janssen can pay the State's Judgment and not otherWIse alter ItS conduct "In 

sum, the relevant federal law dId not gIve [Janssen] a nght that the state-law Judgment 
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took away, and It was possIble for [Janssen] to comply wIth both federal law and the 

[South Carolma]-law Judgment at Issue here" Levzne, 555 US at 593 (Thomas, J , 

concurnng m the Judgment) 

3 The State's CLaim Does Not Constitute a Prohibited "Fraud-on­
the-FDA" Claim Under Buckman 

Buckman Co v Plazntiffs Legal CommIttee, 531 US 341 (2001), IS an express 

preemptIOn case lImIted to state law claIms for fraud commltted on the FDA Id at 347-

48, 350-51, see also Id at 353 ("[T]he fraud claIms eXIst solely by VIrtue of the FDCA 

dIsclosure reqUIrements" (emphaSIS added)) Buckman also recogmzes that Medtromc 

Inc v Lohr, 518 US 470 (1996), carved out "state-law causes of actIOn that parallel 

federal safety reqUIrements" 531 US at 353 (cItmg 518 U S at 495) 

Janssen's contentIOns that the State's claIms are barred, at least m part, by 

Buckman-style preemptIOn cannot be credIted The State has shown, how SCUTP A 

parallels federal safety reqUIrements here See supra Part I A 1 Moreover, the State 

dIsclaImed any fraud theones of recovery Indeed, proof of common law fraud (agamst 

the FDA or anyone else) IS not reqUIred by SCUTP A, whIch "creates new substantIve 

nghts by makmg conduct unlawful that was not actIOnable under the common law" 

State ex rei McLeod v C & L Corp, 280 S C 519,525,313 S E 2d 334, 338 (Ct App 

1984) Further, the Jury was repeatedly mstructed that the case "IS not an effort to 

enforce any federal laws or regulatIOns," and was also charged that It may not conSIder 

"the VIOlatIOn of federal law or regulatIOn [to be] m and of Itself a VIOlatIOn of 

SCUTPA" (Tnal Tr 2485-2486, 2623-2624) 

Thus, the State dId not contend that Janssen VIOlated SCUTP A by faIlmg to 

dIsclose to the FDA mformatIOn such as the results of Tnal 113 and ERI Rather, the 



State contended and proved that Janssen vIOlated SCUTPA through unfaIr and deceptlve 

conduct dIrected at South Carohna doctors, patlents, and the State As "fraud on the 

FDA" IS sImply not a factual or legal basIs of the State's SCUTPA claim, Buckman-style 

federal preemptIOn IS mapphcable 

B The State's Claim Based on the Rlsperdal Package Insert Is Not 
Exempt from SCUTPA 

OtherWIse unfair or deceptIve practlces are exempt from SCUTP A If they 

constItute actIOns or transactIOns permitted under laws admlmstered by a regulatory body 

or officer actmg under statutory authonty of the Umted States S C Code Ann § 39-5-

40(a) Janssen argues that It had '''permIsSIOn' to use the approved package msert" for 

Rlsperdal, (Appellant's Br 20), and therefore the State's claims are barred under S C 

Code Ann § 39-5-40(a) Janssen also attempts to reVIve the "general actlvlty" test as a 

potentlal bar to the State's labelIng claim Because Janssen cannot show that ItS conduct 

m VIOlatIOn of SCUTP A was "permISSIble" under federal prescnptIOn drug labehng law, 

and because the "general actIVIty" test has no force or effect here, neIther contentIOn has 

ment 

1 Janssen's Conduct Was Not "Permitted" Under Federal Drug 
LabelmgLaw 

Federal prescnptton drug labelmg law mandates that a manufacturer add 

Warmngs to ItS drug's label "as soon as there IS reasonable eVidence of an assoczatlon of 

a senous hazard" WIth the drug, or otherwIse update ItS labelIng when mformatton 

becomes aVailable "that causes the labelmg to become maccurate, false, or mlsleadmg " 

21 C F R § 201 57(e) (2006) (emphaSIS added), 21 C F R § 201 56(a)(2) (2006), see 

also 21 C F R § 201 57(e) ("a causal relatIOnshIp need not have been proved") (emphaSIS 

added), 21 C F R § 201 56(a)(2) ("The labehng must be mformatton and accurate" and 
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not "false or misleadmg m any partIcular ") 

Interpretmg these regulatIOns, Levme clanfied that "It has remamed a central 

premIse of federal drug regulatIOn that the manufacturer bears responslbllrty for the 

content of ItS label at all flmes" 555 U S at 570-71 (emphasIs added) A drug company 

"IS charged both wIth craftmg an adequate label and wIth ensunng that ItS warnmgs 

rem am adequate as long as the drug IS on the market" Jd at 571, see also Id at 592-93 

(Thomas, J , concurrmg) ("[T]he FDA's mitlal approval of a drug IS not a guarantee that 

the drug's label WIll never need to be changed And nothmg m the text of the statutory or 

regulatory scheme necessanly msulates [a drug company] from lIabIlIty under state law 

sImply because the FDA has approved a partIcular label") The Supreme Court reached 

those conclusIons notwithstandmg recent amendments (after the tlmeframe at Issue m thIS 

case) to the FDCA and to FDA regulatIOns 5 "Indeed, the 'complex and extensIve' 

regulatory hIStory and background relevant to thIS case undercut the FDA's recent 

pronouncements of pre-emptIOn, as they reveal the longstandmg coexIstence of state and 

federal law and the FDA's tradItIOnal recogmtIOn of state-law remedIes" Id at 580-81 

That mcludes the 2008 final rule and accompanymg preamble that Janssen urged upon the trIal 
court Obfuscatmg the key FDA regulatIOn here as It dId before the trIal court Janssen asserts that the State 
mIsrepresented the standard for addmg or strengthenIng a Warnmg under federal regulatIOns dUrIng the 
relevant tIme perIod (Appellant s Br at 21 n 6) But Janssen never offered mto eVIdence Defense ExhIbIt 
6372-21 C F R § 20 I 57-to support Its counsel s contentIOn after the close of all eVIdence that the trIal 
court should charge and mstruct the JUry m accordance WIth the regulatory change [of] June 2006 
msertmg the words' causal before the word assocIatIOn (Appellant s Br at 21 n 6 (cItmg TrIal Tr at 
264142) see also eg TrIal Tr at 2013 16 2018 (trIal court explammg that It had no eVIdence of the 
regulatIOn WIth the word causal assocIatIOn, mVItmg Janssen s counselor Its expert to show [the court] 

where It has that language and explammg that If Janssen s wItness cannot testIfy m [such a] fashIOn 
then perhaps the only remedy [the court] has IS to exclude hIS testImony , m response, Janssen s counsel 
SImply statmg he "can t qUIbble WIth that"» Instead, Janssen only attempted to mtroduce an August 22 
2008 final rule and the preamble thereto and elICIt related testImony from ItS expert Sheldon 
Bradshaw (See TrIal Tr at 199496 (preamble) 2005 06 (2008 amendment) 2013 2014 (preamble and 
2008 amendment» The trIal court rIghtly denIed Janssen s requests for a charge and correctIve mstructIOn 
regardmg the post hoc applIcabIlIty of the August 22 2008 amendment where the State s claIms for 
penaltIes termmated m August 2007 Further the 2008 amendment Janssen urged the trIal court to 
recognIze IS not retroactIve therefore Janssen was reqUIred to comply WIth then eXIstmg labelmg 
reqUIrements as argued by the State 
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Here, Janssen falls to explam how It proved that Its conduct was "permItted" for 

purposes of SCUTPA's "safe harbor" exceptIOn where the eVIdence at tnal showed that 

Janssen dId not comply wIth the above federal law As wIth the label at Issue m Levine, 

Janssen was reqUIred to umlaterally add or strengthen Warnmgs m Risperdal's labehng 

any tIme there was reasonable eVIdence of an aSSOCiatIOn between Risperdal consumptIOn 

and a senous hazard See 21 C F R § 201 57(e) (2006), 555 US at 570-71 Janssen 

Ignored ItS obhgatIOns under federal drug labelmg law, however, WIth respect to senous 

diabetes/hyperglycemIa and hyperprolactmemia sIde effects See supra pp 3-14 And, 

the fact that the FDA had mtenmttently "approved" Risperdal labels over the years dId 

not absolve Janssen from ItS obhgatIOn The same facts were present m Levine-the 

FDA had revIewed and approved the drug label at Issue there on an ongomg baSIS See 

555 US at 558, 561-62, 569-70, 580-81 But, those mtermedlate label approvals dId 

not support preemptIOn See Id For those reasons, Janssen cannot be afforded "safe 

harbor" from SCUTP A's reach 

2 The Overruled "General Activity" Test Does Not Alter the Result 

In Ward V DIck Dyer & AssocIates Inc, 304 S C 152,403 S E 2d 310 (1991), 

thIS Court held that SCUTP A claims are not barred sImply because the general actIvIty 

that IS the subj ect of the claim IS regulated by other law Id at 154-57, 403 S E 2d at 

311-13 ThIS Court explamed that the "safe harbor" exceptIOn IS "mtended to aVOId 

conflIct between laws, not to exclude from the Act's coverage every actIvIty that IS 

authonzed or regulated by another statute or agency" Id at 155-56, 403 S E 2d at 312, 

see also Taylor V Medemca, 324 S C 200, 218, 479 S E 2d 35, 44 (1996) (rejectmg 

appellant's argument that unwarranted laboratory tests subject of claim were exempt 
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because they were regulated by state and federal agencIes) 6 

Janssen nevertheless urges apphcatIOn of the defunct "general actIvIty" test, 

argumg that Risperdal' s labelmg IS exempt under SCUTP A for that addItIOnal reason 

(Appellant's Br 18) But, under Ward, the exemptIOn IS mapphcable here because 

Janssen's conduct that vIOlated SCUTPA also vIOlated federal laws and regulatIOns See 

supra § I B 1 See generally Dema v Tenet PhysIczan Servs -HIlton Head Inc, 383 S C 

115, 123 n 6, 678 S E 2d 430, 434 n 6 (2009) ("Th[e SCUTPA] exceptIOn exempts an 

entIty from habIhty where ItS actIOns are lawful or where It 'does somethmg reqUIred by 

law, or does somethmg that would otherwIse be a VIOlatIOn of the Act, but whIch IS 

allowed under other statutes or regulatIOns' ThIS provlSlon lends no support to [the 

respondents] because Appellants alleged [they] performed unauthOrized [medIcal 

procedures]" (CItatIOn omItted) (quotmg Ward, 304 SCat 155, 403 S E 2d at 312)) 

Indeed, as shown above, see supra Part I AI, here,there IS no conflIct between SCUTP A 

and federal drug labelmg law 

Moreover, Ward ImphcItly rejected the argument urged by Janssen here that It IS 

the State's burden to show that the specIfic acts at Issue are not covered by the 

6 Janssen also relies on InMed DIagnostic Servs L Lev MedQuest A.swcIates Inc 358 S C 270 
277 594 S E 2d 552 555 (Ct App 2004) (See Appellant s Br 18 n 5) However InMed IS substantively 
dlstmgUlshable There the plamtlff Imtlated a SCUTPA action agamst the defendant for havmg submitted 
false mformatlOn and otherwise misrepresenting informatIOn submitted to the South Carolina Department 
of Health and EnVironmental Control (DHEC) In an applicatIOn for a Certificate of Need Id at 272-74 
594 S E 2d at 553-54 The South Carolina Court of Appeals barred the SCUTPA claim because the 
speCific transactIOn at Issue [Involved] a process for which DHEC has formulated exactmg procedural 
reqUirements Id at 278-79 594 S E 2d at 556 In other words, a determinatIOn of [w]hether or not [the 
defendant] followed these procedures correctly IS umquely wlthm the competency of DHEC and the 
agency s responsibility for such matters could continue beyond grantmg the approval should It ever 
become apparent that a VIOlatIOn occurred Jd at 279 594 S E 2d at 556 Because the application 
process was the appropnate means for resolVing the dispute, neither a court nor a JUry should determine the 
Issue See Id In contrast the State s case presents the precise consumer protection Issues covered by 
SCUTP A and there are no alternative exacting procedural reqUirements to otherwise address such 
claims 
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exemptIOn See Id at 155,403 S E 2d at 311-12, see also S C Code Ann § 39-5-40 

("[T]he burden of provmg the exemptIOn from the provIsIons of thIS artIcle shall be upon 

the person clmmmg the exemptIOn") At tna1, Janssen faIled to offer eVIdence supportmg 

the applIcatIOn of SCUTP A's narrow exemptIOn And, notwithstandmg ItS generalIzed, 

conclusory p1eadmg of ItS Twelfth Defense, Janssen also faIled to plead specific 

permltted actIOns or transactIOns withm SCUTPA's safe harbor (See Answer to State's 

Second Am Compl 20) Janssen cannot now ShIft the burden to the State to shore up the 

defiCIenCIes m ItS pleadmg and proof 

Lastly, none of the cases Janssen cItes are controllmg, nor do they support a 

blanket exemptIOn for an FDA-approved drug label In fact, m Money v Brzstol-Myers 

SqUlbb Co, No 3 07-cv-1100 (FLW), 2009 US DISt LEXIS 121094 (DN J Dec 30, 

2009), a federal dIstnct court sIttmg m dIversIty addressed the scope of an exemptIOn 

under the Oklahoma Consumer ProtectIOn Act (OCPA), Okla Stat tIt 15, § 754(2)/ and 

rejected the "assertIOn that the exemptIon IS applIcable merely because the promotIOn and 

marketmg of prescnptIOn drugs are generally regulated by the FDA" Money, 2009 U S 

Dist LEXIS 121094, at *21 In domg so, the dIstnct court emphasIzed that only If "the 

promotIOnal matenals that Piamtiff IdentIfies as deceptIve were nevertheless m 

complIance wIth FDA regulatIOns governmg those matenals[,] could [It] find the 

statutory exemptIOn applIcable" Id at *20-21 On the other hand, If "Defendants' 

promotIOnal matenals were not authorzzed by the FDA's regulatory scheme m that they 

In contrast to SCUTPA which uses the word permitted S C Code Ann § 39 5 40(a) the 
exemptIOn language under OCPA states NothIng In thiS Act shall apply to [a]ctlOns or transactions 
regulated under laws admInistered by any other regulatory body or officer actmg under statutory 
authorIty of thiS state or the Umted States Okla Stat tit 15 § 754(2) (emphaSIS added) quoted In 

Money v BrIStol Myers SqUibb Co No 3 07 cy 1100 (FL W) 2009 U S Dlst LEXIS 121094 at * 16 
(D N J Dec 30 2009) 
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were not m complzance then the statutory exemptIOn would be mapplzcable" Id 

at *21 (emphasIs added) Agam, Janssen faIled to prove that ItS Risperdallabelmg was m 

comphance WIth the FDA's regulatory scheme 

Further, the opmIOns Janssen cItes demonstrate only that advertIsements that are 

consIstent WIth FDA-approved labelmg are not actIOnable under the safe harbor 

provISIOns of other states' deceptIve trade practIces statutes See e g , Prohzas v Pfizer, 

490 F Supp 2d 1228, 1232-33 (S D Fla 2007) ("The plamtIffs allege that Pfizer 

advertIsed, contrary to ItS approved label, that Lipitor reduces the nsk of coronary heart 

dIsease Thus, the FDA has not approved Pfizer's advertIsements eIther exphcItly or 

ImphcItly by approvmg the statements on ItS label") Unhke here and m Levme, the 

plamtIffs m those cases dId not assert state law challenges agamst FDA-approved labels, 

but mstead took for granted that those labels dId not vIOlate state or federal law and 

challenged drug advertIsements See DePnest v AstraZeneca Ph arms L P , 351 S W 3d 

168, 177 (Ark 2009), Prohzas v AstraZeneca Ph arms , 958 So 2d 1054, 1056 (Fla DISt 

Ct App 2007) The courts thus concluded that the advertIsements mvolved were 

permItted under federal law because they were consIstent WIth unchallenged FDA-

approved labels See Prohzas v Pfizer, 490 F Supp 2d at 1232-36 

II THE STATE'S SCUTPA CLAIM BASED ON JANSSEN'S DEAR 
DOCTOR LETTER IS NOT PREEMPTED 

Federal drug regulatIOn mcludes 'dear doctor' letters as part of a drug's "label" 

21 C F R 202 1 (1)(2) (2006) ("labelmg" mcludes "letters for use by medIcal 

practl tIOners contammg drug mformatIOn supphed by the manufacturer of the 

drug and WhICh are dissemmated by or on behalf of ItS manufacturer"), see 21 USC § 

201(m) Therefore, for all the reasons descnbed above, the State's claim related to 
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Janssen's Dear Doctor Letter IS not preempted See supra Part I In partIcular, there IS no 

conflIct between federal proscnptIOns agamst "false" and "misleadmg" Dear Doctor 

Letters ("labehng") and SCUTP A prohIbItIOns agamst "unfaIr" or "deceptIve" conduct m 

"trade or commerce" Moreover, and telhngly, Janssen does not argue that the Dear 

Doctor Letter falls withm SCUTPA's "safe harbor" exceptIOn, m contrast to Janssen's 

argument relatIve to the Risperdal label See supra Part I B Thus, Janssen effectIvely 

concedes that FDA wammgs as to the "false" and "misleadmg" Dear Doctor Letter run 

parallel to, and do not conflIct WIth, the Jury's SCUTP A vIOlatIOn findmg 

Furthermore, hke ItS mIsgUIded federal preemptIOn argument, Janssen's 

charactenzatIOn of the State's Dear Doctor Letter SCUTPA claim as "based entIrely on 

Janssen's purported vIOlatIOn of federal law" cannot stand 8 (Appellant's Br 22) 

Notwithstandmg the FDA's conclUSIOn m ItS Apnl 2004 Wammg Letter that the Dear 

Doctor Letter was "false" and "misleadmg," the State separately proved that the Dear 

Doctor Letter vIOlated SCUTP A 

At tnal, the State first mtroduced the testImony of Dr WIlham Wirshmg as the 

State's psychIatnst, antIpsychotIc drug, and chmcal trIals expert Dr Wirshmg testIfied, 

based on hzs own qualificatIOns and experIence, that Janssen's representatIOns m the 

Unlike m Buckman Co v Plaintiffs Legal Committee 531 U S 341 (2001) whIch Janssen relies 
on to support Its preemptIon claIm fraud on the FDA IS not an element of the State s claIm for CIvIl 
penaltIes under SCUTPA relatIve to the Dear Doctor Letter nor does the State s claIm arIse solely by 
vIrtue of the FDCA dIsclosure reqUIrements 531 US at 352-53 Moreover the State does not attempt to 
make an end run around the FDA's authOrIty to remove drugs from the market by seekmg to enJom Janssen 
from dlstrIbutmg Rlsperdal WIthout adequate warnmgs as m Mutual Pharmaceutical Co v Watson 
Pharmaceutical Inc No CY 09 5700 PA (RCx) 2009 U S Dlst LEXIS 107880 at *5 6 (C D Cal Oct 
19 2009) upon whIch Janssen also relies Furthermore although Pedwmed Pharmaceutical Inc v 
Breckenridge Pharmaceutical Inc mdlcated that any claIm that could be characterIzed as a mlsbrandmg 
claIm under 21 USC § 352 IS wlthm the JunsdlctlOn of the FDA and thus would be precluded that 
deCISIOn antedates and IS flatly mconslstent WIth LeVine 419 F Supp 2d 715 726 n 4 (D Md 2006) If 
the pOSItIOn set forth In Pedwmed were the law-whIch It IS not-the claIm at Issue In LeVine would have 
been preempted by federal law 
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Dear Doctor Letter were "patently untrue,,9 (Tnal Tr 489) The State Introduced 

those expert opInIOns even before the Warnmg Letter ever came mto eVidence at 

trtal lO (Tnal Tr 488-90) Thus, Janssen's preemptIOn argument as to the Dear Doctor 

Letter falls on that basIs alone Plamly, Janssen's self-servmg, mcomplete excerpts of 

Dr Wushmg's testimony do not, m truth, support the contentIOn that Dr Wushmg rehed 

only upon the Warmng Letter m formmg hIS opmIOns about the Dear Doctor Letter 

LIkeWIse, Dr Laura Plunkett, the State's pharmacologIst, toxIcologISt, and FDA 

regulatory expert opmed that the Dear Doctor Letter was untrue, deceptive, and unfair 

(Tnal Tr 662) As WIth Dr Wushmg, before Dr Plunkett was even shown the Warnmg 

Letter, she testIfied that the Dear Doctor Letter was untrue and mlsleadmg based on her 

expert reVIew of the peer-revIewed epIdemIOlogIcal research, Tnal 113, and ERI (Id at 

739-40) Janssen's portrayal of Dr Plunkett's tnal testImony as entuely rehant upon the 

Warnmg Letter IS, therefore, also contnved 

AddItionally, notwlthstandmg SCUTPA's and federal law's parallel obJectives, 

Janssen's preemptIOn argument falls because the tnal court carefully dlstmgUlshed 

between VIOlatIOns of federal and state law m chargmg the Jury that 

9 

[T]hlS IS an actIOn under South Carohna law, the South Carolma Unfair 
Trade Practices Act It's not an actIOn that has been brought under federal 
law or federal regulatIOns, and thIS IS not an effort to enforce any federal 
laws or regulatIOns 

It's recogmzed that the actIOns of the Defendants are sometImes governed 
by those laws, but thIS actIOn does not constitute an effort to enforce those 
federal laws 

What must be shown m thIS case IS a VIOlatIOn of the South Carolma 

See n 15 mfra § IV A 
10 The State subsequently mtroduced the Apnl 2004 Wammg Letter and asked Dr WIrShmg If the 
FDA s conclUSIOns matched hiS own opmlOns descnbed above (Tnal Tr at 494 500 ) 
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Unfair Trade PractIces And there must be a showmg that SCUTP A has 
been vIOlated by the actIOns of the Defendant m order for there to be a 
findmg for the PlamtIff m thIS case 

* * * 
IT/he vIOlatIOn of a federal law or regulatIOn In and of Itself does not 
constitute a vIOlatIOn of SCUTPA 

There must be a showmg that SCUTP A has been vIOlated by the actIOns of 
the Defendant m order for there to be a findmg for the PlamtIff 

(Id at 2763-64,2812-13 (emphasIs added)) It IS a "sound presumptIOn" that "Jurors are 

reasonable and generally follow the mstructIOns they are gIven" Arnold v State, 309 

S C 157, 166,420 S E 2d 834, 838-39 (1992) (Toal, C J) The sound presumptIOn here 

IS that the Jury followed the trIal court's admomtIOns that VIOlatIOns of federal law may 

not m and of themselves constItute a SCUTP A VIOlatIOn, and that the Jury must focus on 

eVIdence of any VIOlatIOn of South CarolIna law as opposed to federal law 

Therefore, the State dId not attempt to Impose SCUTP A lIabIlIty by VIrtue of 

.J 
alleged FDCA VIOlatIOns Instead, the State offered mdependent, stand-alone proof of 

deceptIve and unfair representatIOns m the Dear Doctor Letter Further, the Jury was 

speCIfically cautIOned not to conflate State and federal law VIOlatIOns The federal 

preemptIOn baSIS on whIch Janssen seeks reversal as to the Dear Doctor Letter must fall 

III THE STATE'S SCUTPA CLAIM WAS NOT TIME-BARRED 

A The Trial Court Correctly Determmed that the State's SCUTPA 
ClaIms Were Not TIme-Barred by General, Anecdotal Knowledge of 
Risperdal's SIde Effects 

In South Carohna, "[t]he burden of establIshmg the bar of the statute of 

lImItatIOns rests upon the one mterposIng It" Turner v Milliman, 381 SCI 0 1, 110, 671 

S E 2d 636, 641 (2009) The attendant "dIscovery rule" runs "from the date the Injured 

party eIther knows or should know, by the exerCIse of reasonable dIlIgence, that a cause 
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a/actIOn eXlstsfor the wrongful conduct" of the defendant II Epstein v Brown, 363 S C 

372, 376, 610 S E 2d 816, '818 (2005) (emphasIs added) "The date on WhICh dIscovery 

should have been made IS an obJectIve, not subJectIve, questIOn," and there eXIsts no duty 

to dIscover such mformatIOn or to otherwIse undertake a fishmg expedItIOn m an effort to 

find eVIdence of the wrongful conduct at Issue Arant v Kressler, 327 S C 225,229,489 

S E 2d 206,208 (1997), see also State v Von Dahlen, 322 S C 234,240-41,471 S E 2d 

689, 693 (1996) (government "has no duty to undertake a fishmg expedItIOn to find 

eVIdence" of unlawful actIvIty) Furthermore, m order to charge the State wIth notIce of 

Janssen's wrongdomgs by way of "publIcatIOn," the referenced publIcatIOns must be of 

suffiCIent "WIdespread publICIty and awareness" to place the State on notIce of the 

partlculanzed harm that It seeks to redress See Hedgepath v AT&T, 348 S C 340,349-

51,357-59,559 S E 2d 327, 333-34, 337-38 (Ct App 2001) 

The tnal court correctly applIed the dIscovery rule to Janssen's statute of 

lImItatIOns defense and concluded that the State's SCUTPA claIm was not tIme-barred 

(Order 4, Dec 20, 2011) In domg so, the lower court carefully dIstmgUIshed the 

reqUISIte knowledge of the State-m partIcular the Attorney General's Office l2
-

regardmg Janssen's unfaIr or deceptIve acts or practIces from medIcal profeSSIOnals' 

general knowledge about RIsperdal (Order 6, Feb 25,2011, referenced In Order, Dec 

20, 2011) ConSIstent WIth all relevant South Carolma law, the tnal court emphaSIzed 

that "the essentIal questIOn IS when the State Attorney General's Office would have 

become aware of 'unfaIr or deceptIve acts or practIces' m the Defendants' marketmg and 

II Janssen does not contest that South Carolma S discovery rule applies to the State s SCUTPA 
claims (See Appellant s Br 26) 
12 See diSCUSSIOn mfra Part III B 
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labelIng [of Risperdal]"-not when "the medIcal commumty natIonally and m thIS State 

[would have become] aware" of Risperdal' s sIde effects (Jd) 

At tnal, Janssen never offered proof answermg that essentIal questIOn General 

knowledge about Risperdal and/or ItS sIde effects-whether by the State, State 

employees, or State wItnesseS-IS not enough to commence the lImItatIOns penod There 

IS no cause of actIOn that anses merely from a drug causmg sIde effects WIthout facts 

concermng the speCIfied mCIdences of wrongdomg of WhICh the State was aware or 

should have been aware pnor to January 24, 2004 (three years and three months before 

the filmg date),J3 Janssen's argument that the lImItatIOns penod commenced as early as 

1994 must fall Furthermore, Janssen presented no eVIdence of "WIdespread publICIty 

and awareness" of Janssen s lllegal conduct m South Carohna 

Fmally, Janssen speculates that any reCIpIent of the Dear Doctor Letter (mcludmg, 

arguably, the State) knew or should have known that a cause of actIOn arose from 

Janssen's WIllful, deceptIve, and unfair course of conduct m VIOlatIOn of SCUTPA merely 

because the reCIpIent allegedly had the abIhty to reVIew the "publIshed peer-revIewed 

epIdemIOlogy research IdentIfied and cIted m the letter" (Appellant's Br 28 

(CItatIOns and mternal quotatIOn marks omItted)) ASIde from Janssen's argument bemg a 

taCIt admISSIOn of the Dear Doctor Letter's VIOlatIOn of SCUTP A, there IS no eVIdence 

the Stat€ had notIce of the Dear Doctor Letter at all before mvestIgatmg ItS claims m thIS 

lawsUIt In fact, there IS no eVIdence the Dear Doctor Letter was ever receIved or read by 

any State offiCIal outSIde of thIS lawsUIt 

13 See S C Code Ann § 39 5 150 (three year limitatIOns statute on SCUTPA claims) ThiS laWSUit 
was filed Apnl 23 2007 The State and Janssen entered a tollIng agreement that tolled the statute of 
limitatIOns for three months commencIng January 24 2007 (TollIng Agreement 1-2) 
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B The Trial Court Correctly Granted the State's MotIOn for a Directed 
Verdict on Statute of LimitatIOns Because Janssen Failed to Offer Any 
EVidence to JustIfy Sendmg the Issue to the Jury 

The Attorney General IS the only South Carolma government officIal who IS 

authonzed to bnng a claIm for CIVIl penaltIes pursuant to S C Code Ann § 39-5-110(a) 

Therefore, the reqUIsIte actual or constructIve knowledge relatIve to the dIscovery rule 

must be that of the Attorney General's Office, and the knowledge of another state agency 

or employee cannot be Imputed to the Attorney General's Office for purposes of startmg 

the lImItatIOns penod See Von Dohlen, 471 S E 2d at 693 ("Although mformatIOn 

known to agencIes may, under certam cIrcumstances, be Imputable to the State, the 

government has no 'affirmatIve duty to take actIOn to dIscover mformatIOn whIch It does 

not possess "'), see also Mldtrust Bank SSB v C W Haynes & Co , 893 F Supp 

1304, 1316 (D S C 1994) (holdmg that, although two governmental agencIes were 

dIvISIOns of the same department, "the entItles operate [ d] mdependently of each other" 

and It was "unrealIstIc to charge" one agency WIth the other agency's "employee's 

knowledge" (cltmg Wyler v Korean Azr Lmes Co, 928 F 2d 1167, 1171 (D C Clr 1991) 

("One agency 'should not be charged WIth knowledge of what another IS dOIng 

SImply because both are components of the same government "') (cItatIOn omItted)) 

Havmg faIled to demonstrate at tnal any eVIdence of the Attorney General's 

actual or constructIve knowledge of Janssen's unlawful conduct, Janssen Instead 

contends that the general knowledge of the "collectIve" State commences the runnIng of 

the statute 14 (See Appellant's Br 29) Janssen relIes upon two mapposlte deCISIOns to 

14 The only eVidence Janssen presented at tnal was the general knowledge ofRlsperdal s Side effects 
by two State Department of Mental Health prescnbers which for the reasons amply descnbed herem was 
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support ItS posItIOn See Wlllcox v Stroup, 358 B R 824, 833-34 (D S C 2006) 

(deemmg the open and unabashed posseSSIOn and exerCIse of ownershIp of State CIvIl 

war documents by a pnvate party sufficIent to put the State on notIce of ItS supenor tItle 

claim, whIch the court determmed was tIme-barred), State ex ref Brady v Pettmaro 

Enters, 870 A 2d 513, 532-33 (Del Ch 2005) (mvolvmg closure of condommIUm's on-

SIte health club that was both obvlOus and unconcealed such that resIdents and attorney 

general's office were on mqUIry notIce of closure pnor to allegmg DTPA claims) But, 

the State's claims here mvolve unfaIr omISSIOns and deceptIOn-not open, unabashed, 

ObVIOUS, and unconcealed conduct 15 

Thus, Janssen agam had no eVIdence to support ItS statute of lImItatIOns defense, 

and the tnal court properly granted the State's dIrected verdIct motIon on that ground 

IV THE STATE SUFFICIENTLY PROVED PUBLIC IMPACT OF 
JANSSEN'S VIOLATIVE CONDUCT 

wholly InsufficIent to commence the runnIng of the statute of lImItatIOns agaInst the State (See Tnal Tr 
2052-58 (Dr Bank) ld at 2095-98 2100 (Dr RatlIff) 
15 In any event even If the tnal court mIght have found that the State tardIly filed Its ComplaInt In 
thIS lawsUIt-whIch for good reasons It dId not-the doctrInes of equItable estoppel and/or equItable tollIng 
nevertheless permItted the State to bnng Its claIms See Hooper v Ebenezer Senior Servs & Rehab Ctr 
386 SCI 08 115 687 S E 2d 29 32 (2009) ( South Carohna law provIdes for tollIng of the applIcable 
lImItatIOns penod [I]n order to serve the ends of JustIce where technIcal forfeItures would unjustIfiably 
prevent a tnal on the ments and to otherwIse ensure fundamental practicalIty and faIrness (alteratIon In 
ongInal) (CItatIOns and Internal quotation marks omItted» see also ld at 116-17 687 S E 2d at 33 
(emphaSIZIng that the eqUitable power of the court IS not bound by cast Iron rules but eXIsts to do faIrness 
and IS fleXIble and adaptable to particular eXIgencIes so that relIef wIll be granted when to deny It 
would permIt one party to suffer a gross wrong at the hands of the other (CItatIons and Internal quotatIOn 
marks omItted» [T]he eqUItable toilIng doctrIne does not reqUIre wrongful conduct on the part of the 
defendant such as fraud or misrepresentatIOn ld AccordIngly the State was not requIred to show that ItS 
OngInal ComplaInt was hIndered or delayed (Appellant s Br 29) by Janssen s non dIsclosure of 
partIcular clInIcal tnals or other InformatIon relatIve to RlsperdaJ s SIde effects, IncludIng TrIals 113 and 
ERI where Janssen s IntentIOnally deceptIve conduct was desIgned to aVOId detectIOn See dIscussIOn 
supra pp 3-14 The tnal court lIkeWIse correctly conSidered that Janssen took affirmative actIOn to 
conceal pOSSIble culpabIlIty The dlspanty between what Janssen told the prescnbers and what ItS own 
profeSSIOnals and experts knew about Rlsperdal s safety nsks Justified eqUItable toilIng of the lImItatIOns 
penod (See Tnal Tr 2473) Cf Hooper v Ebenezer Senior Servs & Rehab Ctr 377 S C 217 240 659 
S E 2d 213 225 (Ct App 2008) ( A defendant WIll be estopped to assert the statute of lImItatIOns In bar of 
a plaIntIff's claIm when the delay that otherwise would gIve operatIOn to the statute has been Induced by 
the defendant s conduct ) rev d on other grounds 386 S C 108 687 S E 2d 29 (2009) 
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A The State Proved PublIc Impact Through Janssen's Conduct's 
"Capacity or Tendency to Deceive" and Its Potential for RepetItIon m 
Accordance with South Carolma Law 

As thIS Court stated m deBondt v Carlton Motorcars Inc, 342 S C 254, 536 

S E 2d 399 (2000), "[a] deceptIve practIce IS one whIch has a tendency to deceive" Id at 

269,536 S E 2d at 407 (emphaSIS added) "Even a truthful statement may be deceptIve If 

It has the capaCIty or tendency to deceIve" Id SCUTPA's overndmg concern IS not 

WhIch person m partIcular IS affected by an unfair or deceptIve representatIOn Rather, 

SCUTP A focuses on unfairness or deceptIon "m the conduct of any trade or commerce" 

that affects the publzc Interest generally S C Code Ann § 39-5-20(a), see also 

Bessinger v Food LIOn Inc, 305 F Supp 2d 574,582 (D S C 2003) ("[SCUTPA] IS not 

aVailable to redress a pnvate wrong where the pubbc mterest IS unaffected "), Noack 

Enters, 290 SCat 478, 351 S E 2d at 349 ("The legIslature's mtent [was] to lImIt the 

applIcatIon of the [SC]UTPA to only those unfair or deceptIve acts or practIces m the 

conduct of trade or commerce that affect the publzc Interest ") (emphasIs added) 

Janssen mIsconstrues deBondt and South Carolma law generally m an attempt to 

convert the "capacIty or tendency to deceIve" standard mto one that reqUIres proof of 

actual deceptIOn or causatIOn (See Appellant's Br 32) More specIfically, Janssen seeks 

to convmce thIS Court that m order to prove a tendency to deceIve under SCUTP A, the 

State must show, for example, that the Dear Doctor Letter and Risperdal label "actually 

deceIved" or were "lIkely to deceIve" South CarolIna phYSICIans and had "substantIal 

Impact" on South Carolma doctors' prescnbmg habIts (See ld at 30-33) 

However, the State was not reqUIred to show that Janssen actually mIsled doctors 

or that doctors relIed on Janssen's representatIOns m order to preVail on the State's 

SCUTP A claims Prellmmanly-but cntIcally-even settmg aSIde the deceptiveness of 
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Janssen's conduct, all the State was reqUIred to show to recover penaltIes under sectIOn 

39-5-110 IS that Janssen wIllfully commItted unfazr trade practIces that affected the 

pubhc mterest See S C Code Ann §§ 39-5-11 0, 39-5-201 "An unfair trad~ practIce 

has been defined as a practIce WhICh IS offensIve to pubhc pohcy or WhICh IS Immoral, 

unethIcal, or oppressIve" Wrzght v Craft, 372 SCI, 23, 640 S E 2d 486,500 (Ct App 

2006), see also Bessmger, 305 F Supp 2d at 582 (construmg SCUTPA-per sectIOn 39-

5-20(b)-m accordance wIth the Federal Trade CommIssIOn ("FTC") Act, under whIch 

courts have determmed that a practIce IS unfazr when It "offends estabhshed pubhc pohcy 

and when the practIce IS Immoral, unethICal, oppreSSIve, unscrupulous, or substantIally 

mJunous to consumers") Thus, Janssen does not (and cannot) contend that the "Impact" 

element of the State's SCUTPA claim based on Janssen's deceptive conduct extends to 

ItS dlstmct SCUTPA claim based on the unfairness of Janssen's conduct 

In any event, the State presented ample eVIdence of the Dear Doctor Letter's 

unfairness and deceptIOn For example, the State's psychlatnst expert, Dr WIlham 

Wlrshmg, explamed m great detail the bases for each of hIS opmIOns that the Dear Doctor 

Letter and the label were deceptIve and untrue 16 The Jury also nghtly conSIdered 

eVIdence, see mfra Part VI, that the FDA found the Dear Doctor Letter "fail [ ed] to 

dIsclose the addItIOn of mformatIOn relatmg to hyperglycemIa and diabetes melhtus to the 

approved product labehng," "mmlmlz[ ed] the nsk of hyperglycemIa-related adverse 

16 See e g Tnal Tr at 488-89 (Janssen statement that Rlsperdal has no Increased nsk of diabetes as 
compared to untreated patients was untrue because of potential for climcally slgmficant weight gain which 
aXIOmatically Increases diabetes nsk) Id at 489 (Janssen s assertIOn that Rlsperdal was deVOid of diabetes 
risk was untrue based on Trial 113, which Janssen buned, and other eVidence) ld at 489-90 (assertIOn that 
Rlsperdal had lower diabetes nsk was untrue based on Tnal 113) ld at 512-13 (Dear Doctor Letter 
omitted matenal informatIOn and reference list was 'far from exhaustive) ld at 514-15 (sales matenals 
charactenzlng Zyprexa as haVing diabetes nsk and Rlsperdal as not haVing that nsk were untrue In light of 
Tnal 113 results) ld at 549-50 (assertIOn that Rlsperdal has zero percent associatIOn With diabetes In 
double blind tnals was untrue given preVIOusly revealed 28% diabetes nsk and Tnal 113 results) 
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events, whIch IS associated wIth senous adverse events mcludmg ketoacIdosIS, 

hyperosmolar coma, and death," "fail [ed] to recommend regular glucose control 

momtonng to IdentIfy dIabetes melhtus as soon as possIble," and "misleadmgly claIm[ed] 

that Risperdal IS safer than other atYPIcal antIpsychotIcs" (Tnal Tr 494-506, PI Ex 

232) Plamly, the State mtroduced far more than a "scmtIlla of eVIdence" as to the 

deceptIve and unfair nature of the Dear Doctor Letter Proctor, 368 SCat 293, 628 

S E 2d at 504, see Strange, 314 SCat 430,445 S E 2d at 440 

The same holds true for Janssen's argument that the Warnmgs In the Rlsperdal 

label were not deceptIve For example, only Janssen had posseSSIOn of the cntIcal Tnal 

113 and ERI safety results Janssen chose to keep those results from publIc and 

regulatory VIew HIdmg those results that showed reasonable assocIatIOn WIth the senous 

hazards of dIabetes/hyperglycemIa and weIght gam allowed Janssen to steer clear of 

addmg to or strengthemng Risperdal's Warmngs-a legal reqmrement Janssen 

desperately sought to aVOId See supra Part I B 1 17 The State's pharmacologIst and 

toxIcologISt expert, Dr Plunkett, also explamed that Janssen knew about Risperdal's 

propensIty to have greater hyperproiactmemia nsk than other antipsychotIcs, yet Janssen 

entIrely faIled to mclude a Warnmg to that effect--or any hyperprolactmemIa Warmng­

dunng the relevant tIme penod (Tnal Tr 824 9-825 10, 1009 19-1010 21, see also Id 

at 1370 17-1371 16 (defense WItness Ivo Caers testIfymg that "hIgh prolactm mcrease" 

m Risperdal users was known by Janssen m 1994)) Agam, Janssen cannot show that 

there IS no eVIdence to support the rulmg below 

Janssen's further contentIOn that the State dId not mtroduce sufficIent eVIdence 

17 See also e g Tnal Tr at 766768 782 846850 PI Exs 254 1105 1264 1552 2651 
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for the Jury to find that the unfair or deceptIve Dear Doctor Letter and label adversely 

"Impact[ed] the marketplace" IS also contrary to applIcable law (See Appellant's Br 31-

32) South CarolIna law does not reqUIre the State to prove "actual" Impact, but rather 

that the alleged unfair or deceptIve act or practIce had the mere potentzal for repetItIOn 

See Wnght, 372 SCat 29, 640 S E 2d at 501 "The potentIal for repetItIOn may be 

demonstrated In eIther of two ways (1) by shOWIng the same kInd of actIOns occurred In 

the past, thus makIng It lIkely they wIll contInue to occur absent deterrence, or (2) by 

shOWIng the company's procedures create a potentIal for repetItIOn of the unfair and 

deceptIve acts" Id at 30, 640 S E 2d at 502 "These two ways are not the only means 

for shOWIng the potentIal for repetItIOn or publIc Impact, and each case must be evaluated 

on ItS own ments " Id, accord Crary v DJebelh, 329 S C 385, 387-88,496 S E 2d 

21, 23 (1998) (" [A] plaIntIff need not allege or prove anythIng further In relatIOn to the 

publIc Interest") The purpose of the "publIc Impact" reqUIrement, as noted, IS SImply to 

exempt actIOns for pnvate wrong where the publIc Interest IS unaffected See Noack 

Enters, 290 SCat 477-79,351 S E 2d at 349-50 ThIS Court has "expressly reJect[ed] 

any ngld, bnght lIne test that delIneates In mInute detail exactly what a plaIntIff must 

show to satIsfy the potentIal for repetItIOn/publIc Impact" DaiSY Outdoor Adver Co v 

Abbott, 322 S C 489,497,473 S E 2d 47,51 (1996) 

Here, the State Introduced more than a SCIntIlla of "Impact eVIdence," provIng the 

repeated dISSemInatIOn of the Dear Doctor Letter to thousands of South CarolIna 

prescnbIng phYSICianS (Tnal Tr 1368,2272-87, Hr'g Tr 40-56,69-74, Apr 18,2011, 

PI Exs 7, 8, 357) Janssen's own South CarolIna sales representatIve, Angle Alderman, 

promoted Rlsperdal to South CarolIna doctors dunng the relevant tIme penod (Tnal Tr 
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1143 12-14) She admItted that sales representatIves showed prescnbers the Dear Doctor 

Letter dunng sales calls (Tnal Tr 1143 15-11443) Ms Alderman's testImony 

paralleled documentary eVIdence regardmg sales representatIves' trammg on the rollout 

of the Dear Doctor Letter Janssen's mternal documents showed that Janssen dIrected 

Alderman and other sales representatIves to "personally delIver a copy of the [Dear 

Doctor Letter] to every called-on customer" (PI Ex 387, at JJRE 06826920 (emphasIs 

added» If a phYSICIan was unavailable on a partIcular call, they were mstructed to leave 

the Dear Doctor Letter wIth an office manager or nurse, but then follow up agam "to 

ensure receIpt of [the] letter" (Id) Ms Alderman confirmed that the trammg she 

receIved for her work m South Carolma was conSIstent WIth Janssen's sales 

representatIve trammg natIonally (and, necessanly, to others m South Carolma) (Tnal 

Tr 114521-22, 1164 17-1165 14) She testIfied that she "present[ed] the mformatIOn 

that [Janssen] told [her] to" present (Tnal Tr 1144 18-19) 

In regard to the Risperdallabel, the State proved that over a haif-mllhon Risperdal 

sample boxes were dIstnbuted WIth labehng that the Jury found to have VIOlated 

SCUTPA (Tnal Tr 1163 (each sample mcludes a package msert), Hr'g Tr 18, 32-40, 

73-74, Apr 18, 2011 (509,499 sample boxes), see PI Exs 6, 2720, 2722) Further, 

Janssen's Semor Product DIrector for Risperdal, RIley SmIth, confirmed that ItS sales 

representatIves "certamly leave the package msert on all sales calls With phYSICians, so 

that mformatIOn IS there for them to read" (Tnal Tr 1208 (emphasIs added» In 

addItIon, Ms Alderman's testImony reconfirmed Janssen's umform practIce of 

dissemmatmg Risperdal labelmg through sample boxes of Risperdal (Tnal Tr 1163-

65) 
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ThIS Court has determmed such eVIdence IS partIcularly responsIve to the publIc 

Impact reqUIrement of SCUTPA See DaIsy Outdoor, 322 SCat 494-95, 473 S E 2d at 

50 It has found that eVIdence of other mstances of the alleged deceptIve or unfair 

conduct at Issue IS "dIrectly relevant to UTPA's pubhc mterest reqUIrement" and 

"[establIshes] a potential for repetItIOn of the defendant's unfair and deceptIve acts" Id 

More specIfically, the Court held that the potentIal for repetItIOn requIrement IS satIsfied 

where the unfaIr or deceptIve commumcatIOn at Issue has been repeated through 

pubhcatIOn to others, as was Janssen's Dear Doctor Letter and Risperdal labelIng See 

Haley Nursery Co v Forrest, 298 S C 520, 524, 381 S E 2d 906, 908-09 (1989) 

Fmally, m lIght of the above, It IS dlSlngenuous for Janssen to proclaim that "[t]he 

only 'Impact' eVIdence In thIS case was offered by Janssen, and It showed that there was 

no deceptIOn, no lIkelIhood of deceptIOn, and no possIbIhty of substantIal InJury" 

(Appellant's Br 32-33) The anecdotal testImony of State Department of Mental Health 

Drs Robert Bank and Brenda RatlIff regardIng the purported lack of actual Impact on 

their own prescnbmg practIces IS Immatenal to the factfinder's "potentIal for repetItIOn" 

determInatIOn See Wnght, 372 SCat 29, 640 S E 2d at 501 In any event, Drs Bank 

and Rathffwere admIttedly unaware of Tnal113 and the ERI study (See Tnal Tr 2087, 

2107-10) SImIlarly, the calculatIOns of Dr Wecker, whIch purportedly show that there 

was no change In Risperdal's market share after Janssen sent the Dear Doctor Letter and 

related CorrectIOn Letter, are wholly Irrelevant to the questIOn of whether Janssen's 

deceptIve and/or unfair Dear Doctor Letter had the "potential for repetItIOn" See 

addItIonal dIscussIOn regardIng Dr Wecker, mfra Part IV B 

Thus, the Court should reject Janssen's attempt to SIdestep South CarolIna law In 
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favor of a self-servmg "actual Impact" standard cobbled together from select FTC polIcy 

statements The State mtroduced more than a scmtilla of eVIdence provmg that the Dear 

Doctor Letter and Risperdal's labelIng were unfaIr and/or had a tendency to deceIve and 

Impacted the publIc mterest because of theIr potentIal for (and actual) repetItIOn 

B The TrIal Court Properly Excluded the Testimony of Dr Wilham 
Wecker and Related Unrehable and PrejudiCial Defense EVidence 

Under South Carolma law, "[a]ll expert testImony must satIsfy the Rule 702 

cntena, and that mcludes the tnal court's gatekeepmg functIOn m ensunng the proposed 

expert testImony meets a relIabIlIty threshold for the Jury's ultImate consIderatIOn" State 

v White, 382 S C 265, 270, 676 S E 2d 684, 686 (2009) (cItmg S C R EVId 702) The 

relevant mqUIry cannot focus solely on the rehabIhty of the WItness hImself but must also 

assess the rehabIhty of the process by whIch he denved hIS opmIOn See State v Tapp, 

387 S C 159, 168, 691 S E 2d 165, 170 (Ct App 2010), see also zd at 168 n 7, 691 

S E 2d at 169-70 n 7 (explammg that, In determmmg admissIbIhty of SCIentIfic eVIdence 

under the State v Jones standard, 273 S C 723, 259 S E 2d 120 (1979), the tnal court 

may conSIder these factors "(1) the publIcatIOns and peer reVIew of the techmque, (2) 

pnor applIcatIOn of the method to the type of eVIdence mvolved m the case, (3) the 

qualIty control procedures used to ensure relIabIlIty, and (4) the conSIstency of the 

method WIth recogmzed sCIentIfic laws and procedures" (cItatIOns and mternal quotatIOn 

marks omItted)) In addItIon, although South Carolma Rule of EVIdence 802 prOVIdes 

that hearsay IS generally not admISSIble, "[a]n expert may base hIS opmIOn on hearsay 

eVIdence so long as It IS of a type reasonably rehed upon by other experts In the field" 

and the offenng party has demonstrated the same State v Hutto, 325 S C 221,224,481 

S E 2d 432, 433 (1997) (emphaSIS added) When admIttmg eVIdence under Rule 702, the 

43 



Court must also determme If It IS relevant and whether ItS probative value, If any, IS 

outweIghed by ItS prejudIcIal effect as prescnbed by Rule 403 S C R EVld 402, 403 

Dr Wecker's "survey," conducted through tnal deposItions of twenty South 

Carolma doctors, was so flawed-because of bias created by dIrect Janssen attorney 

mvolvement, leadmg questlOns, a skewed target populatlOn, and other fmlmgs recogmzed 

by the tnal court-that It could not be deemed reliable and admIssIble under South 

Carolma Rule of EVIdence 702 (Order 10-12, Feb 25,2011) As the tnal court found, 

"[t]he group of doctors sampled was taken from the top 1 0 1 prescnbers of antIpsychotlcs, 

WhICh resulted m approxImately 90% of the phYSICians m the State bemg excluded from 

conslderatlOn m the same" (Jd at 10 (emphasIs added)) For those same reasons, Dr 

Wecker's testimony about the "survey" was madmlsslble hearsay The "survey" was also 

not based on the type of data reasonably relied upon by experts m the fields of medlcme 

or statistics, and therefore ItS admlsslOn would have vlOlated Rule 703 AdmlsslOn of Dr 

Wecker's testImony about the "survey" would also have unfaIrly prejudIced the State's 

case under Rule 403 18 

AddItionally, Dr Wecker's opmlOns (and the underlymg "data" gleaned from the 

purported "survey" conducted by Janssen attorneys dunng deposltlOns taken for thIS 

lItlgatlOn) were lmmatenal to SCUTPA's "capaCIty or tendency to deceIve" standard 

deBondt, 324 SCat 269, 536 S E 2d at 407 Further, and Importantly, Janssen does not 

argue that Dr Wecker's testImony, hIS "survey," or the depOSItions of the twenty doctors 

that formed the baSIS for the "survey" were relevant to the State's contentlOn at tnal that 

18 The State s MotIOn to Exclude Dr Wecker Its Reply m Support of Its Motion to Exclude and the 
oral hearing on the MotIOn to Exclude mcorporated herem by reference proVide more than adequate 
support for the trial court s rulings to exclude Dr Wecker s testimony 
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Janssen vIOlated SCUTPA through "unfaIr"-as opposed to "deceptIve"-conduct 

Relatedly, the tnal court properly excluded the depOSItIon testImony of the twenty 

South Carolma doctors that served as the baSIS for Dr Wecker's "survey" LIke the 

"survey," that testImony was madmIssIble under Rule 403 because It had no probatIve 

value coupled WIth a sIgmficant danger of unfaIr prejUdICe gIven the unrepresentatIve and 

unrelIable nature of the twenty-doctor, skewed "sample" The depOSItIOn testImony of 

those doctors would also have been cumulatIve because the tnal court had already 

allowed other doctors to testIfy that they dId not feel that Janssen had dIssemmated false 

or mIsleadmg mformatIOn and that they were not mIsled (See Tnal Tr 2167-68) The 

doctors' testImony was also Irrelevant to the State's claIms and burden of proVIng that 

Janssen's labelIng and commumcatIOns regardmg Rlsperdal had the "capaCIty or 

tendency to deceIve" or were unfaIr 

Lastly, the "Latuda" and Zyprexa prescnptIOn drug labels Issued post-2007 and 

-2010 were Irrelevant to the Jury's conSIderatIOn of representatIOns made m the Rlsperdal 

labelIng pnmanly because they postdated the penod for whIch the State sought penaltles 

See e g, Bolen v Strange, 192 S C 284, 292, 6 S E 2d 466, 469 (1939) (findIng 

eVIdence regardmg defendant's actIOns occurnng after the alleged neglIgent event were 

Irrelevant), Najarzan v Charlotte Russe Inc, No CV 07-501-RGK, 2007 US DISt 

LEXIS 95606, at *7 (C D Cal Aug 16,2007) (excludmg eVIdence as Irrelevant because 

It postdated plamtIffs allegatIOns of WIllful VIOlatIOns of the FaIr and Accurate CredIt 

TransactIOns Act), Rosentreter v Mundzng, No 89 C 5691, 1991 US DISt LEXIS 

18121, at *45--46 (N D III Dec 26, 1991) (excludmg eVIdence of wntten polIcy as 

Irrelevant because It postdated the events gIVIng nse to dIspute) Those other drugs' post 
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hoc labels would lIkeWIse have confused the Jury because they had no relatIOnshIp wIth 

or connectIOn to Rlsperdal See S C R EVId 403 Therefore, the tnal court dId not 

abuse Its dIscretIOn by excludmg them 

V THE STATE'S OPENING AND CLOSING REMARKS WERE WITHIN 
PROPER BOUNDS 

In Branham v Ford Motor Co, 390 S C 203, 701 S E 2d 5 (2010), thIS Court 

stated, "The test for grantmg a new tnal on the baSIS of Improper argument IS whether 

the complammg party was prejUdICed to the extent that he or she was denIed a fair tnal " 

Id at 235, 701 S E 2d at 22 There, the piamtiff sought pUnItive damages and the 

plamtIffs attorney emphaSIzed madmlsslble anecdotes of other, SImIlar mCIdents dunng 

closmg argument, urgmg that the Jury pUnIsh the defendants not only for the plamtlffs 

mJunes, but also for non-partIes' mJunes Id at 234-35, 701 S E 2d at 21-22, see also 

ld ("[PlamtIff] IS here today WIth abram mJury and SIX hundred other people, or however 

many It IS, lost theIr hves, and numerous others have bram mJunes or are paralyzed, 

quadnplegIc, have extremely senous mJunes We belIeve that you should tell Ford 

Motor Company what you thmk about thIS kmd of thmg") ThIS Court determmed that 

the plamtlffs attorney's heavy relIance on such non-evIdence mVIted the Jury to base ItS 

deCISIOn on paSSIOn rather than reason and that the defendants were thereby denIed a fair 

tnal See ld 

Branham IS Janssen's lone case m support of ItS demand for a new tnal based on 

the State's openmg and closmg remarks But, the tnal of thIS case cannot be lIkened to 

Branham The State's counsel dId not dISCUSS madmIssible eVIdence m openmg or 

closmg remarks, the State dId not seek pumtIve damages, and the Jury dId not determme 

damages or penaltIes Further, eVIdence and argument related to Janssen's projected and 
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actual Rlsperdal sales and profits were admIssIble to demonstrate, mter aha, that Janssen 

wIllfully vIOlated SCUTPA, and that Janssen's vIOlatIve conduct adversely affected the 

publIc mterest (See Tnal Tr 147 15-150 12, 151 4-8) WIthout more, Janssen IS not 

entItled to a new tnal on the basIs of the State's opemng and closmg remarks 

VI THE DDMAC LETTERS WERE PROPERLY ADMITTED 

Janssen's argument that the FDA DIvIsIOn of Drug Marketmg, AdvertIsmg, and 

CommumcatIOns ("DDMAC") Apnl 2004 Warmng Letter, (PI Ex 232), should have 

been excluded IS wIthout ment The letter was not hearsay, let alone madmissible 

hearsay, and It dId not confuse or mIslead the Jury and was not unfaIrly prejUdICIal under 

Rule 403 The same arguments apply to the 1994, (PI Ex 1027), and 1999, (PI Ex 

200), DDMAC letters, whIch the tnal court also correctly admItted 

FIrst, the DDMAC letters were not hearsay because they were not offered to 

prove the truth of the matter asserted-I e , that Janssen's Dear Doctor Letter and the 

promotIOnal conduct referenced m the 1994 Pre-Marketmg Letter and the 1999 NotIce of 

V IOlatIOn were "false and mlsleadmg" as a matter of law See S C R EVld 801 (c) The 

State dId not claIm that because the FDA deemed the Dear Doctor Letter false and 

mIsleadmg m the 2004 Warnmg Letter, the Dear Doctor Letter was therefore "deceptIve" 

or "unfaIr" as a matter of law under SCUTP A That ultImate questIOn was for the Jury to 

determme based upon all the eVIdence presented, and the Jury was so charged (See 

supra Part II 

Whether ItS conclUSIOns are nght or wrong, then, the 2004 Warmng Letter was 

offered only to show that the FDA had undertaken a reVieW of the Dear Doctor Letter, 

why the FDA engaged m such a reView, and the offiCIal conclUSIOns that the FDA 

reached, among other non-hearsay reasons dIscussed below "An out of court statement 
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IS not hearsay If It IS offered for the lImIted purpose of explammg why a government 

mvestigatIOn was undertaken" State v Brown, 317 S C 55, 63, 451 S E 2d 888, 893-94 

(1994) Of course, Janssen was free to offer admIssIble eVIdence countenng those facts 

and conclusIOns, and It dId so 

Nor dId the State take the posItIOn at tnal that because the FDA deemed Janssen's 

promotIOnal conduct referenced m the 1994 Pre-Marketmg letter and the 1999 NotIce of 

V IOlatIOn false and misleadmg, It was therefore "deceptIve" or "unfair" under SCUTP A 

Indeed, the State dId not contend that those letters VIOlated SCUTP A Agam, whether 

theIr conclusIOns are nght or wrong, the 1994 Pre-Marketmg letter and the January 1999 

NotIce of VIOlatIOn were offered only to show that the FDA had undertaken a reVIew of 

Janssen's promotIOnal matenals, why the FDA engaged m such a reVIew, and the offiCial 

conclusIOns that the FDA reached See e g , State v Thompson, 352 S C 552, 558-59, 

575 S E 2d 77, 81 (Ct App 2003) And, Janssen was free to offer admIssIble eVIdence 

countermg those facts and conclusIOns As the DDMAC letters were not mtroduced to 

prove the truth of the matter asserted, they were not hearsay 

Assummg arguendo that the DDMAC letters were hearsay, they fell withm the 

"PublIc Records and Reports" exceptIOn to the hearsay rule See S C R EVId 803(8) 

That exceptIOn specIfically exempts the "[r]ecords, reports, statements, or data 

compIlatIOns, In any form, of pubhc offices or agencIes, settmg forth (A) the actIVItIes of 

the office or agency, or (B) matters observed pursuant to duty Imposed by law as to 

whIch matters there was a duty to report" Id (emphasIs added), see also e g , State v 

Cutro, 365 S C 366,377,618 S E 2d 890, 896 (2005) 

Janssen mischaractenzes the DDMAC letters as merely "prelImmary 
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conclusIOn[s]," whIch It argues are not covered by the Rule 803(8) "matters observed" 
( 

exceptIOn Yet, to charactenze the 2004 Warnmg Letter as a "prelImmary conclusIOn" IS 

misleadmg m lIght of the FDA's conclusIOns reached therem-"DDMAC has concluded 

that the [Dear Doctor Letter] IS false or misleadmg m VIOlatIOn of SectIOns 502(a) and 

201(n) of the [FDCA] (21 USC 352(a) and 321 (n))" (PI Ex 232 at 1 (emphasIs 

added)), and "[fJaIlure to correct the VIOlatIOns may result m FDA regulatory actIOn, 

mcludmg seIzure or mJunctIOn without further notice" (ld at 5 (emphaSIS added)) 

AddItIonally, the Regulatory Procedures Manual, whIch Janssen cItes, further clanfies 

that the "Warmng Letter was developed to correct VIOlatIOns of the statutes or 

regulatIOns" and "[ItS use IS] based on the expectatIOn that most mdividuais and firms 

wIll voluntanly comply with the law" as set forth m the Warnmg Letter (Def Ex 

D4337, at 4-1 to 4-2 (emphasIs added)) 

LIkeWIse, wIth respect to the 1994 and 1999 DDMAC letters, the FDA reached 

sImIlar conclusIOns regardmg the "matters observed" therem "The matenals and 

promotlOnal messages Janssen has dissemmated contain false and/or mlsleadmg 

mformatIOn about the safety and effectIveness of Risperdal Accordmgly, Janssen 

should lmmedzately discontinue the use of all matenals that state suggest or Imply 

false mlsleadmg or unbalanced clGlms of the type discussed m thiS letter" (PI Ex 200, 

at 4 (1999 DDMAC Letter) (emphasIs added)), "[DDMAC] offer[s] the followmg 

comments (15) 'excellent safety profile' 'An outstandmg safety profile that offers 

excellent potentIal for complIance' These claims are misleading The adverse event 

rates of nspendone are not consistent WIth claims for an outstandmg or excellent safety 

profile" (PI Ex 1027, at 1, 5 (1994 DDMAC Letter) (emphasIs added)) 
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AddItIOnally, to the extent that Janssen contends that Rule 803(8) does not apply 

to "mformatIOn" that IS "mterpretIve or opmIOn based," (see Appellant Br 39), the 

Rule's hmitatIOn as to "opmIOns, Judgments, and conclusIOns" expressly apphes only to 

"mvestigative notes," not to an agency's conclusIOns as here S C R EVId 803(8) 

(emphasIs added) And, Janssen's rehance on State v Pearson, 223 S C 377, 76 S E 2d 

151 (1953) IS mIsgmded m that Pearson actually supports admIssIOn of the DDMAC 

letters In Pearson, thIS Court observed that 

Where pubhc officers are under a duty to keep a record of transactIOns 
which occur m the course of their publtc serVice, the official records and 
wrttmgs so made by such officers, or under theIr superVISIOn, are of a 
pubhc nature and are ordmartly admissible m eVidence as proof of theIr 
contents, even though not proved by the person who actually made the 
entnes Such records are made under such CIrcumstances whIch afford a 
suffiCIent guarantee of trustworthmess to render them admIssIble as 
eVIdence under a well-defined exceptIOn to the Hearsay rule 

Id at 381, 76 S E 2d at 153 (emphasIs added) Janssen may not credIbly contend that the 

DDMAC letters were not Issued pursuant to a legal "duty" of the FDA (See Appellant's 

Br 40) Pursuant to the FDCA, 21 USC § 301 et seq, the FDA has authonty to 

regulate drug marketmg See 21 C F R § 202 1 (2006) Under FDA regulatory 

procedure, "warnmgs letters are Issued by the DDMAC DIVISIOn DIrector and receIve 

concurrence from appropnate officIals m the Center for Drug EvaluatIOn and Research" 

("CDER") for "VIOlatIOns of regulatory sIgmficance" whIch must be "promptly and 

adequately corrected" FDA Regulatory Procedures Manual § 4-1-1 (2008), CDER 

Handbook at 53-54, Warnmg Letter, avazlable at http //www fda gov/downloads/About 

FDAICentersOffices/CDERlUCM198415 pdf (last vlSlted Apr 30, 2012) ("Warmng 

letters are wntten commumcatIOns from FDA, m thIS case DDMAC, to a company 

notIfymg the company that DDMAC conSIders one or more promotIOnal pIeces or 
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practIces to be m vIOlatIOn of the law") 

Fmally, the letters' admISSIOn dId not prejUdICe Janssen under Rule 403 The Jury 

was reasonably able to understand the mformatIOn m the DDMAC letters, thus 

dIstmgUIshmg between lIabIlIty under SCUTP A as opposed to VIOlatIOn of the FDCA or 

FDA regulatIOns The letters were probatIve of whether Janssen knew or should have 

known that ItS alleged conduct was deceptive or unfaIr and whether Janssen's conduct 

adversely affected the publIc mterest 19 The letters were also relevant to and placed m 

Issue by Janssen's "safe harbor" and federal preemptIOn arguments See dISCUSSIOn supra 

Parts I A-B, II By way of example, It would have been unfairly prejudIcial to the State 

had Janssen been permitted to contend that It complIed wIth all FDA rules and 

regulatIOns so as to satIsfy Its "safe harbor" SCUTP A defense, yet SImultaneously 

exclude the DDMAC letters--evidence mdicatmg Janssen had not so complIed See 

supra Part I B 

Janssen addItionally argues that admIsSIOn of the DDMAC letters was prejUdICIal 

because they are purportedly only "mformal and advIsory" and do not constitute final 

agency actIOns As noted, there IS no reqUirement under the South Carolma Rules of 

EVIdence that the DDMAC letters be eVIdence of "final" agency actIOn to come withm 

the hearsay exceptIOn m Rule 803(8)(B), so Janssen's argument m that regard IS a 

nonstarter 20 Moreover, both the State and Janssen presented theIr pOSItions about the 

19 For example the 1994 and 1999 DDMAC letters were admiSSible to show that Janssen s conduct 
related to the 2003 Dear Doctor Letter had the potential for repetitIOn and therefore adversely affected the 
public Interest See diSCUSSion supra Part IV A The letters were admiSSible to show the potential for 
repetttlOn because they are probative of Similar past conduct and whether Janssen s procedures create[d] a 
potential for repetitIOn of the unfair and decepttve acts Wnght 372 SCat 30,640 S E 2d at 502 
20 In sharp contrast to these proceedings all of the cases Janssen cites Involved far different 
CircumstanceS-I e where the question of whether final agency actIOn had occurred was deCISive See 
State ex rei McGraw v Johnson & Johnson 704 S E 2d 677 687-90 (W Va 2010) (reversing and 
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FDA mvestigatIOns and conclusIOns descnbed m the DDMAC letters, as well as the 

meamng of "false," "misleadmg," and other terms used therem 21 Both SIdes also 

presented expert testImony about those matters, mcludmg the accuracy of the conclUSIOns 

set forth m the DDMAC letters 22 WIth that aSSIstance, the jury could understand the 

mformatIOn contamed m the DDMAC letters and not be mIsled or confused about 

standards of lIabIlIty Thus, the use of the DDMAC letters at tnal dId not convey the 

appearance of presumptIve wrongdomg 

And, m any event, the tnal court cured any prejUdICe arguably suffered by Janssen 

as to the DDMAC letters through the court's mstructIOn regardmg the lImIted Import of 

VIOlatIOns of federal law and regulatIOns (Tnal Tr 2665) See supra Part I A 3 

VII THE JURY INSTRUCTIONS AND VERDICT FORM WERE PROPER 

Janssen submItted a thirty-mstructIOn request for charge to the tnal court together 

WIth a SIxteen-page verdIct form to cover the State's two claims of statutory penaltIes 

under SCUTPA The court reasonably rejected much of Janssen's proposed charge, 

optmg for straightforward, easily understood Jury mterrogatones The verdict form 

remandmg for new trial the trial court s summary Judgment ruling that dear doctor letter and promotIOnal 
material were false and mlslead10g as a matter of law where trial court gave final effect to DDMAC s 
determ1OatlOn 10 warn10g letters that statements at Issue were false and mlslead1Og) Holtstlc Candlers & 
Consumers Ass n v FDA 664 F 3d 940 944 (0 C CIr 2012) (hold1Og that appellants had no cause of 
actIOn under the federal Administrative Procedure Act which reqUires a final agency actIOn as a 
prereqUisite to brmg10g SUit thereunder because the letters at Issue' dId not mark the consummatIOn of the 
FDA s final declslOnmak1Og ), Scherlng-Plough Healthcare Prods v Schwarz Pharma Inc 586 F 3d 
500 508 (7th Clr 2009) (conclud1Og that letters from subordmate offiCials of the FDA were not final 
agency actIOn binding on the district courf (emphaSIS added)) 
21 See e g Trial Tr 232-38 (open1Og argument by the State regard10g the 2004 Warn10g Letter and 
related events) Id at 285 (open1Og argument by Janssen regard10g same) Id at 2528 2542 (clos1Og 
argument by the State regard10g 1999 NotIce of VIOlatIOn and 2004 Warn10g Letter) Id at 2575 2584 
(clos1Og argument by Janssen regard10g all three DDMAC letters) 
22 See e g Trial Tr 495-516 (testimony of State s expert Dr Wlrsh10g regard10g 2004 Warn10g 
Letter) Id at 698-701 (testtmony of State s expert Dr Plunkett regard10g 1994 Pre Market10g Letter) Id 
at 1039 1046 (testtmony of Dr Plunkett regard10g 1999 Notice of VIOlatIOn) Id at 750-52 (testimony of 
Dr Plunkett regard10g 2004 Warn10g Letter), Id at 1840-78 1980-83 (testimony of defense witness 
Michael Chester J 0 regard10g 2004 Warn10g Letter and related events) Id at 1889-95 1897-1907 
1968-76 (cross exam1OatlOn ofMr Chester regard10g same) 
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tracked SCUTPA's statutory language and relevant South Carohna case law 

DespIte opposmg authonty, Janssen essentially argues that the FTC PolIcy 

Statement on Unfairness supersedes thIS and other South CarolIna courts' sound 

mterpretatIOns of SCUTPA Janssen claims that, conSIstent WIth the FTC PolIcy 

Statement on Unfairness, the challenged act must have caused or be lIkely to cause 

"substantial mJury to consumers whIch IS not reasonably aVOIdable by consumers 

themselves and not outweIghed by counterVailIng benefits to consumers or to 

competItIon" (Appellant's Br 43-44) AddItIOnally, "the act must have vIOlated a well­

establIshed publIc polIcy" (Id) Under Janssen's mIsgUIded reasonmg, that greater 

burden of proof IS also reqUIred to establIsh SCUTP A vIOlatIOns under S C Code Ann § 

39-5-20(a) (See ld) Applymg thIS novel, quaSI-common law standard to SCUTPA and 

the Jury verdIct, Janssen concludes that the tnal court erred m refusmg to gIve Janssen's 

proposed mstructIOn "about 'substantial mJury'" or "to explam the lImIted role of 'publIc 

polIcy'" (Id at 44) However, Janssen's proposed standard IS mscrutable and 

mapplIcable 

The State was not reqUIred to prove that the Dear Doctor Letter or Risperdal label 

was "lIkely to cause substantIal mJury to consumers" or demonstrate any proof relatIve to 

a "substantIal mJury" (Id at 43-44) All relevant South Carolma and federal case law 

makes clear that whIle "substantIal mJury" may be probatIve of "unfairness" under 

SCUTPA, It IS not reqUIred to prove a vIOlatIOn thereof See e g, Wrzght, 372 SCat 23, 

640 S E 2d at 498 (definmg "unfair" (quotmg Wogan v Kunze, 366 S C 583, 606, 623 

S E 2d 107, 120 (Ct App 2005))), see also Bessznger, 305 F Supp 2d at 582 In fact, 

notwithstandmg Janssen's proposed FTC standard, "substantial mJury" IS not even 
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reqUIred to prove "unfairness" under the FTC Act See Splegel Inc v FTC, 540 F 2d 

287, 293 (7th Clr 1976) ("A practIce IS unfair when It offends establIshed polIcy and 

when the practIce IS Immoral, unethICal, oppreSSIve, unscrupulous or substantIally 

InJunous to consumers" (emphasIs added)) Further, m order to demonstrate publIc 

Impact, the State IS not reqUIred to demonstrate that publIc polIcy was vIOlated As 

explained above, see supra Part IV A, the State may show the same kind of actIOns 

occurred In the past, thus making It hkely they wIll continue to occur absent deterrence, 

that the company's procedures create a potentIal for repetItIon of the unfair and deceptIve 

acts, or, any other eVIdence demonstrating the potentIal for repetItIOn See Dmsy 

Outdoor, 322 SCat 492, 473 S E 2d at 49, see also Wnght, 372 SCat 23, 640 S E 2d 

at 498, Wogan, 366 SCat 606,623 S E 2d at 120 

The tnal court, thus, correctly ruled that It would charge based upon South 

Carolma courts' mterpretatIOns of SCUTPA where there was controllIng South Carohna 

precedent, rather than based on FTC cases, polIcy statements, and the lIke See e g , 

LIberty Mut Ins Co v Employee Res Mgmt Inc, 176 F Supp 2d 510, 515-16 (D S C 

2001) (reJectmg defendants' motIon to hmlt plaintIff's SCUTPA actIOn pursuant to S C 

Code Ann § 39-5-20(b) "to Instances of consumer protectIOn or antItrust actIVIty, 

because the FTC Act IS so hmlted"), see also BOSflck Oll Co v Mlchelm Tlre Corp, 

702 F 2d 1207, 1220 (4th Clr 1983) Thus, the tnal court properly rehed on thIS Court's 

interpretatIOn of "unfair" under South Carolma consumer protectIOn law In Gentry v 

Yonce, 337 SCI, 522 S E 2d 137 (1999) (See Tnal Tr 2626,2667) 

Finally, the verdIct form was proper Janssen complainS that the tnal court erred 

In rejecting Janssen's proposed verdIct sheet requmng separate findmgs as to "deceptIve" 
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and "unfan" and as to all the elements of the State's claIms m order to avoId a verdIct 

based solely on Janssen "somehow '[breakmg] the [FDA] rules'" or bemg "motIvated by 

profits" on only "one occasIon" (Appellant's Br 46) But, Janssen cites no authonty 

suggestmg that separate mterrogatones must be mcluded for each element of "deceptIOn" 

and "unfaIrness,,23 In any event, the court did separately address what constItuted an 

"unfan" versus a "deceptIve" practIce under South CarolIna law m Its detaIled charge 

(Tnal Tr 2626-27) WIth respect to the verdIct form, the tnal judge has the dIscretIon to 

determme whether to submIt special mterrogatones S C R CIV P 49(b), Constant v 

Spartanburg Steel Prods Inc, 316 S C 86, 90, 447 S E 2d 194, 196 (1994), see 9 

Moore s Federal Practlce 3D § 49 11[2][a], at 49-16 (1997) ("Rule 49 IS a rule of 

dIscretIOnary ImplementatIon, solely m the control of the tnal Judge No party has a nght 

to the use of a specIal verdIct "), see also Steele v Dlllard, 327 S C 340, 343, 486 S E 2d 

278,279-80 (Ct App 1997) The Court should reject Janssen's verdict form complamts 

VIII THE TRIAL COURT'S PENALTY AWARD SHOULD BE UPHELD AS 
AUTHORIZED AND VALID PURSUANT TO APPLICABLE STATE AND 
FEDERAL LAW AND WITHIN THE TRIAL COURT'S SOUND 
DISCRETION 

SCUTPA allows the assessment of CIVIl penaltIes up to $5,000 per vlOlatlOn S C 

Code Ann § 39-5-110(a) In South Carolma, there can be "no error oflaw m Imposmg a 

fine wlthm the lImits authonzed by [SCUTP A]" C & L Corp, 280 SCat 528, 313 

S E 2d at 340 "Wlthm those lImIts, the amount of the fine was a matter for the judge's 

dIscretIOn" Id The party challengmg a discretIOnary rulmg of the tnal court has the 

23 As an initial matter because Janssen has advanced only a blanket conclUSIOn and proVides no 
authonty supporting [ItS] argument In thiS regard thiS Court need not consider It Colleton County 
Taxpayers Ass n v Sch DISt 371 S C 224 241 638 S E 2d 685 694 (2006) see also Glasscock Inc v 
US Fld & Guar Co 348 S C 76 81, 557 S E 2d 689 691 (2001) ( South CarolIna law clearly states that 
short conclusory statements made Without supporting authonty are deemed abandoned on appeal and 
therefore not presented for review ) 
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burden of showmg a clear abuse of dIscretIOn Id (cItIng Watson v US Rubber Co , 260 

S C 129, 194 S E 2d 395 (1973)) Further, any constItutIOnal challenge to a SCUTPA 

penaltIes award must be decIded under a "grossly dIsproportIOnate" standard-I e , the 

Court may find a vIOlatIOn only If the penalty IS "grossly dIsproportIOnate to the gravIty 

of defendant's offense" Umted States v Bajakajzan, 524 US 321, 334 (1998), accord 

St LOUlS Iron Mt & S Ry Co v Wzllzams, 251 US 63,67 (1919) 

Janssen has not carned ItS burden here to show that the tnal court abused ItS 

dIscretIOn wIth respect to the Court's "countIng" of vIOlatIOns or assessment of penaltIes 

wlthm SCUTPA's permIssIble range Janssen lIkewIse falls to demonstrate the 

unconstItutIOnalIty of the penalty award-I e , that the award IS grossly dIsproportIOnate 

to Janssen's bad faith conduct 

A The TrIal Court's Penalty Award as to the Rlsperdal Label Is Legally 
and Factually Correct 

The tnal court consIdered "each publIcatIOn of the Rlsperdal label (package 

msert), by way of sample [of Rlsperdal], to prescnbers m the State of South CarolIna 

untIl Apnl 23, 2007, to be a separate [SCUTP A] vIOlatIOn" (Penalty Order 16) The 

Jury found that Janssen wIllfully "engaged m unfair or deceptIve acts or practIces In the 

conduct of any trade or commerce In ItS label (package msert)" (VerdIct Nos 2 & 2A) 

In ItS dIscretIOn, m accordance wIth the proof at tnal and at the penaltIes phase, the tnal 

court awarded a $300 penalty for each of 509,499 package mserts that were dlstnbuted In 

South Carolma to patIents through theIr phYSICIans from 1994 untIl Apnl 23, 2007 

(Penalty Order 16) The total penalty awarded for the label unammously found by the 

Jury to be unfaIr and deceptIve was $152,849,700 (Id) In ItS Bnef, Janssen attempts to 

refashIOn the tnal court's Penalty Order to fit ItS mIsgUIded arguments agaInst the 
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labehng penalty ThIs Court should reject that effort 

FIrst, the tnal court's award does not overlook or run contrary to the learned 

mtermedmry doctnne, as Janssen mIstakenly contends (See Appellant's Br 48) The 

Penalty Order's statement that "the label would be the most hkely source of 

mformatlOn for patIents who are considermg entenng mto ongomg therapy WIth the 

drug," (Penalty Order 16), does not sIgmfy that the patIent's prescnber IS excluded from 

I 

conveymg the mformatlOn contamed m the label to the patIent In any event, there can be 

no dIsagreement that the purpose of prescnptlOn drug labehng, whether dIrected at 

phYSICIans or patIents, IS to provIde the essentIal "mformatlOn needed for the safe and 

effectIve use of the drug" ultimately by the patient 21 C F R § 201 56(a)(l) (2006), see 

ld § 201 57(a)(l0) (labehng must contam "mformatlOn cntIcal to safe use of the 

drug" by the patIent "and measures that can be taken to prevent or mItIgate harm") 

Thus, the Penalty Order recogmzes that It IS "hkely" that patIents "would rely on theIr 

phYSICIans and theIr physIcIans' recommendatlOns and knowledge" based on 

mformatlOn contamed m the package msert mcluded WIth every sample of Risperdal 

dIstnbuted m South Carohna (Appellant's Br 48) That determmatlOn was conSIstent 

WIth the record testImony 24 

Second, for reasons shown above, Janssen's contentlOn that the Risperdal label 

24 TrIal Tr at 398 4-6 (Dr Wlrshmg Q And do you read and rely on product labels like thiS m 
your practIce? A Yes to to a certam degree Absolutely ) at 510 8-24 (Dr Wlrshmg ( Q Doctor what 
role does the warnmg sectIOn play m determmmg which drug you re [gomg to] use m patients on atypical 
antlpsychotlcs? A [These drugs] dlstmgUlsh themselves on tOXIC tOXIC profile So you pick the 
drugs based on their speCific tOXIC profile So that really becomes the paramount Issue Trymg to select a 
particular patient to a drug you really select toxIcities That s what you re domg Q So whether there s a 
warnmg or not on a drug can have a slgmficant effect on your prescrIbmg deCISion nght? A Oh 
absolutely ) at 669 5-8 (Dr Plunkett Q And IS the ultimate purpose of drug labeling so that patients can 
use drugs safely? A Yes so phYSICIans can preSCrIbe drugs and patients can use them safely ) at 325 1-4 
(Janssen SCientist Dr Magali Haas Q Do you expect to know materIal safety mformatlOn about drugs If 
you treat a patIent? A I can read the package Insert to find out what IS known about the compound' )) 
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dId not deceIve or was unhkely to deceIve patIents IS wIthout ment (See Appellant's Br 

~ 49) Whether there was "evIdence that a patIent would thInk It Important that the 

hyperprolactInemia dIscussIOn was In the 'precautIOns' sectIOn of the package Insert, 

rather than In the 'warmngs' sectIOn," (ld), Ignores the foundatIOnal legal premIse that 

the State was not reqmred to prove actual deceptIOn or rehance See supra Part IV A 

Moreover, Janssen's attempt to charactenze thIS case as a dIspute over the placement of 

InfOrmatIOn purportedly "already" contaIned In the label Ignores cntical WarnIngs that 

were entIrely omItted from the label durIng the relevant tIme penod See supra Part 

IV A Lastly, the State's expert WItnesses repeatedly and expansIvely distIngmshed the 

cntical, pnmary Importance of the label's WarnIngs sectIOn as compared to postenor, less 

weIghty subsectIOns (Tnal Tr 402 1-4047, 5034-9, 50821-22, 673 10-23, 67622-

680 16) 

ThIrd, Janssen's complaInt about the general verdIct form Ignores the eVIdence 

and the Jury's verdIct, as dIscussed above See supra Part VII Janssen contends that 

"[b]ecause the verdIct form was non-specIfic, there IS no way of knowmg what 

'Inadequacy' prompted the verdIct" (Appellant's Br 49) But, Janssen overlooks the 

State's eVIdence that the label was deceptIve or unfair throughout the tIme penod from 

1994 to 2007 See supra pp 3-14, Part IV A Therefore, VIeWIng the eVIdence and ItS 

reasonable Inferences In the hght most favorable to the State, It SImply cannot be Said that 

the tnal court's Penalty Order IS wholly unsupported by the eVIdence that the label 

VIOlated SCUTPA throughout the relevant tIme penod See e g , Norton, 350 Seat 

478-79, 567 S E 2d at 854 The tnal court, In ItS sound dIscretIOn, tIed the package Insert 

penaltIes award to the Jury's habIhty verdIct as to all Risperdal sample package Inserts 
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durmg the relevant tIme penod 

B The Trial Court's Dear Doctor Letter Penalty Award Is Also Legally 
and Factually Correct 

The tnal court also awarded a total of $174,224,000 for the Jury's findmg that 

Janssen's November 2003 Dear Doctor Letter was unfair or deceptIve (Penalty Order 

17) The award assesses $4,000 for every Dear Doctor Letter mailed to a South Carolma 

address and for each sales call VISIt occurnng between November 10, 2003 (the Letter's 

date) and July 21, 2004 (the CorrectIOn Letter's date) Janssen's arguments that the tnal 

court's count of vIOlatIOns IS m error must be rejected for at least the followmg reasons 

FIrst, the failure to dIsclose relevant mformatIOn IS actIOnable under SCUTP A 

See York v Conway Ford Inc, 325 S C 170, 172-73, 480 S E 2d 726, 727-28 (1997), 

Ward, 304 SCat 157, 403 S E 2d at 313, Inman v Ken Hyatt Chrysler Plymouth Inc, 

294 S C 240,242-43, 363 S E 2d 691, 692 (1988) Janssen Ignores the facts and law by 

overlookmg ItS own faIlure to dzsclose the truth concemmg unfau and deceptIve 

mIsrepresentatIOns m the Dear Doctor Letter whIle contmumg to call upon South 

CarolIna doctors and promote Rlsperdal to them-whIch Janssen does not dIspute (See 

Appellant's Br 47, 50) It IS also uncontested that Janssen promoted Risperdal to South 

Carolma doctors some 36,372 tImes whIle the Dear Doctor Letter was m cIrculatIOn from 

November 2003 to July 2004 (Penalty Order 17) There IS no eVIdence that Janssen 

attempted to dIsclose the truth about the unfair or deceptIve message m the Dear Doctor 

Letter untIl July 2004, after It was dIrected to do so by the FDA 

Further, Ms Alderman's and other sales representatIves' trammg matenals 

concermng the Dear Doctor Letter prove that sales representatIves were tramed to 

promote Risperdal at the tIme as havmg "0%" diabetes nsk, a marketmg message 
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consIstent WIth the unfair and deceptIve language m the Dear Doctor Letter Itself (PI 

Ex 387, at JJRE 06826914) Lastly, It IS undIsputed that although Janssen receIved the 

FDA's Warnmg Letter m Apnl 2004, demandmg that Janssen correct the false, 

mlsleadmg, and mIsrepresentatIve statements m the Dear Doctor Letter, It Waited three 

addItIOnal months (untIl July 2004) to dlstnbute the CorrectIOn Letter to South Carolma 

prescnbers and others-all the whIle contmumg to promote Rlsperdal conSIstent WIth the 

Dear Doctor Letter (Tnal Tr 746-57, 1145-46, PI Ex 232,477,2364) 

Second, m relymg on mapposlte Cahforma and Anzona law dlscussmg the 

legIslatIve mtent of those states' legIslatures, Janssen dIsregards SCUTP A's express 

language permIttmg the tnal court to assess a CIVIl penalty "not exceedmg five thousand 

dollars per vlOlatlOn" S C Code Ann § 39-5-110(a) (emphaSIS added) The Court 

should be mmdful of the purpose behmd SCUTP A and ItS statutory penaltIes "The 

purpose of the UTP A IS to dIscourage unfaIr methods of competItIOn and unfair or 

deceptIve acts m the conduct of any trade or commerce" Taylor, 331 SCat 579, 503 

S E 2d at 460 (emphasIs added) It follows that the South Carohna General Assembly 

would seek to "avOld[] a sItuatIOn m whIch the statutory penalty would be regarded by 

potentIal VIOlators of [the Act] as nothmg more than an acceptable cost of VIOlatIOn rather 

than as a deterrence to VIOlatIOn," Just as the Umted States Supreme Court dlvmed to be 

Congress's mtent relatIve to the FTC Act Umted States v ITT Cont I Baking Co , 420 

US 223,232 (1975), cited In Umted States v Reader s Digest Ass n Inc, 662 F 2d 955, 

966-67 (3d Clr 1981), see also S C Code Ann § 39-5-20(b) 

Thus, It IS not enough for the tnal court to have merely counted each maIled copy 

of the Dear Doctor Letter alone and assess penaltIes thereon It IS uncontested that 
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Janssen maIled 7,184 Dear Doctor Letters to South Carolma recIpIents (Appellant's Br 

47) It IS also uncontroverted that Janssen contmued to follow up wIth personal 

presentatIOns of the Dear Doctor Letter and ItS unfair and deceptIve marketmg message to 

South Carolma prescnbers and theIr office personnel throughout the relevant tIme 

penod 25 Ms Alderman admItted that sales representatIves showed prescnbers the Dear 

Doctor Letter dunng sales calls See dIscuSSIOn supra p 40 ThIs testImony confirmed 

documentary eVIdence regardmg sales representatIves' trammg on the rollout of the Dear 

Doctor Letter See supra p 40 Plamly, the tnal court recogmzed that a SImple count of 

the mailed Dear Doctor Letters would be mcomplete and an madequate "discourage[ment 

of] unfair methods of competItIon and unfaIr or deceptIve acts m the conduct of any trade 

or commerce" Taylor, 331 SCat 579,503 S E 2d at 460 26 

25 The Court should note there IS no record eVidence (and Janssen cites none m ItS Brief) supportmg 
the contentIOn that the phYSICians upon whom Janssen s sales representatives called were the very 
phYSICians who had received the letter [by mall] m the first place (Appellant s Br 50-51) 
26 Janssen relegates to a footnote Its complamt that the trial court "did not explam Its findmg that the 
appropriate penalty was $4 000 00 per vIOlatIOn (Appellant s Br 50 n IS) Perhaps Janssen s 

overemphaSIS on In re Treatment & Care of Luckabaugh 351 S C 122 568 S E 2d 338 (2002), caused It to 
overlook the Court s more recent pronouncements as to South Carolma Rule of CIVil Procedure 52(a) 
declaring the Rule to be directOrial m nature and requmng only that the trial court substantially 
compl[y] With It MathiS v Brown & Brown ofS C Inc 389 S C 299 320 698 S E 2d 773 784 (2010) 
accord Dixon v Besco Eng g Inc, 320 S C 174 179 463 S E 2d 636 639 (Ct App 1995) ( Rule 52(a) 
SCRCP IS directory noncomplIance alone does not mvalIdate the judgment ) Moreover as stated 
above [w]lthm [the] lImits [defined by SCUTPA] the amount of the fine was a matter of the judge s 
discretIOn C & L Corp 280 SCat 528 313 S E 2d at 340 Therefore the trial court was free to award 
the full penalty for all vIOlatIOns supportmg the JUry s verdict but m the trial court s sound discretIOn It 
deCided that the eVidence supported a lower penalty based on particular conduct as deSCribed m the Penalty 
Order 
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C The Trial Court Faithfully ApplIed the Reader's Digest Factors 

As gmdance for Its penalty award, the tnal court consIdered and soundly applIed 

each of the factors set forth m Unzted States v Reader s Dlgest Ass n, 662 F 2d 955 (3d 

Clr 1981), notwlthstandmg Janssen's contentIOns 

1 The Jury Verdict and the Record Below Support the Trial 
Court's Finding of Bad Faith 

Janssen essentially contends that the tnal court's findmg of "bad faith," m 

applymg the Reader s Dlgest factors, IS based on a faulty assumptIOn because It cannot 

be determmed whether the JUry consIdered the nondIsclosure of Tnal 113 and "other 

'studIes' relatmg to weIght gam and dIabetes nsk" to be the baSIS for the jury's findmg 

(See Appellant's Br 20) 

As a prelImmary matter, the jury found that Janssen's conduct was "WIllful," 

meamng that Janssen knew or should have known that ItS conduct VIOlated SCUTPA 

See S C Code Ann § 39-5-11O(c) "Bad faith" has been defined under South CarolIna 

law as "[t]he OpposIte of good faith, generally Implymg or mvolvmg actual or 

constructIve fraud, or a deSIgn to deceIve or mIslead another, not promoted by an 

honest mIstake as to one's nghts or dutIes, but by some simster motIve" Estate of Carr 

v Czrcle SEnters, 379 S C 31,43,664 S E 2d 83, 88-89 (Ct App 2008) Certamly It IS 

not a tremendous leap from the jury's findmg of "wIllful" SCUTPA VIOlatIOns to the tnal 

court's determmatIOn that Janssen acted m "bad faith" under the Reader s Dlgest test 

Further, Janssen's questIOmng the ratIOnale behmd the jury's verdIct and, 

concomItantly, the Penalty Order IS agam resolved by reference to the eVIdence and 

South Carolma law The tnal court nghtly found that Janssen's hldmg the results of Tnal 

113 and other studIes related to weIght gam and diabetes nsk reasonably supported the 
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Jury's verdIct as to the Risperdal label The tnal court also had withm Its purvIew 

reasonable eVIdence supportmg Janssen's knowmg failure to mclude Warnmgs m Its 

label concernmg hyperproiactmemia nsks dunng the entlre relevant tIme penod, 1994to 

2007 See supra pp 3-14 & Part I B 

The same analysIs appbes to the Dear Doctor Letter, the eVIdence surroundmg 

whIch the tnal court found reasonably to support the verdIct The thrust of Janssen's 

argument concermng the Dear Doctor Letter IS that It was "true"-at least techmcally or 

sCIentIfically (Appellant's Br 53) But, as the tnal court correctly observed, not all the 

so-called "sclence"-the eIght studIes cIted m the Dear Doctor Letter-"support[ ed] the 

premIse of the letter Itself," despIte the Dear Doctor Letter's representatIOns otherwIse 

(Penalty Order 9, Tnal Tr 647 19-6486, 1006 19-1007 5, 16154-16, 1623 9-23) 

More Importantly, Janssen carefully aVOIds dIscussIOn of the most egregIOUS language m 

the Dear Doctor Letter-I e , that eVIdence shows that Risperdal IS not assocIated wIth 

any mcreased nsk of dIabetes when compared to "untreated patlents" See supra pp 11-

14 The State's expert, Dr Wirshmg, testlfied that the statement was "patently untrue" 

(Tnal Tr 488 20-489 22) Further, the tnal court correctly recogmzed that Janssen 

Issued the Dear Doctor Letter at the same tlme "the FDA was requmng a warmng 

concermng the dangers of [RIsperdal and other antIpsychotIc drugs] and theIr mcreased 

nsk of dIabetes" (Penalty Order 9) The tnal court found that the Dear Doctor Letter's 

declaratlon of 'no dIabetes nsk' as compared to untreated patIents-at the same tlme the 

FDA was requmng a dIabetes Warnmg on Risperdal's label-together WIth other 

eVIdence "mdicate[d] a conscIOUS effort by the company to 'spm' the message, dnven by 

marketmg conSIderatIOns, about Risperdal" (Id) For those and other reasons, the tnal 
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court correctly found the "actIOns of the Company m regards to [the Dear Doctor Letter] 

exhIbIted extreme bad faith" (Id) 

2 The Trwl Court Correctly Found EVidence of Impact on the 
Publtc Interest 

As dIscussed above, Janssen argues that because the State faIled to prove that 

"anyone m South CarolIna was harmed" by the Dear Doctor Letter or the Risperdal label, 

the Court was constramed to assess eIther a neglIgIble penalty or no penalty at all (See 

Hr' g Tr 190) Agam, that argument IS fundamentally contrary to controllIng law State 

ex reZ McLeod v Brown, 278 S C 281, 285, 294 S E 2d 781, 783 (1982) ("The tnal 

court's second ground for dIsmIssal was the State's alleged mabilIty to demonstrate 

harm or damage to any cItIzen [But, that] IS [not] a prereqUIsIte to an actIOn under 

the Unfair Trade PractIces Act ") Cf Wlllzams, 251 U S at 66-67 (holdmg that state 

penaltIes proVlSlons addressmg "publIc wrongs" need not be "confined or proportIOned 

to [actual] loss or damages" (emphaSIS added)) (See dIscuSSIOn mfra Part VIII D The 

tnal court properly found sufficIent eVIdence of Impact on the publIc mterest and 

awarded penaltIes desIgned to deter future, sImIlar SCUTP A vIOlatIOns See supra Part 

IV A 

3 Janssen Benefitedfrom the SCUTPA VIOlatIOns Because It 
Avoided the Market Share Losses It Feared as a Result of the 
2003 Label Change 

Janssen argues that, because the eVIdence purportedly showed that there was no 

Impact on Janssen's market share as a result of the CorrectIOn Letter, there was no 

eVIdence of any benefit to Janssen by and through ItS deceptIOn (Appellant's Br 54-55) 

But, that reasonmg Ignores the tnal court's findmg that "[I]t IS clear that If the aim of 

[Janssen's] actIOns was to protect the market share of Risperdal[,] then It succeeded" 
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(Penalty Order 13 (emphasIs added)) And, the eVIdence demonstrated precIsely that 

One of the very first thmgs Janssen dId after It receIved word of the class warnmg from 

the FDA m 2003 was to measure the financIal Impact of vanous scenanos-outnght 

complIance wIth the FDA labelmg request, some modIficatIOn of the class label, or 

aVOIdance of the class label altogether See supra pp 10 -11 Ultlmately, Janssen 

executIves consIdered theIr strategy a success because the "[ s ]ales Impact [was] mInImal 

due to Rlsperdal [bemg] vIewed as posItIvely dIfferentIated from Zyprexa" after 

transmISSIon of the Dear Doctor Letter See supra p 12 

In any event, the tnal court was correct that ItS aim was "to penalIze the actIOns of 

the Defendant[] and not to award damages based upon any measure of damages or 

Ill-gotten gams" (Penalty Order 13) Janssen's attempts to tIe the penaltIes to some 

measure of unjust ennchment or other profits as a way to nullIfy the penaltles are futIle 

4 The Penalty Award Vmdlcates the AuthOrity of the South 
Carolma Attorney General to Enforce SCUTPA 

Janssen contends, WIthout cltmg any support, that thIS factor "does not apply 

where there was no agency order or mjUnctIOn,,27 (Appellant's Br 55) Remarkably, 

Janssen further contends that the factor "certamly does not apply m every SCUTPA 

actIOn merely because 'It IS the responSIbIlIty' of the Attorney General's office 'to 

vmdlcate the publIc's mterest' through enforcement of SCUTP A" (Jd) Janssen clearly 

gIves very lIttle credence to the General Assembly's leglslatlve purpose behmd SCUTPA 

See supra pp 59-60 ASIde from the contentIOn not bemg suffiCIently bnefed, the Court 

should reject Janssen's derogatIOn ofSCUTPA and the Attorney General's authonty 

27 The argument IS waived See supra note 22 
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5 The Issue of Janssen's "Ability to Pay" Is Resolved 

Janssen contends that the tnal court need not have consIdered Janssen's abIlIty to 

pay because that factor only comes mto play If the defendant argues an "mabilIty to pay" 

(Appellant's Br 55-56) Whether or not that IS true, Janssen does not argue an mabilIty 

to pay-and therefore concedes an abIlIty to pay the penaltIes award That factor IS, 

therefore, resolved m the State's favor Both partIes agree that Janssen has the abIlIty to 

pay the penaltIes award 

D The Penalty Award Is Neither UnconstitutIOnally Excessive Nor 
VIOlative of Janssen's Due Process RIghts 

As somethmg of an afterthought relegated to a handful of paragraphs at the back 

of ItS bnef, Janssen contends the penalty award vIOlates the ExceSSIve Fmes and Due 

Process Clauses of the South CarolIna and Umted States ConstItutIOns The Court should 

gIve no weIght to eIther contentIOn 

WIth respect to the ExcessIve Fmes Clause, the Court may find a vIOlatIOn only If 

the penalty IS "grossly dIsproportIOnal to the graVIty of a defendant's offense" 

Bajakajzan, 524 U S at 334 (emphaSIS added) "Because the standard IS whether the fine 

IS 'grossly dIsproportIOnal,' the fine need only bear some relatIOnshIp to the offense's 

graVIty, thIS IS not a proportIOnahty mqmry" Unzted States ex rei Tyson v Amengroup 

Ill, Inc, 488 F Supp 2d 719, 744 (N D III 2007) Such an mqUIry must recogmze both 

that "Judgments about the appropnate pumshment for an offense belong In the first place 

to the legislature" and that "any JUdICial determmatIOn regardmg the graVIty of a 

partIcular offense WIll be mherently ImprecIse" Bajakajzan, 524 US at 334-36 

(emphaSIS added) LegIslatIve determmatIOns regardmg the assessment of CIVIl penalties 

"represent the collectIve opmIOn of the people as to what IS and what IS not 
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exceSSIve" Umted States v 817 N E 29th Dnve, 175 F 3d 1304,1309 (lIth Clr 1999) 

Accordmgly, the Court should factor mto ItS analYSIS the maXImum penalty prescnbed by 

the General Assembly See Umted States v Mackby, 339 F 3d 1013, 1019 (9th Clr 

2003) Thus, "[C]IVII penalty awards m whIch the amount of the award IS less than the 

statutory maXImum do not run afoul of the ExceSSIve Fmes Clause" Umted States v 

Mackby, 221 F Supp 2d 1106, 1110 (N D Cal 2002) (and cases cIted therem) 28 

SImIlarly, WIth respect to the Due Process Clause, the Umted States Supreme 

Court's well-settled precedent establIshes that statutory penaltIes deSIgned to address 

"publIc wrongs" need not be "confined or proportIOned to [actual] loss or damages[,] as It 

IS Imposed as a pumshment for the VIOlatIOn of publIc law, the LegIslature may adjust ItS 

amount to the publzc wrong rather than the pnvate lYljUry" W1Uzams, 251 U S at 66 

(emphaSIS added) In Wlllzams, the Supreme Court held 

When [a statute] IS conSIdered WIth due regard for the mterests of the 
publIc, the numberless opportumtles for commlttmg the offense, and the 
need for secunng umform adherence to [the law], we thmk It cannot be 
sazd to be so severe and oppressive as to be wholly disproportIOnate to 
the offense or obVIOusly unreasonable 

28 See 817 N E 29th DrIve 175 F 3d at 1309 (observmg that If the penalty assessed IS wlthm the 
range of fines preSCribed by the legislature a strong presumptIOn arises that the penalty IS constitutIOnal) 
Pharaon v Fed Reserve Sys 135 F 3d 148 156 (D C Clr 1998) (holdmg that a $37 million penalty did 
not VIOlate the ExceSSive Fmes Clause because the penalty was weII below the statutory maximum [of 
$11 I 5 million] ) United States v Emerson 107 F 3d 77 79 (1st Clr 1997) (holdmg that a fine one half 
the size of that permitted by the relevant statute assessmg $5 000 for each of [defendant s] thirty seven 
admitted VIOlatIOns rather than the statutory maximum of $10 000 per VIOlatIOn though substantial IS 
constltutlOnaIIy permissible) AddltlOnaIIy courts conSidering excessive fines challenges have expressly 
rejected any' no harm no foul argument-I e , that there IS no eVidence of actual damages or mJury­
particularly m cases related to healthcare Issues and public expenditures See e g United States ex reI 
Hobbs v Medquest Assocs Inc No 30601169 2011 US Dlst LEXIS 126569 at * 14 (M D Tenn Oct 
21 2011) (quotmg Mackby 339 F 3d at 10 19) Therefore any absence of demonstrated government loss or 
harm IS not controIImg Id see United States ex reI Shutt v Cmty Home & Health Care Servs Inc 305 
F App x 358 361 (9th Clr 2008) ( Given the seriousness of the offense and the need to deter difficult 
to detect fraudulent [activity] Congress s deCISion to Impose a penalty [under the federal False Claims Act] 
that may sometimes substantlaIIY exceed actual damages IS not unreasonable ) 
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Id at 67 (emphasIs added) Accordmgly, wIth respect to the statute at Issue m Wlllzams 

(a fixed penalty of $50 to $300 for each passenger overcharge m vIOlatIOn of lawfully 

prescnbed railroad passenger rates), the Court recogmzed that "[w]hen the penalty IS 

contrasted WIth the overcharge possIble many mstance It of course seems large, but as 

we have Said, ItS valIdIty IS not to be tested m that way" Id ThIS Court follows the 

Wlllzams rule Shipman v DuPre, 222 S C 475, 483, 73 S E 2d 716, 719 (1952) 

(affirmmg tnal court's deCISIOn based on Williams, statmg "[t]he amount of the forfeIture 

consIdered m lIght of the busmess transacted dunng a year cannot be consIdered so 

exceSSIve or unreasonable as to VIOlate due process when taken along WIth all of the other 

consIderatIOns upon whIch the legIslatIve dIscretIOn may rest"), see Moore v 

Timmerman, 276 S C 104, 108, 276 S E 2d 290, 292-93 (1981) (relymg on Shipman to 

hold that forfeIture statute at Issue dId not VIOlate constItutIOnal nghts) 29 

Here, the tnal court awarded four-fifths of the maXImum allowable penalty 

attnbutable to the Dear Doctor Letter (Penalty Order at 17) The lower court lImIted the 

penalty allocable to the Risperdal label to SIX percent of the maXImum GIven the 

strength of the State's case-unquestIOnably demonstratmg Janssen's unfair and 

deceptIve conduct relatIve to the undIsclosed dangers of Risperdal use and the 

concomItant health and welfare of South CarolImans, see supra pp 3-14, as well as the 

"publIc Impact" of Janssen's repeated VIOlatIOns, WIth hterally hundreds of thousands of 

opportumtIes for Janssen to have brought ItS conduct mto complIance WIth controllmg 

law, see supra Part IV A, It cannot be credIbly argued that the penalty award IS grossly 

29 Other courts recent deCISIons hkeWlse reaffirm the WIllzams rule See e g Zomba Enters v 
Panorama Records Inc 491 F 3d 574 587-88 (6th elr 2007) Follman v Village Squire Inc 542 F 
Supp 2d 816 821-23 (N D III 2007) Arrez v Kelly Servs Inc 522 F Supp 2d 997 1008 (N D III 
2007) Texas v Am Blast Fax Inc 121 F Supp 2d J085 1090-91 (W D Tex 2000) 
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dIsproportIOnate to the offense See Bajakajwn, 524 US at 334 Nor may the penalty 

award be deemed "so exceSSIve or unreasonable as to vIOlate due process"­

notwithstandmg any absence of proof of the State's actual losses or damages-gIven the 

reqUIsIte deference to the legIslature m fixmg penaltIes to address pubhc wrongs See 

ShIpman, 222 SCat 483, 73 S E 2d at 719, see also Wzlhams, 251 US at 66-67 Cf 

Bajakajwn, 524 U S at 334-36 

Janssen also claims that no other court has ever Imposed a penalty, much less a 

mne-figure penalty, based on the "madequacy" of an FDA-approved label Janssen 

overlooks that a LOUISIana court has Imposed an eIght-figure penalty agamst Janssen for 

ItS conduct related to the Dear Doctor Letter alone See Caldwell ex rei State of La v 

Janssen Ph arm Inc, No 11-1184,81 So 3d 1012,2011 La App Unpub LEXIS 717, 

at *2-3 (La Ct App Nov 23, 2011) In addItIOn, an Arkansas court has more recently 

Imposed a $1 2 bIllIon penalty agamst Janssen for ItS conduct related to the Dear Doctor 

Letter and Risperdal's label See KatIe Thomas, J &J Fmed $1 2 BIllIOn m Drug Case, 

NY TImes, Apr 12,2012, at Bl 

Janssen's relIance on pumtive damages cases m support of ItS due process 

contentIOns should be dIscounted (Appellant's Br 58-59 (cItmg Mztchell v FortIS Ins 

Co, 385 S C 570, 686 S E 2d 176 (2009) (relymg on BMW v Gore, 517 US 559 

(1996)) and State Farm Mutual Auto Insurance Co v Campbell, 538 US 408 (2003)) 

The applIcabIlIty of those cases and theIr pumtive damages analyses and holdmgs IS at 

best suspect because none of those cases account for the aforementIOned deference to the 

legIslature mandated by ShIpman and WIllwms Because such cases were "deSIgned 

essentIally to constram the otherwIse 'unregulated and arbItrary use of JudIcial power' 

69 



mherent m pumtIve damages awards, theIr holdmgs are 'not ImplIcated by [the 

LegIslature's] carefully crafted and reasonably constramed' statutory damages regIme" 

Venzon Cal Inc v OnlzneNIC Inc, No C-08-2832-JF, 2009 US DISt LEXIS 84235, 

at *22 (N D Cal Aug 25, 2009) (cItatIOn omItted), see Zomba Enters, 491 F 3d at 587 

("We know of no case mvalIdatmg such an award of statutory damages under Gore 

"), Lowry s Reports Inc v Legg Mason, Inc, 302 F Supp 2d 455, 459 (D Md 

2004), see also Amengroup III ,488 F Supp 2d at 744 ("[T]he Due Process Clause does 

not apply to statutory damages") 30 The polIcy ImplIcatIOns of Campbell, Gore, and 

Mztchell and those cases' related aims ofremmg m otherwIse unfettered, Jury-determmed 

pumtIve damage awards are SImply not present here 

Fmally, the State reIterates that the Court should aVOId a sItuatIOn where Janssen 

consIders the penalty nothmg more than the cost of domg busmess m South Carolma 

The penalty must mstead deter VIOlatIOns of South Carolma law by Janssen and others 

As shown, the tnal court's penalty award satIsfies but does not exceed that reqUIrement 

IX THE LIABILITY VERDICT AGAINST JANSSEN AND CONCOMITANT 
SCUTP A PENAL TIES DO NOT VIOLATE JANSSEN'S FIRST 
AMENDMENT FREE SPEECH PROTECTIONS 

It IS fundamental to free speech Junsprudence that "[t]he government may ban 

forms of commumcatIOn more lIkely to deceIve the publIc than mform It, or commercIal 

speech related to Illegal actIvIty" Cent Hudson Gas & Elec Corp v Pub S erv 

Comm n, 447 US 557, 563-64 (1980)) (mternal cItatIOns omItted), see also Johnson v 

30 Furthermore Janssen S argument that the trIal court Improperly considered worldWide sales of 
Rlsperdal and profit mformatlOn as reported In the annual report of Janssen s parent Johnson & Johnson 
should be discounted The lower court considered such mformatlOn only With respect to Janssen s abilIty 
to pay under the Reader s Digest factors see diSCUSSIOn supra Part VIII C 5 which Janssen has repeatedly 
argued IS not In Issue before both the trIal court and this Court (See Penalty Order 14-16) Thus there IS 
no error-and certamly no reverSible error-with respect to the trIal court s consideratIOn of that eVidence 
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CollinS Entm't Co, 349 S C 613, 624, 564 S E 2d 653, 659 (2002) ("For commercIal 

speech to come wIthIn th[e FIrst Amendment], It must at least concern lawful actlvity and 

not be mIsleadIng" (alteratlOn In ongInal) (quotIng Central Hudson and Vldeo Gaming 

Consultants v S C Dep t of Revenue, 324 S C 34, 40, 535 S E 2d 642, 645 (2000)) 

(Internal quotatlOn marks omItted)) 

Here, the Jury found that Janssen's false and mIsleadIng label and Dear Doctor 

Letter constltuted deceptIve and/or unfair conduct under SCUTPA Janssen nevertheless 

contends such "speech" IS entltled to FIrst Amendment protectlOns Janssen seeks to 

aVOld Central Hudson's formIdable bamer to ItS free speech contentlOns by wrongly 

argUIng that the State was reqUIred to prove "actual malIce" by "clear and convIncmg 

eVIdence" WIth respect to the false statements and representatlOns supportIng the State's 

SCUTPA claim As opposed to "commer clal speech," Janssen pnmanly asserts ItS 

Rlsperdal label and Dear Doctor Letter constItute "matters of publIc concern" entItled to 

heIghtened FIrst Amendment protectlOns 

A fatal flaw In Janssen's novel but Ill-conceIved argument IS that not a SIngle case 

CIted by Janssen addresses-much less answers-the questlOn of whether a promotlOnal 

letter to doctors about Rlsperdal (the Dear Doctor Letter) and a commerCIal prescnptlon 

drug label constItute "matters of publIc concern" (See Appellant's Br 60-61 (cltmg, 

Inter ail a, Snyder v Phelps, 131 S Ct 1207, 1213-14 (2011) (InvolVIng plcketmg by 

church members at dead soldier's funeral), Ililnols ex reI Madlgan v Telemarketing 

Assocs Inc, 538 US 600, 606 (2003) (lImItIng free speech protectlOns attnbutable to 

chantable solIcitatlOn, whIch otherWIse enJoys full FIrst Amendment protectlOns, m 

certaIn fraud cases), Conmck v Myers, 461 US 138, 150 (1983) (InvolVIng an employee 
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who was ternunated for unprotected pnvate speech and addressmg the "partlculanzed 

balancmg" attnbutable to pumshmg government employees for speech at work))) 

Janssen addItIonally CItes two cases for the proposItIOn that statements on 

sCIentIfic and medIcal research are matters of publIc concern However, both of those 

cases are also mapposlte Board of Trustees of Leland Stanford Jr UniVersIty v SullIvan, 

773 F Supp 472 (D D C 1991), addressed the Issue of "the extent to' whIch the 

government may curtail speech of a reCIpIent of a government grant" Id at 473 More 

speCIfically, SullIvan mvolved a pnor restramt on speech set forth m a confidentIalIty 

clause requmng researchers to obtam government approval before publIshmg or 

otherwIse publIcly dlssemmatmg prelImmary research results Id at 473-74 McMzllan 

v Togus Regzonal Office Department of Veteran Affazrs, 294 F Supp 2d 305 (E D N Y 

2003), aff d 120 Fed App'x 849 (2d Clr 2005), mvolved a plamtIff who sought 

declaratory Judgment that the NatIOnal Academy of SCIences and InstItute of Medlcme 

faIled to adequately reVIew sCIentIfic eVIdence concermng the aSSOCIatIOn between 

herbICIde Agent Orange exposure and Illnesses among VIetnam veterans when 

conductmg a study reqUIred by the Agent Orange Act Id at 306, 317 In stark contrast 

to the State's case, neIther of those cases mvolved allegatIOns of unfair or deceptIve 

conduct, let alone Illegal actIVIty 

Furthermore, Sorrell v IMS Health Inc, 131 S Ct 2653 (2011), the case on 

whIch Janssen pnmanly relIes, does not remotely touch upon false, mlsleadmg, 

deceptIve, or unfaIr commerCIal speech and attendant FIrst Amendment protectIOns See 

ld at 2672 Sorrell mvolved a state law that attempted to regulate the type of prescnber­

IdentIfiable mformatIOn, such as pharmacy records, that a drug manufacturer could obtam 
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and use for marketmg purposes Id at 2659 Cntlcally, the state m Sorrell "never 

contend[ed}" that the marketmg activity m questIOn was "false or mlsleadmg wlthm 

the meanmg of [the Supreme Court's} First Amendment precedents" Id at 2672 

(emphasIs added) Nor dId the state assert that the challenged provISIOn would "prevent 

false or mIsleadmg speech" Id UnmIstakably, Sorrell has no beanng on the 

deceptlveness or unfaIrness of drug manufacturers' "commercIal speech" Therefore, the 

declSlon SIde-stepped the apphcable exceptIOn to FIrst Amendment protectIOns 

recogmzed m Central Hudson, Vldeo Gammg Consultants, and sImIlar cases 

Unhke Janssen's cIted cases, the State here does not attempt to dIctate how 

SCIentIfic or medIcal research should be conducted or stlfle the shanng of medIcally 

related mformatIOn as m Sulllvan and McMlllan Nor does the State attempt to control 

what mformatIOn drug manufacturers can obtam about doctors' prescnbmg habIts and ItS 

use m marketmg as m Sorrell None of the cases Janssen CItes wIll assIst the Court m 

decIdmg the threshold matter of whether "pubhc concern" FIrst Amendment protectIOns 

even apply here-and they do not 

Nor wIll they gUIde the Court m decIdmg whether an "actual mahce" standard 

apphes to Janssen's "speech" because none of the aforementIOned cases adopted an 

"actual mahce" standard of proof The "actual malIce" cases Janssen does CIte-New 

York Tlmes v Sulllvan, 376 US 254 (1964), and Gertz v Robert Welch Inc, 418 US 

323 (1974), among others-are plamly mapt All are medIa-related defamatIOn and/or 

hbel cases dIscussmg the extent to whIch the New York Tlmes "actual mahce" standard 

apphes, If at all, before findmg habIhty See e g , Gertz, 418 U S at 346 ("We hold that, 

so long as they do not Impose lIabIhty wIthout fault, the States may define for themselves 
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the appropnate standard of habIhty for a publzsher or broadcaster of defamatory 

falsehood InJUrzOUS to a przvate mdlvldual" (emphasIs added)), Parker v Evemng Post 

Pub I g Co , 317 S C 236, 243, 452 S E 2d 640, 644 (1994) ("[A] pubhc official may 

recover damages for defamatory statements relatmg to hIS official conduct only If he 

proves actual malIce") Janssen never explams how those media-related defamatIOn 

cases fit any claim before thIS Court 

Thus, Janssen has not Identlfied any court many jurzsdlctlon that has apphed a 

broad "matter of publIc concern" FIrst Amendment free speech guarantee, or a "clear and 

convmcmg" New York Times "actual malIce" burden of proof, m any action-much less 

any SCUTP A actIOn-concernmg pharmaceutIcal compames' commumcatIOns WIth 

prescnbers m support of a for-profit prescnptIOn drug, such as the Dear Doctor Letter and 

Risperdal label here The Court should reject Janssen's argument based on the sheer 

absence of authonty for ItS apphcatIOn m thIS case 

CONCLUSION 

For all the foregomg reasons, the State of South Carolma ex rei Alan WIlson asks 

that the Court AFFIRM the tnal court below 

Respectfully submItted, 

STATE OF SOUTH CAROLINA 
OFFICE OF THE ATTORNEY GENERAL 
Alan WIlson 
Robert Cook 
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THE STATE OF SOUTH CAROLINA 
In the Supreme Court 

APPEAL FROM SPARTANBURG COUNTY 
Court of Common Pleas 

Roger L Couch, CircUit Court Judge 

Case No 2007 CP-42 1438 

State of South Carolma ex reI Alan Wilson m his 
capacity as Attorney General of the State of South 
Carolina 

vs 
Ortho McNeil-Janssen Pharmaceuticals, Inc, f/k/a 
Janssen Pharmaceuticals, Inc, and/or Janssen, L P , and 
Johnson & Johnson, Inc, 

Of Whom Ortho-McNell Janssen Pharmaceuticals, Inc, IS 

PROOF OF DELIVERY 

RECEIVED 
JUN 12 LOll 

S.C. SUPREME COUHT 

Respondent, 

Defendants, 

Appellant 

This IS to certify that on the 11 th day of June, 2012, the underSigned, litigatIOn paralegal, Rose Fagan, 

for Hamson, White, Smith & Coggms, PC, served a copy of the RESPONDENT'S INITIAL BRIEF by 

deposltmg a copy of the same mto the UnIted States Mail postage prepaid m the correct amount to the 

followmg 

Nelson Mullms Riley & Scarborough LLP 
C Mitchell Brown 
William C Wood, Jr 
A Mattison Bogan 
Miles E Coleman 
POBox 11070 
Columbia, SC 29211-1070 

Dnnker BiddIe & Reath, LLP 
Edward M Posner , 
Chanda A Miller 
One Logan Square, SUite 2000 
Philadelphia, PA 19103-6996 

Richardson Plowden & Robmson, P A 
Steven J Pugh 
Steven W Hamm 
Mason A Summers 
P 0 Drawer 7788 
Columbia, SC 29202 

Rose Fagan ItlgatlOn Paralegal 
Hamson, White, Smith & Coggms, P C 

" "WORN to before me thiS 11 th 
" ;,_,/ay June'2°{2~k 
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THE STATE OF SOUTH CAROLINA 

In the Supreme Court 

APPEAL FROM SPARTANBURG COUNTY 

Court of Common Pleas 

Roger L Couch, CIrcUIt Court Judge 

Case No 2007-CP-42-1438 

STATE OF SOUTH CAROLINA 

RECEIVED 
JUN 12 2012 

S.C. SUPREME COURT 

ex rei Alan WIlson m hIS capacIty as Attorney General of the State of South Carolma, 

Respondent, 

v 

ORTHO-MCNEIL-JANSSEN PHARMACEUTICALS, INC f/k/a Janssen Pharmaceutlca, Inc 
and/or Janssen, L P and Johnson & Johnson, Inc, 

Defendants, 

of whIch ORTHO-MCNEIL-JANSSEN PHARMACEUTICALS, INC IS 

Appellant 

RESPONDENT'S DESIGNATION OF MATTER 
FOR THE RECORD ON APPEAL 

Pursuant to Rule 209, SCACR, Respondent, the State of South Carolma ex rei Alan 

WIlson m hIS capacIty as Attorney General of the State of South Carohna, desIgnates the 

followmg matenal for mclusIOn m the record on appeal The underSIgned counsel certIfies, 

pursuant to Rule 209( c), SCACR, that the desIgnatIOn contams no matter whIch IS Irrelevant to 

the appeal 

ORDERS 

Order of Remand, July 10, 2007 



Order Denymg the State's MotIOn for Non-Jury DetermmatIOn, Aug 27,2010 

Order Denymg Defendants' vanous MotIOns for Summary Judgment and MotIOns to Exclude or 
LImIt Certam State's Experts' TestImony, Feb 25,2011 

Penalty Order, June 3, 2011 

Order Denymg Defendant's MotIOn for Judgment Notwithstandmg the VerdIct or, m the 
AlternatIve, for a New Tnal, Dec 20,2011 

Order Denymg Defendant's MotIOn to Alter or Amend the Judgment and/or for a New Tnal, 
Dec 20,2011 

Order Grantmg the State's MotIon to Transfer Case and CertIfy the Case for ReVIew by thIS 
Court,Feb 27,2012 

JURY INSTRUCTIONS, VERDICT FORM, VERDICT 

PlamtIff the State of South Carolma's Proposed Requests for Charge, March 17, 2011 

PlamtIff the State of South Carolma's ObjectIOns to Defendants' Requested Jury InstructIOns, 
March 18,2011 

VerdIct as to Ortho-McNeIl-Janssen PharmaceutIca, Inc, f/k/a Janssen PharmaceutIca, Inc, 
and/or Janssen, L P , March 22,2011 

PLEADINGS 

CIvIl ActIOn Complamt, Apn123, 2007 

Second Amended CIVIl ActIOn Complamt, March 19,2010 

Defendants' Answer to Plamtlffs Second Amended CIvIl ActIOn Complamt, Apnl 12,2010 

MOTIONS AND OTHER FILINGS 

Tollmg Agreement, Feb 20, 2007 

NotIce of Removal, May 22, 2007 

PlamtIffthe State of South Carolma's MotIOn to Remand for Lack of Subject-Matter JunsdictIOn 
and Memorandum of Law m Support of MotIOn to Remand for Lack of Subject-Matter 
JunsdictIOn, May 25, 2007 



Piamtiff the State of South CarolIna's MotIOn to Exclude the TestImony of Certam Risperdal 
Prescnbers at Tnal, July 2, 2010 

PlamtIff the State of South CarolIna's MotIon m Llmme to Exclude EVIdence and Argument 
Related to Certam Issues at Tnal, July 2, 2010 

Piamtiff the State of South Carolma's NotIce of MotIOn and MotIon to Exclude the Expert 
TestImony of Sheldon Bradshaw, Jan 13,2011 

Piamtiff the State of South Carolma's NotIce of MotIon and MotIon m Llmme to Exclude the 
TestImony of Dr WIllIam E Wecker, Jan 13,2011 

Piamtiffthe State of South CarolIna's Response m OpposItIOn to Defendants' MotIon m Llmme 
to Preclude the IntroductIOn of EVIdence of the Apnl 19, 2004 DDMAC Letter and Any 
EVIdence of or Reference to the Letter at Tnal, Jan 18,2011 

PlamtIff the State of South CarolIna's Response m OpposItIOn to Defendants' MotIon for 
Summary Judgment as to Plamtiffs Unfair Trade PractIces Claim Based on November 10,2003 
MaIlmg, Jan 21,2011 

PlamtIff the State of South CarolIna's Memorandum of Law m Support of It Response m 
OpposItIOn to Defendants' MotIon for Summary Judgment as to Piamtiffs Unfair Trade 
PractIces Act Claim Based on the FDA Approved Package Insert, Jan 21,2011 

Plamtiff the State of South Carolma's Reply to Defendants' Response m OppOSItIOn to the 
State's MotIOn to Exclude the Expert WItness TestImony of Defendants' Expert WItness, Dr 
WIllIam E Wecker, Jan 31,2011 

Plamtiff the State of South CarolIna's ObjectIOns to Defendants' Opemng Statement, March 10, 
2011 

PlamtIff the State of South CarolIna's Response m OppOSItIon to Defendants' ObjectIOns to 
PlamtIffs Opemng Statement, March 14,2011 

PlamtIff the State of South Carolma's Response m OppOSItIon to Defendants' MotIon for a 
DIrected VerdIct, March 15,2011 

Plamtiff the State of South Carolma's MotIOn to Exclude the TestImony of Dr Robert Bank, 
M D and Dr Brenda RatlIff, M D, March 15,2011 

Plamtiff the State of South Carolma's MotIon for a DIrected VerdIct as to Defendants' EIghth 
AffirmatIve Defense on Statute of LImItatIOns, March 21, 2011 

PlamtIff the State of South CarolIna's NotIce of MotIOn and MotIOn to Enforce ThIS Court's 
February 11, 2011 Order and For SanctIOns as well as PlamtIff the State of South CarolIna's 



Memorandum of Law m Support of Its MotIon to Enforce ThIs Court's February 11,2011 Order 
and for SanctIOns, March 24,2011 

PlamtIffs Pre-tnal Bnefto the Court (CIvIl Penalty Phase), Apnl 15,2011 

PlamtIff the State of South Carolma's Memorandum of Law m Support of ItS Response m 
OppOSItIon to Defendant's MotIOn for Judgment Notwithstandmg the VerdIct or, m the 
AlternatIve, for a New Tnal, Apnl 15,2011 

Piamtiffthe State of South Carohna's Post CIvIl PenaltIes Heanng SubmIssIOn, May 3, 2011 

Piamtiffthe State of South Carolma's Response m OppOSItIOn to Defendant's MotIon to Alter or 
Amend the Judgment and/or For a New Tnal, July 7, 2011 

Defendant's MotIon for Supersedeas, Jan 18,2012 

PlamtIff the State of South Carolma's Response m Partial OppOSItIon to Defendant's MotIon for 
Supersedeas, Feb 24,2012 

TRANSCRIPTS 

Heanng Transcnpt, Feb 2,2011, at 82-120 (argument on PlamtIffthe State of South Carolma's 
MotIOn zn Llmzne to Exclude the TestImony of Dr WIlham E Wecker) 

Tnal Transcnpt, March 7, 2011 through March 22, 2011, excerpts 89-100, 102-105, 107-115, 
117-153, 158-184, 186-264, 315-347, 349-356, 378-557, 561-562, 606, 612, 638-650, 655-853, 
888-889, 1006-1049, 1055-1057, 1072-1100, 1102-1124, 1129-1165, 1167-1169, 1171-1198, 
1203-1225,1248-1255, 1260-1264, 1272-1303, 1310-1312, 1315-1323, 1331-1334, 1342-1358, 
1366-1382,1398-1410,1416-1420,1445-1449, 1541-1703, 1723-1726, 1780-1820,1840-1878, 
1880-1979,1980-1985,1994-1996,2005-2006, 2013-2016, 2018, 2041-2047, 2052-2058, 2067-
2087, 2095-2098, 2100, 2105-2110, 2122-2143, 2151-2152, 2163-2182, 2231-2301, 2307-2311, 
2369-2413,2418-2556,2575,2584,2596-2607,2610-2632,2641-2650,2658-2678 

PenaltIes Heanng Transcnpt, Apnl 18,2011 through Apnl 19,2011, excerpts 18,21-56,68-74, 
78-91,102-174,222-229,231-232,274-295,297-301,336-350 

EXHIBITS 

PlamtIff's Trial Exhibits 

P77 - Risperdal Busmess Plan 2004 
P164 - FDA letter to Janssen, May 1,2000 
P165 - Janssen emaIls regardmg the ERI study, July 2000 
P166 - Janssen email regardmg the ERI study and HECON, Aug 1,2000 



P167 - Janssen emaIl attachmg the ERI report and tables, Aug 1,2000 
P200 -DDMAC Notlce ofVlOlatlOn to Janssen, Jan 5,1999 
P232 - DDMAC Warmng Letter to Janssen, Apn119, 2004 
P254 - Janssen emmls regardmg class-wIde dIabetes labelmg, Oct 2000 
P357 - DIabetes Package Insert RevislOn, FIeld Trammg, Nov 2003 
P387 - FIeld Trammg, Oct 31,2003 
P435 - Risperdal HyperglycemIa/Diabetes Labehng power pomt, IDC, Jan 13,2004 
P438 - CorrectlOn Letter, July 21, 2004 
P442 - Tnall13 Tophne Results, Sept 9, 1999 
P462 - Janssen emaIls regardmg LIlly's Dear Doctor Letter, Oct 2003 
P477 - Janssen emmls regardmg November 2003 Dear Doctor Letter, Nov 2003 
P520 - FDA letter to Janssen requmng dIabetes and hyperglycemIa Warnmgs, Sept 12,2003 
P661 - 2004 Risperdal package msert 
P1027 - DDMAC letter to Janssen, Feb 9, 1994 
P1078 - Risperdal2003 Busmess Plan Summary 
P1105 - Janssen emmls regardmg dIabetes labehng and financIal scenanos, Sept 2003 
P1264 - Risperdal2000 Busmess Plan 
P1552 - Risperdal Growth AcceleratlOn, Feb 26,2001 
P1564 - Differentlal Effects of Antlpsychotlcs on Type II DIabetes, presented May 3-5, 2001 
P1662 - Janssen FIrst Cycle 1999 
P1670 - Risperdal Q&A, July 26, 1996 
Pl728 - Janssen response to FDA, Aug 10,2000 
P1736 - Dear Doctor Letter, Nov 10,2003 
P1741 - Janssen submisslOn to FDA, Aug 8,2000 
P2352 - Janssen draft Dear Doctor Letter, Nov 2003 
P2353 - Janssen draft Dear Doctor Letter, Nov 2003 
P2354 - Janssen draft Dear Doctor Letter, Nov 2003 
P2364 - Janssen emaIls regardmg DDMAC Warmng Letter, Apnl2004 
P2610 - Dear Doctor Letter, Apn116, 2003 
P2613 - Janssen emmls regardmg label change, March 2004 
P2614 - Janssen emmls regardmg DDMAC Warnmg Letter, June 2004 
P2618 - Risperdal Trammg Meetmg 
P2651 - Janssen emmls regardmg diabetes labelmg, Oct 2003 
P2653 - AbbreVIated Chmcal Study Report, Tnall13, Dec 18, 1997-Feb 26, 1999 
P2662 - Janssen draft Dear Doctor Letter, Nov 2003 
P2682 - Memo regardmg MedicatlOn Problem, Tnal 113, Sept 22, 1999 

PlamtIfPs Penalty Hearmg Exhibits 

P6 - Table - call note data 
P7 - Table - Call Notes, Combmed Formats 
P8 - Table - Call Notes, P and B Format 
P9 - Call Note form exemplar 
P 17 - DIstnct Court documents 
P18 - Annual Report 2010 
P 19 - Annual Report 2004 



P20 - Annual Report 2003 
P21 - CalculatIOns of Dr Patterson 
P22 - Form 10-K 
P2720 - Sample QuantIty Data Summary 
P2722 - Number of Sales Calls When Samples Left 

Defendant's Trial Exhibits 

D4337 - FDA's Regulatory Procedures Manual, 2004 

Respectfully submItted, 

STATE OF SOUTH CAROLINA 
OFFICE OF THE ATTORNEY GENERAL 
Alan WIlson 
Robert Cook 
C Havird Jones, Jr 
Office of the Attorney General 
1000 Assembly Street, Room 519 
ColumbIa, South Carolma 29201 

WhIte, Jr 
Donald C Coggms 
178 West Mam Street (29306) 
PO Box 3547 
Spartanburg, SC 29304 
(864) 585-5100 Telephone 
(864) 591-0491 Fax 

SIMMONS LAW FIRM, L L C 
John S SImmons 
1711 PIckens Street 
Columbia, South Carohna 29202 
(803) 779-4600 Telephone 
(803) 254-8874 Fax 

BAILEY PERRIN BAILEY, PLLC 
Fletcher V Trammell 
AdmItted pro hac Vlce 
Robert W Cowan 
AdmItted pro hac Vlce 



Date June 11,2012 
ColumbIa, South Carolma 

Elizabeth W Dwyer 
AdmItted pro hac Vlce 
440 LOUIsIana, SUIte 2100 
Houston, Texas 77002 
(713) 425-7100 Telephone 
(713) 425-7249 Fax 

Attorneys for Respondent, 
the State of South Carolma 



CERTIFICATE OF COUNSEL 

ThIS IS to certIfy that the DesIgnatIOn of Matter for the Respondent, The State of South 

Carohna, contams no matter whIch IS melevant to the appeal as reqUIred by Rule 209( c) 

June 11,2012 

Hamson, WhIte, SmIth & Coggms, P C 
John B WhIte, Jr 
Donald C Coggms, Jr 
178 West Mam Street 
POBox 3547 
Spartanburg, South Carolma 29304 
(864) 585-

State of South Carolma Office of the 
Attorney General 
Alan WIlson 
C Havird Jones, Jr 
Office of Attorney General 
1000 Assembly Street, Room 519 
ColumbIa, South Carohna 29201 

SImmons Law FIrm, LLC 
John S SImmons 
1711 PIckens Street 
ColumbIa, South Carolma 29202 
(803) 779-4600 

Bailey Perrm Bailey 
Fletcher V Trammell (admItted pro hac vice) 
Robert W Cowan (admItted pro hac vice) 
Ehzabeth W Dwyer (admItted pro hac vice) 
440 LoulSlana, SUIte 2100 
Houston, Texas 77002 
(713) 425-7100 

Attorneys for the State of South Carolma 



THE STATE OF SOUTH CAROLINA 
In the Supreme Court 

APPEAL FROM SPARTANBURG COUNTY 
Court of Common Pleas 

Roger L Couch, CircUIt Court Judge 

Case No 2007-CP-42-1438 

State of South CarolIna ex rei Alan Wlison In hiS 
capacity as Attorney General of the State of South 
CarolIna 

vs 
Ortho-McNeli-Janssen Pharmaceuticals, Inc, f/k/a 
Janssen Pharmaceuticals, Inc, and/or Janssen, L P , and 
Johnson & Johnson, Inc, 

Of Whom Ortho-McNeti Janssen Pharmaceuticals, Inc, IS 

PROOF OF DELIVERY 

RECEIVED 
JUN 1 ~ 1012 

S C SUPREME COURT 

Respondent, 

Defendants, 

Appellant 
I' 

ThiS IS to certify that on the II th day ofJune, 2012, the undersigned, itttgatlOn paralegal, Rose Fagan, 

for Hamson, White, Smith & CoggInS, PC, served a copy of the RESPONDENT'S DESIGNATION OF 

MATTER by depOSitIng a copy of the same Into the UOited States Mali postage prepaid In the correct 

amount to the folloWIng 

Nelson Mulhns Rliey & Scarborough LLP 
C Mitchell Brown 
Wilham C Wood Jr 
A MattiSon Bogan 
Miles E Coleman 
POBox 11070 
Columbia, SC 29211 1070 

Dnnker Biddie & Reath, LLP 
Edward M Posner 
Chanda A Miller 
One Logan Square, SUite 2000 
Phliadelphla, PA 19103-6996 

SWORN to before me thiS 11 th 

da;;,1Jun~ 2012 /,J 
~(! mk (SEAL) 
NOTARY PUBLIC FOR SOUTH CAROLINA 

Richardson Plowden & RobInson, P A 
Steven J Pugh 
Steven W Hamm 
Mason A Summers 
P 0 Drawer 7788 
Columbia, SC 29202 

Rose Faga IttgatlOn Paralegal 
Hamson, White, Smith & CoggInS, P C 
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