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INTRODUCTION 

The circuit court below imposed $4,475,000 in civil penalties against defendant-appellant 

Janssen Pharmaceutica Products, L.P. ("Janssen"), and its parent corporation, Johnson & 

Johnson, under the West Virginia Consumer Credit and Protection Act ("CCPA") without 

holding a trial on the central question in the case: whether the scientific communications at issue 

were false or misleading. Janssen offered substantial scientific evidence showing that the 

challenged communications concerning two prescription medications were truthful and non

misleading, but the circuit court refused to consider any of that evidence. Instead, the court 

entered partial summary judgment in favor of the State, holding that two "informal and advisory" 

letters sent by an employee of the U.S. Food and Drug Administration ("FDA") precluded 

Janssen's scientific defense as a matter oflaw. According to the circuit court, Janssen's decision 

to cooperate with the requests from an FDA employee in those letters transformed the letters into 

official FDA findings, thereby foreclosing Janssen from litigating the core issue in this suit. That 

ruling should be reversed for four reasons. 

First, the circuit court's ruling violates settled preclusion law, which demands a prior 

judgment rendered after adjUdication. The letters the State relied on here - which the FDA's 

Regulatory Procedures Manual deems "infonnal and advisory" - were neither judgments nor 

rendered after adjudication. 

Second, the circuit court's summary judgment ruling is preempted by federal law. The 

circuit court ruled that a pharmaceutical company must confront its federal regulators if it wishes 

to preserve its ability to defend itself in later court proceedings, creating an irreconcilable 

conflict with the FDA's goal of using informal and advisory warning letters to provoke 

cooperation, rather than confrontation, from regulated entities. 



-

Third, because the challenged conduct at issue concerns speech, the circuit court's failure 

to make an independent evaluation of the evidence Janssen offered in support of its statements 

violates the First Amendment. 

Fourth, the State relied exclusively on informal and advisory letters from an FDA 

employee that were inadmissible hearsay, and on letters Janssen sent after the conduct at issue 

here was completed which were inadmissible subsequent remedial measures. As a result of the 

State's failure to offer admissible evidence that could support a judgment in its favor, this Court 

should remand the case for entry of judgment in Janssen's favor. 

Not only did the circuit court err in granting the State partial summary judgment, it 

further erred when it imposed a civil penalty against Janssen, warranting reversal on two 

additional grounds. 

First, the State failed to prove that Janssen acted with the actual malice that the First 

Amendment requires to justify punishment of speech. Indeed, the State failed to produce any 

evidence on this issue, and judgment should be entered in Janssen's favor on the State's civil 

penalty claim. 

Second, the circuit court failed to articulate a sufficient justification for the civil penalties 

it imposed, and those civil penalties are excessive. 

KINDS OF PROCEEDINGS AND NATURE OF THE RULINGS BELOW 

This is a civil penalty action under the CCPA, W. Va. Code §§ 46A-6-101 et seq., 

challenging statements concerning two Janssen prescription pharmaceutical products: 

Risperda1®, an antipsychotic medication, and Duragesic®, a patch that delivers a continuous 

dose of a narcotic pain medicine through the skin. 

After discovery closed, the circuit court denied defendants' motion for summary 
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judgment on the Risperdal claim, and entered partial summary judgment for the State on the 

grounds that Janssen's statements about both Risperdal and Duragesic were misleading as a 

matter of law. The court based that decision on its conclusion that Janssen's decision to comply 

with two informal and advisory "warning letters" from the director of the FDA's Division of 

Drug Marketing, Advertising and Communications ("DDMAC") "prec1ude[d]" Janssen from 

denying the State's allegation that the statements in question were false and misleading under the 

CCP A. The case then proceeded to a bench trial focused on the remaining issues: whether 

Janssen engaged in a repeated course of willful violations and whether a civil penalty should be 

imposed. During the trial, the State presented no witnesses. It also stipulated to having 

Janssen's witnesses testify by affidavit, and to the competency and admissibility of their 

testimony. The State further waived any cross-examination of Janssen's witnesses. 

On February 25, 2009, the circuit court awarded the State $4,475,000 in civil penalties 

without ever addressing the medical and scientific evidence Janssen placed in the record or the 

credibility of Janssen's witnesses. On March 31, 2009, the court denied the defendants' timely 

motions to alter or amend the findings, and for judgment or a new trial. On March 10, 2010, this 

Court granted defendants' petition for appeal. 

STATEMENT OF FACTS 

I. BACKGROUND OF RISPERDAL 

Risperdal and Psychotic Disorders 

Until the 1950s, when the first antipsychotic medications were approved, there was no 

effective treatment for the tragic and debilitating psychotic disorder known as schizophrenia. 

(See US. Dept. of Health and Hum. Serv., NIMH, Schizophrenia ("Schizophrenia") at 9 (2007 

ed.) (Defs.' S.J. Ex. 2).) Even when the first generation of so-called "typical" antipsychotics 
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became available around that time, their practical effectiveness was limited because they tended 

to produce "extrapyramidal" side effects - including persistent muscle spasms and tremors - that 

were severe enough to cause patients to stop taking medication. For years, researchers worked to 

develop antipsychotic drugs that would not cause those same effects. 

As a result of that research, a second generation of antipsychotic drugs began emerging in 

the early 1990s. (See id.) Although these drugs are sometimes referred to collectively as 

"atypical antipsychotics," they in fact vary widely from each other in composition; their main 

commonality is that they were developed around the same time and rarely produce 

extrapyramidal side effects. (See Peter M. Haddad & Sonu G. Sharma, Adverse Effects of 

Atypical Antipsychotics: Differential Risk and Clinical Implications, 21 CNS Drugs 911, 929-31 

(2007) (Defs.' Tr. Ex. 38).) Risperdal (generically known as risperidone) is one of these second

generation drugs. In 1993, the FDA approved Risperdal as safe and effective for the 

management of the manifestations of psychotic disorders, including schizophrenia. (See Defs.' 

S.J. Ex. 1 (FDA approval letter).) 

Evidence of a Possible Link Between Some Atypical Antipsychotics and Diabetes 

In the late 1990s, some research began to indicate a possible association between non

insulin-dependent (Type II) diabetes and two atypical antipsychotics made by companies that are 

not party to this suit, clozapine (marketed as Clozaril®) and olanzapine (marketed as Zyprexa®). 

(See Consensus Statement: Consensus Development Conference on Antipsychotic Drugs and 

Obesity and Diabetes ("Consensus Statement") at 598 (Feb. 2004) (Defs.' SJ. Ex. 3).) On May 

1, 2000, in response to that research, FDA officials requested that all manufacturers of atypical 

antipsychotics reanalyze existing clinical data to determine whether there could be a connection 

between atypical antipsychotics in general and diabetes. (Defs.' S.J. Ex. 4 (Letter dated May 1, 
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2000).) Janssen cooperated with that request and pooled its data. (See Defs.' S.J. Ex. 6 (Letter 

of Aug. 10, 2000).) Janssen's pooled data showed that a "substantial body of evidence" 

suggested "that risperidone is not associated with alterations in glycemic control." (Id. at 2.) 

Nevertheless, Janssen continued studying whether there might be some connection 

between Risperdal and diabetes. In 2003, Janssen convened a panel of twenty-five medical 

experts to look into the issue. (See Defs.' SJ. Ex. 7 (Executive Summary: Antipsychotics and 

Diabetes/Glucose Metabolism 4 (2003)).) After reviewing the available data, those experts 

unanimously "agreed that there was convincing evidence that the effect on glucose metabolism 

was lower with risperidone than with other antipsychotic drugs, in particular, clozapine and 

olanzapine." (Id. at 24.) Limitations in the available data, however, prevented the experts from 

determining whether that difference was statistically significant. (Id.) The experts also agreed 

that there was a correlative association between the underlying condition of schizophrenia itself 

and diabetes. (Id. at 22.) One possible theory for this association is that individuals suffering 

from schizophrenia lead relatively sedentary lifestyles, which in tum leads to obesity, a known 

risk factor for diabetes. (See Consensus Statement at 597.) 

In August 2003, a separate group of researchers released a preliminary abstract 

identifying the early results of an epidemiological study of data compiled from schizophrenia 

patients being treated with antipsychotics by the U.S. Department of Veterans Affairs. (Defs.' 

S.J. Ex. 8 at S154 ("Cunningham & Lambert abstract").) The preliminary abstract compared the 

relative diabetes risks in the study data for four atypical antipsychotic drugs versus typical 

antipsychotics; the abstract did not compare atypical antipsychotics to each other. (Id.) The 

study's authors concluded in the abstract that "[r]isk of diabetes among veteran patients with 

schizophrenia appears to be increased with the use of olanzapine, risperidone, and quetiapine and 

- 5 -



-

should be taken into consideration in managing patients with this condition." (Id. at S l54-S 155.) 

The abstract was never accepted for publication in any peer-reviewed journal. 

Although the Cunningham & Lambert abstract did not compare atypical antipsychotics to 

each other in assessing possible diabetes risks, other studies available around the same time did. 

In the same month in which the Cunningham & Lambert abstract was released (August 2003), a 

study published in a peer-reviewed journal concluded that "risperidone and quietiapine [patients] 

had estimated odds [of developing type 2 diabetes] that were less than those of untreated 

patients, although the difference was not statistically significant." (See Frank Gianfrancesco, et 

aI., Antipsychotic-Induced Type 2 Diabetes: Evidence from a Large Health Plan Database, 23 J. 

OF CLINICAL PSYCHIATRY 328, 334 (2003) (Defs.' Tr. Ex. 27) (emphasis added).) A separate 

study of Department of Veterans Affairs data by researchers Leslie and Rosenheck shortly after 

the release of the Cunningham & Lambert abstract concluded that (1) c10zapine and olanzapine 

posed a higher risk of diabetes than Risperdal, (2) Risperdal was associated with no greater risk 

of diabetes than typical antipsychotics, and (3) the data "do not support the claim that weight 

gain and elevated risk of diabetes mellitus are a 'class effect' of all atypical antipsychotic 

medications." (See Douglas L. Leslie & Robert A. Rosenheck, Incidence of Newly Diagnosed 

Diabetes Attributable to Atypical Antipsychotic Medications, 161 AM. J. OF PSYCHIATRY 1709, 

1710 (2004) (Defs.' Tr. Ex. 61).) Unlike the Cunningham & Lambert abstract, the Leslie and 

Rosenheck study was published in a peer-reviewed journal. (See id.) 

The FDA Requests a Revised Label 

In September 2003, in apparent response to the Cunningham & Lambert abstract, the 

FDA requested that all manufacturers of atypical antipsychotics, as a class, add a diabetes and 

hyperglycemia warning to their package insert labels. (See Defs.' S.J. Ex. 9 (9111103 Letter).) 
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Janssen responded that it did not think a class warning was appropriate because the bulk of the 

available data suggested that there was no class-wide diabetes risk. Janssen further stated that, 

based on its interpretation of the available data, Risperdal in particular had a lower diabetes risk 

than some other atypical antipsychotics. (See Defs.' S.J. Ex. 10 (9/24/03 Letter).) 

Notwithstanding Janssen's belief that the available data did not justify any "class 

warning," it cooperated with FDA officials and agreed to add the warning to Risperdal's 

approved label. Before a final label was agreed upon, however, FDA officials agreed to one of 

Janssen's proposed changes. After reviewing the data Janssen submitted, the FDA agreed to 

omit a statement that "[t]he available data are insufficient to provide reliable estimates of 

differences in hyperglycemia-related adverse event risk among the marketed atypical 

antipsychotics." (See Defs.' Tr. Ex. 64 at 7.) On October 29, 2003, Janssen submitted a 

proposed revised label to the FDA, which included the modified class warning, alerting 

prescribers to a potential association between atypical antipsychotics and diabetes (and other 

hyperglycemic conditions); the FDA subsequently approved that new label. (See Defs.' S.J. Ex. 

14 ("Revised Label").) 

Although the FDA-approved Revised Label alerted prescribers to a possible association 

between atypical antipsychotics and diabetes, it also observed that there was scientific 

uncertainty surrounding that issue. It noted the increased background rate of diabetes in 

schizophrenia patients, observing that the higher background diabetes rate complicated efforts to 

draw definitive conclusions from the data (!d.) The Revised Label also explained that "the 

relationship between atypical antipsychotic use and hyperglycemia-related adverse events in 

patients treated with atypical antipsychotics" was "not completely understood," and that 

"[p]recise risk estimates for hyperglycemia-related adverse events in patients treated with 
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atypical antipsychotics" were "not available." (!d.) 

On November 10,2003, Janssen mailed the Revised Label to Risperdal prescribers, along 

with a cover letter notifying them of the change. (Defs.' SJ. Ex. 15 (''November 2003 Risperdal 

letter").) The State's Risperdal claim is based on the contents of that letter, which is attached to 

this brief for the Court. The letter begins by referencing the Revised Label, and explaining that 

the FDA "requested all manufacturers of atypical antipsychotics to include a warning regarding 

hyperglycemia and diabetes mellitus in their product labeling." (Id. at 1.) The letter directs the 

reader to "please find updated prescribing information," which was enclosed "[i]n an effort to 

keep you updated with the most current product information." (Id.) 

The letter then explains Janssen's views about the state of scientific knowledge 

. concennng any potential link between Risperdal and diabetes, citing all eight of the 

epidemiological studies concerning atypical antipsychotics and diabetes that had been published 

in peer-reviewed journals at that time: 

Although confirmatory research is still needed, a body of evidence 
from published peer-reviewed epidemiology research suggests that 
RISPERDAL is not associated with an increased risk of diabetes 
when compared to untreated patients or patients treated with 
conventional antipsychotics. Evidence also suggests that 
RISPERDAL is associated with a lower risk of diabetes than some 
other studied atypical antipsychotics. 

(!d. (footnotes omitted).) 

On November 21,2003, FDA officials requested that Janssen send doctors what is known 

as a "Dear Health Care Provider" letter informing them of the Revised Label. (Defs.' SJ. Ex. 

24.) In response to that request, Janssen submitted the November 2003 Risperda11etter, noted 

that the letter had already been sent with the Revised Label, and asked that the FDA treat it as 

satisfying its desire for a "Dear Health Care Provider" letter. (Defs.' S.J. Ex. 25.) 
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The Risperdal Warning Letter 

Janssen received no communication from any part of the FDA on this issue until nearly 

five months later. In April 2004, it received a "warning letter" from the Director of DDMAC. 

(See PI. 's Tr. Ex. 3 ("Risperdal warning letter").) A "warning letter" is an "informal and 

advisory" letter, which identifies a possible regulatory violation in the hopes of resolving the 

issue through cooperation. (See Defs.' Trial Ex. 72 (2004 FDA Regulatory Procedures Manual) 

§ 4-1-1.) Through warning letters, FDA officials seek to spur dialogue with the regulated 

company in the hopes of achieving "voluntary compliance" and avoiding the need for any formal 

enforcement proceedings. (See id.) Although a warning letter "communicates the Agency's 

position on a matter, it does not commit FDA to taking enforcement action." (/d.) The "FDA 

does not consider Warning Letters to be final Agency action on which it can be sued." (/d.) 

The Risperdal warning letter expressed the writer's opinion that the November 2003 

Risperdalletter was "false and misleading" in that it suggested that Risperdal does not increase 

the risk of diabetes and is associated with a lower risk of diabetes than some other 

antipsychotics. Janssen disagreed with the Risperdal warning letter, and responded by noting 

that its statements in the November 2003 Risperdalletter were correct as a matter of science, and 

by providing a detailed discussion of the relevant data to support that position. (Defs.' S.J. Ex. 

28 (4/28/04 letter).) 

Despite its disagreement with DDMAC, Janssen voluntarily agreed to stop using the 

November 2003 Risperdalletter and to issue a new letter to healthcare providers. (See Pl.'s Tr. 

Ex. 6 ("July 2004 Risperdal letter").) The July 2004 Risperdal letter does not admit any 

wrongdoing, does not acknowledge that the November 2003 Risperdal letter misstated the 

relevant scientific data, and does not state that Risperdal is associated with diabetes. Instead, it 
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indicates that DDMAC sent the Risperdal warning letter, summarizes the warnmg letter's 

contents, and reproduces within the body of the letter the Revised Labe1's hyperglycemia and 

diabetes class warning. (See id.) 

After Janssen sent the July 2004 Risperdalletter to healthcare providers, DDMAC closed 

the matter without further action. (Defs.' S.J. Ex. 31.) The FDA has never initiated any 

enforcement action related to the November 2003 Risperdalletter, and no federal judgment ever 

resulted from Janssen's interactions with DDMAC over this issue. 

II. BACKGROUND OF DURAGESIC 

Duragesic and the Treatment of Chronic, Severe Pain 

Duragesic, approved by the FDA in 1991, is a patch applied to the skin that delivers a 

continuous dose of the powerful narcotic pain medicine fentanyl. It is used for treatment of 

moderate to severe chronic pain that cannot be managed by less potent drugs. (Defs.' Tr. Ex. 

229, Ex. B ("Upmalis Report").) For many patients, Duragesic holds significant advantages over 

oral medication. (Id.) For example, it provides a more constant dose of medicine, and also 

avoids the need to take a pill orally, which can be extremely painful for patients with severe 

digestive disorders or suffering from oral or throat cancers. (Id.) 

In August 2003, Janssen began distributing a three-by-five-inch, fourteen-page 

promotional "file card" to physicians. (Defs.' Tr. Ex. 213 ("Duragesic file card").) The State's 

Duragesic claim is based on the contents of that file card. The Duragesic file card opens like a 

booklet, displaying two pages at a time, and contains a note on the odd-numbered pages directing 

the reader to "[p ]lease see important safety information, including Boxed Wamings on pages 13-

14." (Id.) Pages 13 and 14 reprint Duragesic's FDA-mandated boxed warnings and encourage 

the reader to "[p]lease see full Prescribing information." (Id.) Janssen submitted the file card to 

- 10-



the FDA on October 3,2003. (See Defs.' Tr. Ex. 214.) It heard nothing back for nearly a year. 

The State's challenges to the file card fall into two categories. The first consists of 

statements regarding Duragesic's effectiveness (specifically, its effectiveness in treating back 

pain) and the frequency of possible side effects (like constipation). The second concerns page 9 

of the file card, entitled "Low Reported Rate of Mentions in DAWN Data." DAWN, the Drug 

Abuse Warning Network, compiles data from emergency room visits deemed related to drug 

abuse. The State challenges that statement, asserting that it "represents that Duragesic is less 

abused than other opioid drugs," which the State attacks on the theory that "DAWN data cannot 

provide the basis for a valid comparison among these products, because, DAWN is not a clinical 

trial database," (See Amend. CompI. ~ 66.) In fact, Page 9 of the file card discloses the 

limitations inherent in the DAWN data, displaying the following information in bullet points: the 

DAWN data "do not distinguish between" different fentanyl products (Duragesic is one of many 

fentanyl products); "DA WN only captures drug abuse events that result in [emergency 

department] admissions"; and DAWN contains "[n]o data on severity of adverse events or 

hospital admissions." (See Duragesic File Card at 9.) 

The Duragesic Warning Letter 

Eleven months after Janssen submitted the Duragesic file card to the FDA, DDMAC's 

Director sent Janssen a warning letter concerning the file card. (See PI. 's Tr. Ex. 102 

("Duragesic warning letter").) DDMAC challenged certain safety and efficacy representations 

and challenged the use ofDA WN data, asserting that the "file card ... suggests that Duragesic is 

less abused than other opioid drugs," even though, in DDMAC's view, "DAWN data cannot 

provide the basis for a valid comparison among these products" because "DAWN is not a 

clinical trial database." (See id. at 2.) DDMAC did not discuss the qualifiers on the same page. 
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Janssen responded to DDMAC that the statements in the file card were valid, and 

provided ample scientific support for them. (Ex. 36 to Defs.' Opp'n to PI.'s Mot. for S.l 

(9/17/04 letter).) For example, Janssen defended its assertions of safety and efficacy by 

providing detailed references· to the medical literature supporting those statements. (Id. at 4-7.) 

Janssen likewise noted that the file card set forth the limitations inherent in the DAWN data and 

also provided the relevant data suggesting that fentanyl has a "low abuse potential." (Id. at 1-4.) 

Nevertheless, Janssen again opted not to challenge its regulators, but instead cooperated· 

with DDMAC officials and agreed to stop using the file card. Janssen also agreed to issue a 

letter to healthcare providers. (See PI.'s Tr. Ex. 6 103 ("February 2005 Duragesic letter").) That 

letter neither admits any wrongdoing nor asserts that the Duragesic file card misstated the 

relevant scientific data; it does not state that Janssen's reliance on DAWN data was improper or 

misleading. (See id.) Instead, it indicates that DDMAC issued a warning letter, identifies the 

warning letter's allegations, and directs prescribers to Duragesic's boxed warning and 

. prescribing infonnation. (Id.) The FDA never instituted any enforcement action, and no federal 

judgment resulted from Janssen's interactions with DDMAC. 

III. THE STATE'S LAWSUIT 

After Janssen cooperated with DDMAC and sent out the July 2004 Risperdalletter, the 

State filed this CCPA action against Janssen and its parent corporation, Johnson & Johnson, 

alleging that the November 2003 Risperdalletter was false or misleading. (Compl.) Later, when 

Janssen received the Duragesic warning letter, the State amended its complaint to add a CCPA 

claim based on the Duragesic file card. (Amend. Compl.) The State's substantive allegations are 

virtually identical to the allegations set forth in the Risperdal and Duragesic warning letters. 

After discovery closed, the State moved for partial summary judgment, asserting that the 
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November 2003 Risperdal letter and the Duragesic file card stmttfdbe deemed "false or 

misleading" in violation of the CCPA as a matter of law. The State's sole basis for seeking 

partial summary judgment was that Janssen had "allowed the Warning Letters to become final 

with respect to FDA findings that Janssen violated federal law by making false or misleading 

statements" by cooperating with DDMAC, and Janssen was therefore precluded from litigating 

the central liability issue in this suit: whether the November 2003 Risperdal letter and the 

Duragesic file card were in fact false or misleading under the CCPA. (See PI. 's S.1. Mot. at 20.) 

Janssen opposed the State's partial summary judgment motion, explaining that "informal 

and advisory" DDMAC warning letters not only do not have any issue-preclusive effect, they are 

inadmissible hearsay when presented (as they were here) to prove the truth of their own 

allegations. (Defs.' Opp'n to Mot. for S.1.) Janssen separately moved for partial summary 

judgment on the Risperdal claim, asserting, inter alia, that the State could not present any 

admissible evidence that the November 2003 Risperdal letter made untrue or scientifically 

unreasonable statements; that the State had no evidence that Janssen engaged in willfully 

deceptive conduct; and that the State's attack on Janssen's reasonable scientific opinions violated 

the First Amendment. (See Defs.' Mot. for S.1.) In response, the State offered no expert or 

scientific evidence. (See PI.'s Opp'n to Mot. for S.1.) Instead, the State rested its opposition to 

Janssen's summary judgment motion entirely on the Risperdal warning letter and the July 2004 

Risperdalletter. (See id.) 

IV. THE CIRCUIT COURT'S SUMMARY JUDGMENT RULING 

The circuit court granted the State's motion for partial summary judgment and denied 

Janssen's motion for summary judgment on the Risperdal claim. (See S.J. Order.) Relying 

entirely on Janssen's interactions with DDMAC, the circuit court refused to consider Janssen's 
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scientific evidence, concluding that Janssen's decision to reach a mutually agreeable resolution 

with its regulator pertaining to the issues raised in DDMAC's warning letters foreclosed Janssen 

from challenging the allegations in the warning letters in this lawsuit. (ld. at 29.) The court 

stated it would "give deference to the FDA's findings and actions" as contained in the DDMAC 

warning letters. Based on this "deference," the court then found Janssen's challenged statements 

about Risperdal and Duragesic false or misleading under the CCP A as a matter of law. In 

reaching that conclusion, the court declined to consider any of the scientific evidence (both 

factual and expert) Janssen had proffered supporting the challenged statements. (ld. at 32.) The 

court thus agreed with the State that the issue of whether Janssen had made false or misleading 

statements "was resolved at the federal level in a way that precludes reaching a contrary result 

here." (Id. at 2 (emphasis added).) Based on that ruling, the court held that the November 2003 

Risperdal letter and Duragesic file card were not entitled to any free-speech protection because 

they were "false or misleading" as a matter of law. (See id. at 33-35.) 

The circuit court later denied Janssen's motion to reconsider the award of partial 

summary judgment. (See Order Concerning Defs.' Mot. for Reconsid.) In so doing, the court 

"affirm [ ed] its prior holding that the warning letters sent by the FDA were not informal or 

advisory brut] rather required mandatory action." (Id. at 2.) The court also clarified that by 

"giving deference" to DDMAC, it meant it would "not revisit the correctness of the" assertions 

set forth in the DDMAC warning letters .. (Id. at 3.) 

V. THE TRIAL EVIDENCE 

Shortly after entering partial summary judgment for the State, the court held a bench trial 

on the remaining issues--whether Janssen engaged in a "repeated course of willful violations," 

and, if so, what amount of civil penalty, if any, to impose. At the penalty bench trial, the State 
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again relied exclusively on the DDMAC warning letters, the July 2004 Risperdalletter, and the 

February 2005 Duragesic letter. The State also entered into a series of stipulations, waiving its 

right to present several fonns of evidence or to test Janssen's evidence. The State stipulated that 

it would not offer any evidence that anyone "relied on, or was misled by," or "sustained physical, 

emotional or economic harm" as a result of the Risperdal letter or the Duragesic file card or 

statements made by Janssen representatives relating to those materials. (Trial Evid. Stip. No.2.) 

The State also stipulated to the admissibility of Janssen's expert testimony at trial without 

objection, waived cross-examination of Janssen's witnesses, and withdrew its own witnesses, 

including its proposed experts. (Trial Evid. Stip. No.4, 6.) 

Janssen's Unchallenged Risperdal Evidence 

Janssen put on a substantial evidentiary case. With respect to Risperdal, Janssen 

presented the written, unchallenged testimony of two expert witnesses: Dr. Ramy Mahmoud, the 

author of the November 2003 Risperdal letter and fonner Chief of the Department of 

Epidemiology at Walter Reed Anny Institute of Research (Defs.' Tr. Ex. 88), and Dr. Harvey 

Hammer, a practicing psychiatrist with clinical experience pre-dating the first generation 

antipsychotics in the 1950s (Defs.' Tr. Ex. 86). Dr. Mahmoud testified that epidemiological data 

included in Janssen's exhaustive response to a May 2000 request of the FDA for all infonnation 

on the possible association between atypical anti psychotics and diabetes suggested that (1) the 

risk for diabetes varies for different antipsychotics and (2) any such risk is lower with Risperdal 

than with some other antipsychotics, particularly Zyprexa. (Id. ~~ 6, 8-12.) He also testified 

about the panel of twenty-five experts that Janssen commissioned in 2003, as well as the panel's 

unanimous conclusion that the effect on glucose metabolism was lower with Risperdal than with 

other atypical antipsychotics. (See Defs.' S.l. Ex. 7 at 24.) 
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In addition, Dr. Mahmoud testified about the development of a "Consensus Statement" 

issued in February 2004 by the American Diabetes Association, American Psychiatric 

Association, American Association of Clinical Endocrinologists and the North American 

Association for the Study of Obesity. (See Consensus Statement at 598.) As he explained, these 

organizations concluded that "the data consistently show an increased risk for diabetes in 

patients treated with clozapine or olanzapine . . .. The risk in patients taking risperidone and 

quetiapine is less clear; some studies show an increased risk for diabetes, while others do not." 

(Id.) Dr. Mahmoud further discussed the published Leslie and Rosenheck study, which 

concluded that the available evidence did not suggest any uniform class-wide association 

between diabetes and atypical antipsychotics. (See Defs.' Tr. Ex. 61.) 

For his part, Dr. Hammer testified that it "is beyond any reasonable degree of medical 

doubt" that the eight studies cited in the November 2003 Risperdal letter support the letter's 

assertions. (Defs.' Tr. Ex. 86, Ex. C at 12-13.) He explained that the four studies which had 

compared Risperdal users to unmedicated patients found no statistically significant evidence of 

any association between Risperdal use and an increased risk of diabetes. He further testified that 

seven of the eight studies suggested that Zyprexa was associated with a greater risk of diabetes 

than Risperdal. (See id. at 13.) He stated that DDMAC's emphasis on one outlier study in that 

group of eight was misplaced, particularly because that study's data had significant limitations, 

which the study's own authors acknowledged. (See id.) Dr. Hammer also noted that DDMAC 

had taken a statement from one study about the risk of diabetes in users ofRisperdal over age 50 

out of context, ignoring the study's conclusion that, "[f]or the entire group, the odds of having a 

diagnosis of diabetes mellitus were significantly greater for patients receiving clozapine, 

olanzapine and quetiapine but not risperidone." (Id.) Dr. Hammer testified that the research 
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conducted after the November 2003 Risperdal letter was used has continued to support the 

statements in that letter. (See Defs.' Tr. Ex. 86, Ex. B at 8.) 

Janssen's Unchallenged Duragesic Evidence 

With respect to the Duragesic file card, Janssen offered undisputed testimony from 

professors of anesthesiology at both the Ohio State University (Dr. Constantino Benedetti) and 

Children's Hospital of Pittsburgh (Dr. Lynn Broadman) that there was substantial evidence to 

support the claims on effectiveness in treating back pain and low incidence of side effects. 

(Defs.' Tr. Exs. 226, 227.) Janssen also offered the testimony of John Coleman, a fonner u.s. 

Drug Enforcement Administration official and one of the leading experts on drug abuse. 

Without contradiction, Mr. Coleman testified that (1) the FDA (through divisions other than 

DDMAC) and a number of other federal agencies regularly use DAWN data to gauge levels of 

drug abuse, (2) there was substantial evidence in the drug abuse literature to suggest that 

Duragesic was less abused than other narcotic agents, and (3) experts in the drug abuse field 

believe that Duragesic is less subject to abuse than other narcotic agents. (Defs.' Tr. Ex. 228.) 

VI. THE CIRCUIT COURT'S FINAL ORDER 

The circuit court issued a Final Order on February 25,2009, assessing $4,475,000 in civil 

penalties. (See Final Order.) In fmding that Janssen's statements were "false or misleading" in 

violation of the CCP A, the circuit court relied entirely on its summary judgment ruling. (See id. 

at 40 ("The Court has granted the State's motion for partial summary judgment on the issue of 

whether defendants' statements were false or misleading, and the Court will not revisit that issue 

here.").) Having already concluded that Janssen's statements were "false or misleading" as a 

matter of law, the court decided that Janssen's statements were not entitled to any protection 

under federal and state free-speech principles. (See id. at 27-30, 37.) The circuit court likewise 
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detennined that the November 2003 Risperdalletter and the Duragesic file card were "willfully" 

false and misleading based entirely on Janssen's interactions with the FDA. (See id. at 5-26.) 

In setting the amount of the penalty, the circuit court counted as a separate violation each 

copy of the November 2003 Risperdalletter and the Duragesic file card sent or given to a West 

Virginia physician, as well as each sales call in which (it was stipulated) statements were made 

"consistent with" those made in the Risperdalletter or Duragesic file card. (See id. at 51-56.) 

The court imposed a civil penalty of $500 for each copy of the November 2003 Risperdalletter 

or Duragesic file card that had been delivered to a West Virginia physician, and an additional 

civil penalty of $5,000 for each "sales call" bya Janssen sales representative to a West Virginia 

physician in which infonnation consistent with infonnation with one of those documents was 

communicated. (See id. at 68-69.) The court concluded that the fine was per se proper because 

the per-violation penalty was within the statutory range of $0 to $5,000 per violation. (Id. at 69-

73.) The court denied Janssen's post-trial motions. (See Order Re. Defs.' Post-trial Mots. 

(entered Mar. 31,2009).) 

Janssen and Johnson & Johnson petitioned this Court for appeal from the judgment 

below, and the Orders underlying it. This Court granted the petition on March 10,2010. 

ASSIGNMENTS OF ERROR 

This appeal assigns five independent errors made to the judgment below: 

1. The circuit court improperly treated "informal and advisory" warning letters as 
preclusive; 

2. The circuit court's decision to use Janssen's cooperation with DDMAC as a basis 
for issue preclusion is preempted by federal law because it discourages 
cooperation with federal regulators; 

3. The circuit court misapplied the relevant First Amendment principles; 

4. The judgment below rests on inadmissible evidence; and 
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5. The circuit court failed to articulate a sufficient justification for the civil penalties 
it imposed, and those civil penalties are excessive. 

This appeal is pursued on behalf of both defendants, Janssen and Johnson & Johnson. For ease 

of reading, however, this brief generally refers only to Janssen. Johnson & Johnson, whose 

liability is entirely derivative of Janssen's, also presses every argument asserted by Janssen. 

STANDARD OF REVIEW 

This Court reviews a circuit court's ultimate conclusion on the merits for abuse of 

discretion, but reviews any underlying summary judgment rulings or legal conclusions de novo. 

See State ex re!. McGraw v. Imperial Mktg. ("Imperial Mktg. 11'), 203 W. Va. 203, 214, 506 

S.E.2d 799, 810 (1998); Public Citizen, Inc. v. First Nat 'I Bank in Fairmont, 198 W. Va. 329, 

334, 480 S.E.2d 538, 543 (1996). A circuit court's factual findings receive deference when the 

circuit court has had the advantage of observing the demeanor of testifying witnesses, but "issues 

of fact are open for review on appeal where" - as here - "the findings below are based entirely 

on documentary evidence, such as written affidavits, or depositions." State Farm Mut. Auto. Ins. 

Co. v. Am. Cas. Co., 150 W. Va. 435, 441, 146 S.E.2d 842, 846 (1966). 

ARGUMENT 

The circuit court's decision to grant the State partial summary judgment based on 

"informal and advisory" letters must be set aside for four reasons. First, it violates settled issue 

preclusion law. Second, giving preclusive effect to warning letters the FDA itself deems 

informal and advisory is preempted because it undermines the FDA's ability to regulate 

informally. Third, in placing exclusive reliance on DDMAC's so-called "fact finding" to declare 

Janssen's communications misleading, the circuit court abrogated its duty under the First 

Amendment to conduct independent fact-finding on matters bearing on protection of speech. 

Fourth, the court's decision was based on inadmissible hearsay and evidence of subsequent 
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remedial measures - the only evidence offered by the State to support its claim - and Janssen 

was thus entitled to summary judgment in the proceedings below. 

The circuit court also erred by imposing a civil penalty for two additional reasons. First, 

the circuit court violated the First Amendment by imposing a civil penalty and punishing 

Janssen's exercise of constitutionally-protected speech without a finding or evidence that Janssen 

acted with "actual malice" - that is, reckless disregard for the truth. Second, the circuit court 

failed to articulate a sufficient justification for the amount of civil penalties it imposed, which is 

excessIVe. 

I. THE CIRCUIT COURT ERRED IN GRANTING SUMMARY JUDGMENT AND 
GIVING PRECLUSIVE EFFECT TO "INFORMAL AND ADVISORY" 
WARNING LETTERS. 

A. The Circuit Court Misapplied Preclusion Law. 

The warning letters at issue in this case were issued by an individual at DDMAC, a 

division within the FDA, sua sponte, in the absence of any type of administrative proceeding. 

Neither before nor after the warning letters were issued was any administrative or judicial 

hearing held - no oaths were given and no witnesses testified or were cross-examined. All that 

occurred was an exchange of letters between Janssen and DDMAC in which Janssen disagreed 

with the position of DDMAC, but nonetheless agreed to accommodate DDMAC's request, 

without any admission of wrongdoing. 

Despite this lack of any administrative hearing - or even an FDA procedure authorizing a 

hearing - the circuit court found that the warning letters constituted "the FDA's official 

judgment as to the matters addressed in the letter." (S.J. Order at 28-29.) The circuit court 

accordingly deferred, as a matter oflaw, to DDMAC's so-called "findings" in the warning letters 

and effectively - if not explicitly - applied the doctrine of issue preclusion. See Conley v. 
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Spillers, 171 W. Va. 584, 586, 301 S.E.2d 216, 217 (1983) (issue preclusion "is designed to 

foreclose relitigation of issues in a second suit"). Because Janssen never litigated the truth or 

falsity of its challenged statements about Risperdal and Duragesic at the administrative level, the 

circuit court committed clear error in giving preclusive effect to the unproven allegations in 

DDMAC's warning letters. See Franklin D. Cleckley, Robin J. Davis, & Louis J. Palmer, Jr., 

Litigation Handbook on West Virginia Rules of Civil Procedure (hereinafter "Cleckley, Davis, & 

Palmer") § 8(c) at 200 (3rd ed. 2008) ("The central inquiry on collateral estoppel is whether a 

given issue has been actually litigated by the parties in the earlier suit."). 

Issue preclusion has four elements, all of which must be satisfied if it is to apply: (1) the 

issue to be precluded must be identical to one previously litigated and decided; (2) the prior 

action must have resulted in a final judgment on the merits; (3) the party to be precluded had to 

be a party to a prior action (or in privity with a party); and (4) the party to be precluded had to 

have a full and fair opportunity to litigate the issue in the prior action. See McHan v. Comm 'r, 

558 F.3d 326, 331 (4th Cir. 2009) (discussing federal claim preclusion requirements); State v. 

Miller, 194 W. Va. 3, 9, 459 S.E.2d 114, 120 (1995) (discussing West Virginia law on issue 

preclusion). See also Taylor v. Sturgell, 128 S. Ct. 2161, 2171 (2008), ("[t]he preclusive effect 

of a federal-court judgment is determined by federal common law."); Cleckley, Davis, & Palmer 

§ 8(c) at 200-01 (citing Holloman v. Nationwide Mutual Ins. Co., 217 W. Va. 269, 617 S.E.2d 

816 (2005); Arnold Agency v. West Virginia Lottery Comm 'n, 206 W. Va. 583, 526 S.E.2d 814 

(1999)). 

Without question, the required elements are absent here. 

1. An Informal and Advisory Warning Letter Is Not a "Judgment" 

FDA regulations provide that statements of FDA employees, such as the statements from 
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DDMAC employees contained in the Risperdal and Duragesic warning letters, do "not 

necessarily represent the formal position of FDA, and do[] not bind or otherwise obligate or 

commit the agency to the views expressed," except in circumstances which do not apply here. 

21 C.F.R. § 10.85(k) (emphasis added). See also Wyeth v. Levine, 129 S. Ct. 1187, 1197 (2009) 

("the FDA's belief that a drug is misbranded is not conclusive" (emphasis added)). In keeping 

with these regulations, the FDA has stated that a warning letter is "informal and advisory." 

(Regulatory Procedures Manual § 4-1-1 (emphasis added).) Although a warning letter 

"communicates the Agency's position on a matter," it "does not commit FDA to taking 

enforcement action." (Jd.) 

The FDA's interpretation of its regulations - and its characterization of a warning letter 

as non-binding, informal and advisory - is controlling unless "plainly erroneous." See Auer v. 

Robbins, 519 U.S. 452,461 (1997) (federal agency's interpretation of its own regulation controls 

unless plainly erroneous or inconsistent with the regulation). Yet, without explanation, the 

circuit court ignored the FDA's interpretation of its own regulations and held to the contrary that 

the ''warning letters were not informal and advisory." (Order Concerning Defs. Mot. for 

Reconsid. at 2 (emphasis added)). The circuit court thus defied rather than deferred to the FDA 

in concluding incorrectly that a warning letter is sufficiently "final" or "binding" to be accorded 

preclusive effect. 

Every court to have considered this issue - other than the circuit court in this action - has 

agreed that an FDA warning letter does not constitute a final agency action. See Dietary 

Supplemental Coalition, Inc. v. Sullivan, 978 F.2d 560, 563 (9th Cir. 1992) ("We have held that 

regulatory letters [from FDA officials] do not constitute final agency action."); Schering-Plough 

Healthcare Prods., Inc. v. Schwarz Pharma, Inc., 547 F. Supp. 2d 939, 946 (B.D. Wis. 2008) 
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(letters from Director of FDA's Office of Generic Drugs, which asserted that product was 

"misbranded," did not constitute "any official position"); Genedo Pharm. N. V. v. Netherlands 

Antilles Co., 308 F. Supp. 2d 881, 885 (N.D. Ill. 2003) ("Statements of lower-level agency 

officials likewise do not rise to the level of final agency action - even when they are contained 

in warning letters or other official regulatory correspondence." (emphasis added»; Prof'ls & 

Patients for Customized Care v. Shalala, 847 F. Supp. 1359, 1365 (S.D. Tex. 1994) ("Warning 

letters issued by the FDA are deemed to be informal communications that do not constitute final 

agency action. Warning letters merely establish a dialogue between the FDA and the [recipient] 

and do not necessarily lead to further sanctions." (citation omitted», aff'd 56 F.3d 592 (5th Cir. 

1995); Estee Lauder, Inc. v. FDA, 727 F. Supp 1, 5 (D.D.C. 1989) (regulatory letter from FDA 

official, which asserted violation of federal law, "was by its very nature informal and advisory"). 

Thus, court after court has credited the FDA's position that "warning letters" are just that: letters 

that warn, but have no legal effect. In reaching a contrary conclusion, the circuit court ignored 

the FDA's position, ruling erroneously that the DDMAC warning letters Janssen received "were 

not informal or advisory." (Order Concerning Defs.' Mot. for Reconsid. at 2 (emphasis added).) 

Such letters could not, in fact, be considered ''judgments'' because they are not issued in 

an adjudicatory capacity. Rowe v. Grapevine Corp., 206 W. Va. 703, 710, 527 S.E.2d 814, 821 

(1999) (administrative document cannot be given preclusive effect unless it was "rendered 

pursuant to the agency's adjudicatory authority and the procedures employed by the agency must 

be substantially similar to those used in a court"). Accord Cleckley, Davis, & Palmer § 8(c) at 

202 ("For issue preclusion to attach to quasi-judicial determinations of administrative agencies, . 

. . the prior decision must be rendered pursuant to the agency's adjudicatory authority and the 

procedures employed by the agency must be substantially similar to those used in a court."). See 

- 23-



also Reich v. Youghiogheny & Ohio Coal Co., 66 F.3d 111,115 (6th Cir. 1995) ("the principle of 

res judicata has no application to administrative agencies' exercise of powers other than their 

quasi-judicial powers"). A warning letter simply asserts the position of an agency official in the 

hope of provoking a dialogue. It neither purports to finally resolve any issues nor results from 

any adjudicatory proceeding. There is no viable theory under which a letter issued under such 

circumstances may be considered a 'judgment" for preclusion purposes. 

2. Janssen Did Not Fully and Fairly Litigate When Corresponding with 
DDMAC. 

Just as significantly, the DDMAC warning letters cannot be accorded any preclusive 

effect because Janssen never fully and fairly litigated the issues the circuit court deemed 

precluded. "The central inquiry on collateral estoppel [issue preclusion] is whether a given issue 

has been actually litigated by the parties in the earlier suit." Cleckley, Davis, & Palmer, § 8(c) at 

200. Because Janssen did not engage in any litigation with DDMAC regarding the warning 

letters, the issues discussed in those letters were not "actually litigated," and Janssen had no 

opportunity to litigate them. 

This Court has been especially reluctant to gIve preclusive effect to administrative 

proceedings because the relaxed procedures generally followed in that context run counter to the 

requirement of full and fair litigation. Page v. Columbia Nat. Res., 198 W. Va. 378, 393, 480 

S.E.2d 817, 832 (1996) ("in view of the relaxation of procedural rules and evidentiary 

requirements in the administrative proceedings ... we are of the opinion that only rarely, if at 

all, will administrative proceedings provide the same full and fair opportunity to litigate matters 

as will a judicial proceeding" (emphasis added)). See also Horkulic v. Galloway, 222 W. Va. 

450, 459, 665 S.E.2d 284, 293 (2008). The DDMAC warning letters at issue here were issued 

without any proceeding, administrative or otherwise, so they cannot - under any circumstances -

- 24-



be accorded preclusive effect. 

Here, the circuit court conceded that no administrative hearing was held when it based its 

decision on the conclusion that Janssen could have instituted administrative proceedings to 

challenge the warning letters pursuant to 21 C.F.R. § 10.33, but made a "business decision" not 

to do so. (See S.J. Order at 25 & n.16.) The circuit court was wrong even in its supposition that 

Janssen could have itself instituted administrative proceedings in response to receipt of the 

DDMAC warning letters. The regulation cited by the court, 21 C.F.R. § 10.33, pennits the 

Commissioner to reconsider a matter, and establishes procedures for an interested person to seek 

"reconsideration of part or all of a decision of the Commissioner." The warning letters were not 

"a decision of the Commissioner"; rather, they were simply letters signed by a DDMAC official. 

Contrary to the circuit court's understanding, the FDA regulatory scheme provided no formal 

administrative procedure within which Janssen could challenge the substance of DDMAC's 

allegations in the letters. Further, as stated in the FDA's Regulatory Procedures Manual, "FDA 

does not consider Warning Letters to be final agency actions on which it can be sued." 

Regulatory Procedures Manual § 4-1-1. 

Whether Janssen would ever have had an opportunity to contest the merits of DDMAC's 

claims in an adjudicatory setting is speCUlative. Getting to a fonnal adjudication would have 

required a refusal by Janssen to comply with DDMAC's request, followed by an FDA decision 

to adopt DDMAC's claims in the warning letter and, with the concurrence of the Department of 

Justice, the institution of an enforcement proceeding in a United States district court. See e.g., 21 

U.S.C. §§ 332-334. Had such an enforcement proceeding occurred, the FDA would have borne 

the burden of proof and been required to prove that Janssen's statements were indeed false and 

misleading. Reason is upended when a West Virginia circuit court can take a letter on DDMAC 

- 25 -



letterhead and, as a matter of law, convert it into a judgment when the FDA itself would be 

required to prove the claims made in the warning letter with actual evidence. 

At any rate, issue preclusion can only attach to issues that have been actually litigated; no 

doctrine allows preclusion of issues that could theoretically have been pressed in some 

administrative challenge that was never initiated. See Cleckley, Davis, & Palmer § 8( c) at 200 

(issue preclusion "extends to only those matters which were actually litigated in the former 

proceeding, as distinguished from those matters that might or could have been litigated therein"). 

Regardless of whether Janssen might have initiated an administrative challenge, it is undisputed 

that there was no actual litigation of the issues. It was thus improper for the circuit court to 

invoke issue preclusion. 

3. By Resolving the Core Liability Issue on the Basis of the DDMAC 
Warning Letters, the Circuit Court Denied Janssen Due Process. 

The circuit court's application of issue preclusion here was so extreme that it violated 

Janssen's due process rights. By applying issue preclusion, the circuit court resolved the core 

liability issues raised by this suit without providing Janssen any opportunity to defend itself 

against the State's CCPA allegations through the submission of relevant evidence at a trial, thus 

violating Janssen's basic due process right to present every available defense. See U.S. Const. 

amend. XN, § 1; W. Va. Const. art. III, § 3-10; Lindsey v. Normet, 405 U.S. 56 (1972) (due 

process requires an opportunity to present every available defense); In re Charleston Gazette 

FOIA Request, 222 W. Va. 771, 777, n.2, 671 S.E.2d 776, 782, n.2 (2008) ("The idea that due 

process of law prohibits all courts from denying a defendant the right to present a defense to a 

cause of action is something finnly rooted in our jurisprudence."). The circuit court's 

application of issue preclusion, and its grant of partial summary judgment to the State, cannot 

stand. 
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B. The Circuit Court's Summary Judgment Ruling in Favor of the State Is 
Preempted by Federal Law. 

The circuit court's summary judgment ruling also must be set aside because it interferes 

with the FDA's regulatory (luthority. The circuit court's ruling requires that FDA-regulated 

companies confront rather than cooperate with federal regulators if they are to preserve their 

right to defend themselves in any later State enforcement proceeding. That decision directly 

undennines the FDA's ability to regulate through cooperative and infonnal means, and it is 

preempted by federal law. See Buckman Co. v. PIs. ' Legal Comm., 531 U.S. 341 (2001). See 

also U.S. Const. art. VI. 

Buckman illustrates why the circuit court's preclusion ruling is preempted. The plaintiffs 

in Buckman sued a consulting company, alleging that the company had defrauded the FDA into 

approving the device that injured them. (See id. at 343.) All nine Justices agreed that the claims 

were preempted. The Court observed that "the relationship between a federal agency and the 

entity it regulates is inherently federal in character because the relationship originates from, is 

governed by, and tenninates according to federal law." (Id. at 347.) But state fraud-on-the-FDA 

claims interfere with that relationship because they "exert an extraneous pull on the scheme 

established by Congress." (Id. at 353.) As the Court explained, the FDCA "amply empowers the 

FDA to punish and deter fraud against the Agency," and the FDA uses that power to "achieve a 

somewhat delicate balance of statutory objectives" - facilitating the availability of beneficial 

drugs and devices while ensuring that consumers are protected from dangerous products. (Id. at 

348.) But that balance "can be skewed by allowing fraud-on-the-FDA claims under state tort 

law." (Id.) Such claims not only create "an incentive to submit a deluge of infonnation that the 

Agency neither wants nor needs," but also discourage companies from seeking approval of 

beneficial drugs and devices in the first place. (Id. at 350-51.) Thus, state-law fraud-on-the-FDA 
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claims alter how FDA-regulated companies interact with the FDA in ways the agency itself is 

powerless to counteract. And because such claims inteIject the states into the middle of the FDA 

regulatory process, they are preempted. 

The circuit court's summary judgment ruling equally inteIjects State law into the FDA's 

regulatory process, and the ruling is thus preempted under Buckman. A State law expressly 

prohibiting cooperation with FDA officials would be preempted; the circuit court's adoption of 

that same policy through the application of issue preclusion is likewise preempted. 

Reversing the circuit court's preclusion ruling would not leave CCPA or other State law 

claims preempted or any class of potentially aggrieved plaintiffs without recourse, as was the 

case in Buckman. To the contrary, where the State has admissible evidence of wrongdoing, it 

can present that evidence to reach the trier of fact on the question of whether that evidence 

justifies a finding that the challenged conduct violates the CCP A. Here, the circuit court's ruling 

relieved the State entirely of the obligation to present evidence and meet its burden of proof, and 

in the process all but demanded that companies challenge FDA officials. The FDA has made 

clear that it wants companies to cooperate with its officials, and that warning letters are designed 

to achieve that regulatory objective. Accordingly, as compared to the fraud-on-the-FDA claims 

at issue in Buckman, the circuit court's application of issue preclusion entails a substantially 

greater interference with the federal regulatory regime. The circuit court's issue preclusion 

ruling is preempted. 

C. The Circuit Court Violated Janssen's First Amendment Rights by Failing to 
Conduct Independent Fact-Finding. 

At the summary judgment stage of the proceedings below, the circuit court not only 

granted summary judgment to the State on the question of whether Janssen's communications 

were false and misleading as a matter of law, but also rejected most of Janssen's remaining 
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defenses. Thus, without engaging in independent fact-finding, the court rejected Janssen's 

argument that its challenged communications were entitled to First Amendment protection, 

holding that "false or misleading" statements are not entitled to constitutional protection. (See 

S.J. Order at 35 ("[A]s a result of this Court finding the defendants' communications were 

misleading, the Court must deny the defendants' First Amendment argument.").) 

The circuit court violated the First Amendment by giving conclusive deference to 

DDMAC's warning letters. As this Court has observed, "whenever there is a First Amendment 

defense to actions under state law, the state court is required to be a judge of both the facts and 

the law." Maynard v. Daily Gazette Co., 191 W. Va. 601, 603, 447 S.E.2d 293, 293-94 (1994). 

See also Freedman v. Maryland, 380 U.S. 51, 58 (1945) ("only a judicial determination in an 

adversary proceeding ensures the necessary sensitivity to freedom of expression''). But the 

circuit court did not make factual determinations about Janssen's challenged conduct. It 

undertook no independent analysis of whether the statements at issue were supported by the 

scientific evidence upon which they relied, nor did it consider the opinions of expert witnesses 

proffered by Janssen in opposition to the State's summary judgment motion .. Instead, it deferred 

conclusively to the views expressed by DDMAC in the Risperdal and Duragesic watning letters. 

The circuit court's failure to make any independent factual determinations about the 

speech at issue, in and of itself, warrants reversal. Where speech is challenged, the law requires 

that a plaintiff prove its case in a court, that the defendant be afforded the opportunity to muster 

evidence to defend against that proof at trial, and that at the conclusion, specific factual findings 

be made on the question of whether the challenged speech is actionable. The circuit court denied 

Janssen any opportunity to defend the content of its communications when it held that Janssen's 

decision to reach a mutually agreeable resolution of the issues raised in DDMAC's warning 
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letters foreclosed Janssen from challenging the allegations in the warning letters and declined to 

make any factual findings before granting partial summary judgment to the State, warranting 

reversal. 

D. Janssen Was Entitled to Judgment Because the State's Evidence Was 
Inadmissib Ie. 

In opposing summary judgment, and again at trial, the State - which had the burden of 

proof on all issues - was obliged to present sufficient admissible evidence to support a judgment 

in its favor. See W. Va. R. Civ. P. 52(c); W. Va. R. Civ. P. 56(e); Powderidge Unit Owners 

Ass'n v. Highland Props., 196 W. Va. 692, 698, 474 S.E.2d 872, 878 (1996) (only evidence 

admissible at trial may be considered on summary judgment). In order to obtain civil penalties 

under the CCPA, the State was obliged to show that (a) Janssen engaged in "unfair or deceptive 

acts or practices," W. Va. Code § 46A-6-104, and (b) Janssen "engaged in a course of repeated 

and willful violations," W. Va. Code § 46A-7-111(2). But the State's only "evidence" that 

Janssen's statements were false or misleading consisted of DDMAC warning letters and 

Janssen's subsequent letters to healthcare providers, which simply stated that the FDA had sent 

warning letters and enclosed the FDA approved labels. Those documents are inadmissible. 

1. DDMAC Warning Letters Are Inadmissible Hearsay. 

The DDMAC warning letters offered by the State are classic hearsay: out-of-court 

statements offered to prove the truth of the matters asserted in them. See W. Va. R. Evid. 801(c). 

Indeed, those letters were only admitted as evidence of the matters asserted in them. 

Significantly, the State never alleged that Janssen engaged in any misconduct after receiving the 

warning letters, so those letters were not relevant to show notice. The record could not be clearer 

that the only basis for introducing the warning letters was to prove that the allegations they 

contain are true. 
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But the warning letters - informal and advisory opinions of FDA employees - are 

hearsay and not admissible to prove the allegations they contain. Such non-official letters do not 

satisfy the "[p]ublic records and reports" hearsay exception set forth in West Virginia Rule of 

Evidence 803(8). In relevant part, that Rule excepts from the hearsay rule, 

(C) in civil actions and proceedings and against the state in 
criminal cases, factual findings resulting from an investigation 
made pursuant to authority granted by law, unless the sources of 
infonnation or other circumstances indicate lack· of 
trustworthiness. 

The informal and advisory DDMAC letters at issue here are not "factual findings" resulting from 

an official "investigation." They are therefore not admissible under Rule 803(8). 

In interpreting Rule 803(8), this Court has observed that, "[g]enerally, 'interim agency 

reports and preliminary memoranda do not satisfy Rule 803(8)(C) requirements.'" See Gamblin 

v. Ford Motor Co., 204 W. Va. 419, 423, 513 S.E.2d 467, 471 (1998). In Gamblin, this Court 

held that a letter from the National Highway Traffic Safety Administration's Acting Chief 

Counsel was not admissible to prove matters asserted in the letter because it did not contain any 

fonnal findings of fact. (See id.) Thus, although the letter could be used for impeachment, it 

was not substantive evidence of the matters asserted in it. See 204 W. Va. at 424, 513 S.E.2d at 

472. 

For the same reason, "infonnal and advisory" warning letters, which "do[] not necessarily 

represent the formal position of FDA," 21 C.F.R. § 10.85(k), do not satisfy the public records 

exception. Indeed, courts throughout the country have agreed that warning letters are 

inadmissible hearsay when offered to prove the truth of the matters asserted in them. As one 

court put it, the rule that unofficial statements of agency employees are not admissible "is in 

accord with other circuits that have held that interim agency reports or preliminary memoranda 
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do not satisfy Rule 803(8)(C)'s requirements." Smith v. Isuzu Motors, Ltd., 137 F.3d 859, 862 

(5th Cir. 1998). See also Toole v. McClintock, 999 F.2d 1430, 1434-35 (11 th Cir. 1993) (interim 

FDA report inadmissible hearsay); United States v. Gray, 852 F.2d 136, 139 (4th Cir. 1988) 

(holding inadmissible "a tentative internal report not purporting to contain agency factual 

findings"); Brown v. Sierra Nevada Mem'l Miners Hasp., 849 F.2d 1186, 1189-90 (9th Cir. 

1988) (same for preliminary investigation report by Board of Medical Quality Assurance); City 

of New York v. Pullman, Inc., 662 F.2d 910, 915 (2d Cir. 1981) (same for interim 

recommendation by transit authority staff member to the transit authority); Local No.1 (ACA) v. 

Int'l Bhd. of Teamsters, 461 F. Supp. 961, 982 n.9 (B.D. Pa. 1978), rev'd in part on other 

grounds, 614 F.2d 846 (3d Cir. 1980) (rejecting an opinion letter from the Labor Department in 

part because it was hearsay and not admissible even under the public records exception). Thus, 

the infonnal and advisory DDMAC warning letters that the State used to prove its case are not 

admissible under the public records exception and are inadmissible to prove the truth of their 

own allegations. The circuit court erred in admitting them. 

2. The Letters Janssen Sent Healthcare Providers After Receiving 
Warning Letters Are Not Probative of Any Disputed Fact and Are 
Inadmissible Subsequent Remedial Measures. 

Likewise, Janssen's July 2004 Risperdalletter and February 2005 Duragesic letter are not 

admissible, and the circuit court erred in relying on them as substantive evidence of wrongdoing. 

Even a cursory review of the letters debunks the circuit court's assumption that those letters 

admit any wrongdoing. The letters simply relate that DDMAC had sent warning letters, briefly 

summarize the warning letters, and then refer prescribers to the FDA-approved labels. At most, 

they show that the DDMAC warning letters were sent, which is not relevant to any issue raised 

by this litigation. In addition, the July 2004 Risperdalletter and February 2005 Duragesic letter 
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are inadmissible subsequent remedial measures. See, e.g., Cameron v. Otto Bock Orthopedic 

Indus., Inc., 43 F.3d 14, 17-18 (1st Cir. 1994) ("Dear Customer" letter sent after plaintiff's injury 

inadmissible under Federal Rule of Evidence 407 to show warnings insufficient at time of 

plaintiff's injury). This Court has long prohibited plaintiffs from using evidence of subsequent 

remedial measures to show culpability. See, e.g., Mabe v. Huntington Coca-Cola Bottling Co., 

145 W. Va. 712, 718, 116 S.E.2d 874,877-78 (1960) ("any precaution for the future is not to be 

construed as an admission of responsibility in the past"). See also Franklin D. Cleckley, 

Handbook on Evidence for West Virginia Lawyers § 4-7 (2007) ("There is near unanimous 

agreement that this evidence [of subsequent remedial measures] is inadmissible."). That 

prohibition, now codified in West Virginia Rule of Evidence 407, prevents admission of the July 

2004 Risperdalletter and February 2005 Duragesic letter as evidence of culpability. 

Accordingly, neither the DDMAC warning letters nor the subsequent letters Janssen sent 

to healthcare providers were admissible as evidence of culpability. The record on appeal 

contains no other "evidence" of culpability. Accordingly, as the case comes before this Court, 

the record is entirely devoid of admissible evidence supporting the State's claims. Because the 

State bears the burden of proof in this suit, Janssen was entitled to judgment on both claims. 

This Court should reverse and direct the circuit court to enter an appropriate judgment in 

Janssen's favor. 

II. . THE CIRCUIT COURT'S IMPOSITION OF A CIVIL PENALTY WAS 
ERRONEOUS AND SHOULD BE REVERSED. 

A. The Circuit Court Violated the First Amendment When It Punished 
Janssen's Speech by Imposing Civil Penalties. 

The circuit court's imposition of a civil penalty violated Janssen's First Amendment right 

to free speech because the record does not support punishment of Janssen's speech, which 
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• 

addressed matters of public concern. Speech on matters of public concern can only be punished 

upon a finding that it was made with "actual malice" - that is, knowledge of its falsity or reckless 

disregard of its truth. The circuit court did not make such a finding, nor would the record here 

support one. The circuit court concluded only that Janssen intended to mail the Risperdalletter 

and distribute the Duragesic file card. On that ground alone, the circuit court held that Janssen's 

action was ''willful'' because it was "intentionally perfonned." (Final Order at 45.) But the 

constitutional inquiry focuses on whether the person sending a communication knows or acts in 

reckless disregard of a belief that it is false, which could not be shown by the simple fact that 

Janssen intentionally mailed the letter and distributed the file card. Because the record cannot 

support a finding that Janssen acted with actual malice, this Court should direct the circuit court 

to enter an order awarding judgment for Janssen on the State's civil penalty claim. 

1. Speech on Issues of Public Concern Can Only Be Punished if Made 
With" Actual Malice." 

The United States Supreme Court has held that speech on issues of public concern is 

entitled to special protection. See Gertz v. Robert Welch, Inc., 418 U.S. 323, 342, 349 (1974); 

New York Times Co. v. Sullivan, 376 U.S. 254, 279-80 (1964). It has repeatedly held that only 

false statements made with "actual malice" - in other words, with subjective knowledge that they 

were false or with reckless disregard of whether they were false or not - are subject to 

government-imposed sanctions. Hustler Magazine v. Falwell, 485 U.S. 46, 52 (1988); Gertz, 

418 U.S. at 349; Garrison v. Louisiana, 379 U.S. 64, 74 (1964) ("[O]nly those false statements 

made with the high degree of awareness of their probable falsity demanded by New York Times 

may be the subject of either civil or criminal sanctions."). 

The need to prove actual malice is not limited to defamation actions; it is necessary 

whenever government action (like a lawsuit by a state seeking to extract monetary penalties from 

- 34-



a company that disseminated its views publicly) would restrict or penalize speech on a matter of 

public concern. See New York Times, 376 U.S. at 265 ("[T]he test is not the fonn in which state 

power has been applied but, whatever the fonn, whether such power has in fact been 

exercised."); see also Illinois ex rei. Madigan v. Telemarketing Assocs., 538 U.S. 600, 620 

(2003) ( "[ e] x acting proof requirements" of 11linois law, including proof of knowledge of falsity, 

intent to mislead and reliance and "clear and convincing" evidentiary burden imposed on State, 

were "sufficient" to satisfy First Amendment). The circuit court thus was wrong when it 

concluded that Janssen should "not be tried under the same standards as an action for defamation 

because the two are fundamentally different types of speech." (Final Order at 31.) 

2. Janssen's Communications Involved Matters of Public Concern. 

Janssen's speech - communications to health care professionals about the safety of two 

FDA-approved prescription drugs - involves matters of "public concern." See Connick v. 

Meyers, 461 U.S. 138, 146 (1983) (declaring that speech involves matter of "public concern" 

when it relates to "any matter of political, social, or other concern to the community"); Roe v. 

San Francisco, 109 F.3d 578, 585 (9th Cir. 1997) ("[I]t is sufficient that the speech concern 

matters in which even a relatively small segment of the general public might be interested."). 

The November 2003 Risperda1letter encloses new labeling infonnation from the FDA and then, 

citing to every then existing peer-reviewed epidemiological study examining the risk of diabetes 

associated with Risperdal, expresses Janssen's opinion about what that research suggested, 

noting the need for confinnatory research. (Defs.' S.J. Ex. 15.) The Duragesic file card contains 

FDA prescribing infonnation and warnings, and data showing Duragesic's effectiveness, 

possible side effects, reported mentions in the Drug Abuse Warning Network (DAWN) data 

compilation and the limitations relevant to interpretations of the significance of DAWN data. 
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(Defs.' Tr. Ex. 213.) As the circuit court itself observed, Janssen's challenged communications 

addressed matters of public health (Final Order at 31), and thus concerned issues of public 

concern. 

Relying on Dun & Bradstreet, Inc. v. Greenmoss Builders, Inc., 472 U.S. 749 (1985), the 

circuit court reasoned that Janssen's communications did not concern a public issue because they 

were directed to health-care professionals rather than the public at large. (Final Order at 33-35.) 

Dun & Bradstreet, however, involved a credit agency's report on a private company sent to five 

paying customers who were contractually barred from sharing the report with third parties. In 

contrast, the November 2003 Risperdal letter was sent to 750,000 health care professionals 

nationwide, with no restriction on subsequent dissemination, and comments on the medical basis 

for the FDA-mandated warning it enclosed. A statement concerning regulation of a prescription 

medication disseminated on such a wide scale is not a matter of purely private concern. Indeed, 

the circuit court's treatment of the letter as not addressing a matter of public concern cannot be 

reconciled with its own finding that the letter deserved punishment because it addresses a matter 

of public health. (Final Order at 31.) 

The circuit court also erred when it found that dissemination of Janssen's statements by 

mail, rather than through the news media, reduced them to matters of private concern. (Final 

Order at 34.) This finding contradicts binding precedent. Consolidated Edison Co. v. Public 

Service Commission, 447 U.S. 530, 532 (1980), for example, concerned a statement mailed by an 

operator of a nuclear power plant to its customers describing the benefits of nuclear power. 

Despite the utility's obvious commercial interest in this issue and the fact that the statement was 

mailed rather than transmitted through the media, the mailing was found to be a direct statement 

on a matter of public concern entitled to full constitutional protection. The same is true here. 
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Indeed, the mailing to customers in Con Edison was cited by the Supreme Court in Central 

Hudson Gas & Electric Corp. v. Public Service Commission, 447 U.S. 557, 562 n.5 (1980), as 

the prototypical example of a statement on a matter of public concern by a commercial entity. 

(Id.) Con Edison makes clear that direct comments on public issues made by a commercially 

interested entity in a mailing are matters of public concern. 

3. The November 2003 Risperdal Letter Is also Protected as an 
Expression of Reasonable Scientific Opinion. 

The November 2003 Risperdalletter not only addresses matters of public concern, it is 

also protected as an expression of reasonable scientific opinion. As this Court has held, "[a] 

statement of opinion which does not contain a provably false assertion of fact is entitled to full 

constitutional protection." Maynard, 191 W. Va. at 607, 447 S.E.2d at 299. Statements of 

opinion in general, and on scientific matters in particular, are fully-protected. See, e.g., Board of 

Trustees of Leland Stanford Jr. University v. Sullivan, 773 F. SUpp. 472, 474 (D.D.C. 1991); 

McMillan v. Togus Reg'l Office, Dep't of Veteran Affairs, 294 F. Supp. 2d 305, 316, 317 

(E.D.NY. 2003), aff'd 120 F. App'x 849 (2d Cir. 2005) (government censorship of "the complex 

debate and interplay among the scientists that comprises modem science can only distort and 

confuse") . 

The apparent basis for the FDA's September 2003 request fora class-wide warning was 

the Cunningham & Lambert abstract, which suggested an increased risk of diabetes associated 

with atypical antipsychotics generally. Whether there is a class effect, and whether the risk of 

diabetes associated with individual atypical antipsychotics should be differentiated, remains to 

this day subject to scientific debate. (See, e.g., Defs' Tr. Ex. 86, Ex. B at 8 (unchallenged expert 

testimony that "the literature continues to suggest that Risperdal is less likely associated with 

diabetes than other [atypical] antipsychotics (Zyprexa and Clozaril)".)) Against this backdrop, 
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Janssen's letter identified the relevant scientific studies, along with the need for further research 

to confinn Janssen's interpretation of the data. That letter enjoys constitutional protection 

because it expresses good faith opinions regarding an issue about which scientists disagreed at 

the time it was sent that fonned the basis for a government action. The First Amendment 

establishes a conclusive presumption that uninhibited debate will protect the interest of the 

public far better than government censorship. 

The circuit court's decision to punish the November 2003 Risperdal letter rests on 

fundamental misconceptions about that letter. To begin, the circuit court concluded that the 

November 2003 Risperdalletter modified the FDA-approved label. (See, e.g., S.1. Order at 24; 

Final Order at 10-14, 35-36, 50, 51, 60.) It is undisputed, however, that the Revised Label said 

exactly what the FDA had approved, and that each copy of the November 2003 Risperdalletter 

transmitted a complete copy of that label. The letter expressed Janssen's reasonable 

interpretation of the available data, but did not contradict anything in the FDA-approved label -

which itselfnoted the scientific uncertainty surrounding the issue. 

The circuit court also erred in viewing the November 2003 Risperdal letter as an 

unqualified factual assertion that "(1) taking Risperdal has no more risk of diabetes than taking 

nothing and (2) Risperdal has less risk of diabetes than some other atypical antipsychotics." (S.1. 

Order at 24). In fact, the letter did not make any definitive statements, but instead made clear 

that no final conclusions could be drawn from the available data. The letter reported that the 

FDA had required all manufacturers of atypical antipsychotics (including Janssen) to include a 

warning regarding hyperglycemia and diabetes in their product labeling. The enclosed Revised 

Label stated that "[h]yperglycemia, in some cases extreme and associated with ketoacidosis or 

hyperosmolar coma or death, has been reported in patients treated with atypical antipsychotics 
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including Risperdal." And in connection with that, the November 2003 Risperdalletter cited the 

relevant studies and provided Janssen's view of what they showed, noting that "confirmatory 

research is still needed": 

Hyperglycemia-related adverse events have infrequently been 
reported in patients receIvmg RISPERDAL. Although 
confirmatory research is still needed, a body of evidence from 
published peer-reviewed epidemiology research suggests that 
RISPERDAL is not associated with an increased risk of diabetes 
when compared to untreated patients or patients treated with 
conventional antipsychotics. . Evidence also suggests that 
RISPERDAL is associated with a lower risk of diabetes than some 
other studied atypical antipsychotics. 

(footnote omitted). A statement opining that peer-reviewed studies contain a body of evidence 

suggesting possible conclusions is not a factual assertion, particularly when prefaced by 

disclosure that "confinnatory research is still needed." Such statements "cautiously phrased in 

tenns of apparency" are protected, especially because the only fact Janssen implied - the 

existence of studies - is demonstrably true. See Maynard, 191 W. Va. at 606, 447 S.E.2d at 298. 

4. The Circuit Court Erred When It Imposed a Civil Penalty Without 
Evidence of Actual Malice. 

The civil penalty sought by the State pursuant to West Virginia Code § 46A-7-11 1(2) is 

punitive, not compensatory, in nature. See State ex reI. McGraw v. Imperial Mktg. ("Imperial 

Mktg. I"), 203 W. Va. 203, 219, 506 S.E.2d 799, 815 (1998). Indeed, the circuit court itself 

"agree[ d] in principle" with the State's assertion that the penalties are punishment. (SJ. Order at 

21.) Accordingly, for a civil penalty to survive First Amendment scrutiny in this case, it must be 

supported by a finding, based on clear and convincing evidence, that Janssen acted with actual 

malice, which includes at a very minimum reckless disregard for the truth of the matters 

communicated. Gertz, 418 U.S. at 342 (actual malice must be shown through "clear and 

convincing proof'); see Madigan, 538 U.S. at 620 n.9 (noting that government must bear burden 
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of proof); Philadelphia Newspapers, Inc. v. Hepps, 475 U.S. 767, 776 (1986) (when speech is of 

public concern, plaintiff bears burdens of proving falsity and malice). The Supreme Court has 

emphasized that the "cases are clear that reckless conduct is not measured by whether a 

reasonably prudent man would have published, or would have investigated before pUblishing. 

There must be sufficient evidence to permit the conclusion that the defendant in fact entertained 

serious doubts as to the truth of his publication." St. Amant v. Thompson, 390 U.S. 727, 732 

(1968). The circuit court did not make such a finding, and the record would not have supported 

such a finding. 

Instead, the circuit court found only that "willful" wrongdoing (which is necessary to 

maintain a CCPA civil penalties claim) occurred because Janssen intended its communications to 

be distributed in their final form (that is, the documents contained no typographical errors) (see 

Final Order at 48-49), and that Janssen "attempt[ed] to convince the FDA that the FDA was 

wrong." (See S.J. Order at 21-22; Final Order at 59-60.) But intending that the November 2003 

Risperdal letter and Duragesic file card be distributed in their final forms does not meet the 

constitutional requirement for imposition of a penalty for protected speech. The mere fact that 

Janssen intended to say what it did does not establish that Janssen believed its statements to be 

(allegedly) false or made them with reckless disregard for the truth. And in basing a penalty on 

Janssen's efforts to persuade the FDA that its statements were scientifically correct, the circuit 

court violated Janssen's constitutional right to petition the government and belied its own 

conclusion that Janssen's communications did not concern the public issue of Janssen's "debate 

or disagreement with the FDA." (Final Order at 36.) See U.S. Const. amend. I, XN; W. Va. 

Const. art. III, § 3-16; see also infra § n.B.2 at 43. 

The State offered no evidence at the summary judgment stage or during trial that Janssen 
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acted with actual malice. With the circuit court's summary judgment preclusion ruling in hand, 

the State withdrew all of its witnesses and waived the right to challenge any of Janssen's 

evidence or to cross-examine any of Janssen's witnesses. As a result, not a single live witness 

testified at trial, and the entire trial was over in a few hours. After trial, the court was left with a 

mountain of unchallenged evidence presented by Janssen showing that the November 2003 

Risperdalletter and the Duragesic file card expressed good faith scientific opinions, which were 

well-grounded and reasonable. Thus, not only did the circuit court fail to make a finding of 

actual malice, but no evidence in the record below could support such a finding; there is only 

evidence refuting it. The circuit court's imposition of a civil penalty should be reversed on First 

Amendment grounds. 

B. The Circuit Court Erred in Assessing $4,475,000 in Civil Penalties. 

The circuit court abused its discretion in imposing a massive civil penalty that bears no 

relation to the harm or culpability at issue here. See Imperial Mktg. II, 203 W. Va. at 209, 506 

S.E.2d at 805 (civil penalties under CCP A reviewed for abuse of discretion). 

1. The Circuit Court Failed to Articulate a Sufficient Justification for its 
Civil Penalty Calculation. 

The CCP A provides that courts should be guided by the interpretation given by federal 

courts to analogous statutes, such as the Federal Trade Commission Act. See W. Va. Code 

§§ 46A-6-101 and 103. Under the Federal Trade Commission Act, federal courts have generally 

looked to five factors in determining the amount of a penalty: (1) the good faith or bad faith of 

the defendants; (2) the injury to the public; (3) the defendant's ability to pay; (4) the desire to 

eliminate the benefits derived by a violation; and (5) the necessity of vindicating the authority of 

the administrative agency involved. See, e.g .. , United States v. J.B. Williams Co., 498 F.2d 414, 

438 (2d Cir.1974) (applying similar three-factor test). The circuit court erred in its application of 
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these factors. 

To begin; the court's findings are not supported by the record. For example, the court 

found that Janssen's conduct caused injury to the public despite the State's stipulation it would 

offer no evidence of injury. With no evidence of actual injury in the record, the circuit court 

instead concluded that an alleged "potential" for harm (for which there was also no evidence) 

constituted "harm and injury." (See Final Order at 63.) By definition, the mere "potential" for 

harm is not itself harm. 

The court's additional finding that it needed to vindicate the authority of an agency was 

flawed. As the circuit court correctly observed, the FDA needs no vindication. (See id. at 66.) 

Nevertheless, the circuit court held that an "agency" needed to be vindicated by concluding that 

it was necessary to vindicate "the citizenry of West Virginia." (Id. at 66-68.) The citizenry of 

West Virginia is not an "agency," but rather constitutes the "public." The public's interests are 

addressed by courts considering whether penalties are warranted under the "injury to the public" 

prong. As noted, the State stipulated that it would offer no evidence of any such injury and the 

circuit collrt found only the potential for but no actual injury. 

The circuit court further erred by shifting the burden ofproo£ Because the State had the 

burden of proof, it was obliged to both establish the need for a civil penalty and a basis for 

justifying whatever amount of civil penalties it asserted was appropriate. But, rather than 

starting with the presumption that no civil penalty was needed and forcing the State to prove the 

need for a penalty, the circuit court started from the presumption that the maximum statutory fine 

was appropriate and then placed the burden on Janssen to show why a lesser fine was proper. 

(See id. at 51 (stating that the court would determine ''whether the penalty should be $5,000 or 

less").) The court compounded that error by failing to articulate a sufficient basis for the civil 
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penalty it selected; it arbitrarily imposed a $500 fine for each printed material disseminated and a 

$5,000 fine for each sales call, even though the record is devoid of evidence regarding the 

circumstances of any of sales calls. See Imperial Mktg. II, 203 W. Va. at 214,506 S.E.2d at 810 

(circuit court must articulate sufficient basis for selecting civil penalty to permit meaningful 

appellate review). The award cannot stand. 

2. The Circuit Court Relied on Constitutionally Improper 
Considerations. 

The circuit court also erred when it based its civil penalty award on two constitutionally 

improper factors. First, the court relied heavily on Janssen's interactions with the FDA, 

particularly Janssen's initial attempts to persuade the FDA that Janssen's statements were 

scientifically correct. In this way, the court penalized Janssen for exercising its constitutional 

right to petition the government. See U.S. Const. amend. I, XIV; W. Va. Const. art. III, § 3-16. 

See also United Mine Workers v. Pennington, 381 U.S. 657 (1965); E.R.R. Presidents Can! v. 

Noerr Motor Freight, Inc., 365 U.S. 127 (1961). Although the circuit court insisted it was not 

relying on Janssen's interactions with the FDA, it did so expressly. (Compare Final Order at 60 

nAO, with id. at 59-60.) Indeed, the court directly pointed to Janssen's "attempts to convince the 

FDA that the FDA was wrong" as evidence of willfulness. (See S.J. Order at 21-22.) A clearer 

infringement ofJanssen's right to petition the government is difficult to imagine. 

Second, the court based the award on unrelated warning letters, thereby punishing 

Janssen for unproven conduct not at issue here, and the court therefore violated Janssen's due 

process rights. See State Farm Mut. Auto. Ins. Co. v. Campbell, 538 U.S. 408,422-23 (2003). 

Significantly, the court never even considered whether those prior warning letters addressed any 

of the scientific issues raised by this suit. Instead, the court relied on the mere fact that Janssen 

had received prior warning letters. As a result, it punished Janssen for alleged wrongdoing that 
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has never been proven, and which bears no relation to the allegations in this case. Its award must 

be reversed for that reason alone. 

3. The Aggregate Penalty is Excessive. 

The circuit court further erred in failing to consider whether the aggregate penalty was 

excessive in relation to the conduct at issue and the hann caused. A $4.475 million penalty is so 

out of proportion to the conduct at issue here (which Janssen was not even pennitted to defend) 

that it violates federal and state excessive fines and due process principles. See U.S. Const. 

amend. VIII, XIV; W. Va. Const. art. III, § 3-5; State Farm, 538 U.S. at 422-23 (due process); 

United States v. Bajakajian, 524 U.S. 321, 327-28 (1998) (excessive fines). Because the conduct 

at issue is speech, the civil penalty is subject to even more exacting review, given concerns that 

arbitrary, unfair punishment chills protected speech. See Gertz, 418 U.S. at 349. The State had 

no evidence of either bad faith or hann, and the $4.475 million aggregate penalty therefore 

cannot survive scrutiny. 

CONCLUSION 

For these reasons, the Court should reverse the circuit court's judgment, and order 

judgment in favor of Janssen and Johnson & Johnson. 
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JANSSEN ~ PHARMACEUTICA INC. 

November 10, 2003 

Dear Healthc~re Provider, 

The Food and . Drug Administr?tion (F.DA) has requeQ:es all manufacturers' of 
.atypical ant/psychotics tp include a warning reg~rding hYlilerglyc'emia and 
'diabet~s, me!litu5: in the,ir product labeling, In additi0-n to jan~en, the FDA made 
thIs reQl1est 'to the following manufacturers: 

Astraleti~oa - Seroque"'"' (qu,etl~pjne) 
Bristol-Myers S'q'uibb - Ability'" (aijpip,razolel 
Eli UJly'an.d ,CompaDY ..:: 4ypr~p· (olaf\zapjne) 
'Novarti~ ,- Cfozarile (c')'oza,pine) 
Pfiz~r - Geo~fo,nit' -(zi.pr-asidone) 

1,1}.an effort tp keep Y,Olt !-!pdated with the most c-urrent product information 
'av~Hable for th,e mi:mag~rPenl of yoqr patients, encjos~d please fin9 updateo 
pr~scril:Jing jntormat'iori for R!SPE,RDAL~ (risperidone). 

Hy.pergl'ycemi~-related adverse event!? have infrequently been reported in 
·p;itr~nt~ r~e'(ving RISPER()AL. Although confirmatory rese~rceh is still needed, Q 

body of ~vit;ience from published p~Heviewed ~pidemiology researcht-ll 
Sijggests that R ISPERDAL is not associated with an inc;reasecl risk of diabetes 
when 'Compare4 to untreated patients' Of patients treated w.ith conventional 
,aI'lt,ipsycho~ics.Evi(:l!;nce also sugg~~ts that RrSPERDAL is associated with ~ 
Ip.wer risk of diabetes than !>Orne oth,er studied atypical anti~sychotics. 

For addit'ional information about RfSPERDAL or any other Janssen product, 
please call l-B,OO-JANSSEN (526-7736) from gAM to 5PM EST, Monday through 
Friday. ' 

Sinc~re!y, 

l?{~ ":!:> 
Rllmy Mahmood, MD 
Vi.ee Preside'nt GNS M~dical Affajrs 
Janssen Pharmaceutica, Inc. 

I 125. TRa-rrON·HARBClURT-ON ROAD 
• PdST OF'F.1CE BOX 200 

nrusvtt.i.£. NEW JERSEY O856O-02OQ 
1609"1 7&1'2000 

us .JANSSEN,C~ 

CONTAINS CONFIDENTIAL COMMERCIAL INFORMATION 



References: 

L Bus-e JB, Cavazonni P, Hornbuckle K et at. A retrospective cohort study of diaoet!5 mellitus and 
antipsychotic treatment in the United States. J Clin Epidemiology 2003;56:164-170. 

"2. Caro JJ, Ward A, Levinton C and Robinson K. The risk of diabetes during a\anzapine use compared 
with 'risperilZ\one use: Cl retrospective database analysis. J Gfin Psychiatry 2002:63: 1135-1139. 

3. Fulter MA; Shermock KM, Secic ~l"and Grogg AL. ComparatIve study of the de..,elopment of diabetes 
mellitus in patients tak,;n/5 r.isperidone an~ olanzapirie. Pharmacothel3py 2003;23f8): 103"7 -1043. 

~. Gianfrancesco. F, White R •. Wang R H ana NasraUah HA, Ahtipsyci1otie:-induced type 2 diabetes: 
evidence f.rom a birge hea/Ul plan databC\se. ) efi.ri P$yrjJophartrfaC(1j 2003;23(41;328-395. 

5_ Giaitfrancest:6.F, (i,pgg A, Mahmou(l R et al. Qifferential effectS 6f antipsychetic agents on the risk of 
d~yelcipment·Of h-pe 2 <iiab-etes' mellitus in Pl!tients wrin fJloo"(1 disorders. Cffn Therapeutics 
2.oa3~Z5l4J£11E;tl;-l1?1. 

6_ ~ial1fran~ :FD; Gregg.AL, M?hmcwd RA ·ei: at. :Oiffer~ntiaj 'etfu¢s of ri~p~ridone. o\anzapine, 
claz;ap.ine artd (:Dtni~ption.al antipsyehotits aJ1 Wpe II .cfi<lbetes~ FindJi:1gs from a .Ia~e heath'! plan database .• 
,/ Gffil· ~i!h;atry. 200.2;~·::f:~2Q-93().· . . 

vJ.- ~oro·C.~, Fe.dder 00, L",'ltarien Gj et al. Asse:!i.sment d! independent etf~ of o1ar:l+'3plne and risperioone 
on ri!:!K nf di.abetes. among patients· with schizophrenia: population based nested case-control study. EIMd 
4002;32'5:243-245 .. 

8. Sernyak MJ. Leslie 01..:, Alar.con RD et a!. Association of diabetes mellitus with use of atypical 
l:leu.rQleptiCs ·in. the tr.eatm~nt Qf 'schizophren',a Am J P~yChiatry 2,002: i 59:56J -566. . 

CONTAINS CONFIDENTIAL COMMERCIAL INFORMATION 



RISP~RDAI.: 
~ 
TABl..E'TSICRAL. SOU1T1ON 

RISPERDAL· M-TAB-
fRlSPfJU DDM EJ 
ORALlY DI8INTE'GRAllJIG TABLm 

•. ' .·r~ . 

R1SP:OOOOO j 3 

JJWVP 00000013 



• .. ~ot~~~ 
..."..",. . ...., 

"-tria· 8pIeiIo .. ~ :::=ct IiIIIIDl .. 
~. LAoII! 

1'IIMl)I- -- - 0.711 fB.A) c.:212A) 

~- • molt 1.5 ".4) • D..4I2-4) --MIrrmII)' pin! -- - D.2 (2.4) nant -.-Cia'" raI - G.4(U) ..... 
raI mole 11(37.8) tJil8Al 

~~ lid mole 1.5(8.41 DAI2A) 

2 
RISP:OOOOO 15 

JJWVP 00000015 



1Iodys,-. IIISI'El'IIML • -.It .... S1D ..... '61!1P'doY 

"'= 
(IW2t) IJIoTl) 
an:. ~ 

Ea zzt. ~ 
In. l!m(, 
M- In'. 

~.-Ion 1% :n:. 
c.mr.I .. p.I1phIftI_.,- ,,.., 
~~ 3('10 

lao \2% 
Dtz:D.- 4% no 
~ 

CmIIIpdarI 7')'. 1:l'I. 
~ 6'Jt ~"'-
~ 8'!0. 10'l:. 
VIITIIrI9 6'Jt n;. 
-pain '" 

,,. 
_In:nbed ~ 0'l0. 
T_ 2'Ii CI'IO 
~.,- 10%. "' ='" 3% :no 

Z% 1% 

~ 2% ~ 
III D% 

1Iady •• _.--
lladrpol'i 2% 0% 
OwlpUi 2'J:. :no 
ftNfIt 2" 3% 

D.",.-,.uI 
Rash ~ 5% =- 2" 4'11. 

I" t7% 

--lM-ICZ1 
19'1:. 
20'10 
ft\ ,,. 
I,. 

1"' 
12"M ,"'-
:n:. 
:n:. .,. ..,. 
0% 
,% 
0% 

4"'-,,. ,,. 
"" 0% 

I'll 
''lI. 
0% 

''II. 
0% 
O'l:. 

3 

IndcIonca"'T.-, • .w:m. ... Lt~ E_ 
"flD"W-~~T"" 

IIISPIRDIJ. • 
S10....".., '.~ 

(IW2t) (IOa11) 

RISP:OOOOO ) 4 

. JJVWP 00000014 



4 

RlSPEl'l!>Al.· 0IIII1I:OUlcn Il~ by: 
.laI-.~N.V • ....... ~ 
~·"'TAIl"'Ordy~T""" .... ~by, 
JCII.LC. GLIIIbcI, Pueno I\Ico 

it 
JANSSEN 

RISP:OOOOO J 6 

JJVVVP 00000016 



CERTIFICATE OF SERVICE 

I, Rebecca A. Betts, counsel for defendants-appellants Johnson & Johnson and Janssen 

Phannaceutica Products, L.P., hereby certify that service of the Appellants' Brief was made 

upon counsel for plaintiff-appellee on May 14, 2010, by depositing a true copy in the United 

States mail, addressed as follows: 

Barry M. Hill, Esq. 
ANAPOL SCHWARTZ 
89 12th Street 
Wheeling, WV 26003 

Robert A. Goldberg, Esq. 
9 Pennsylvania Avenue 
Charleston, WV 25302 

Frances A. Hughes, Esq. 
Chief Deputy Attorney General 
State Capitol Building - Room 26E 
1900 Kanawha Blvd., East 
Charleston, WV 25305 

D. Andrew List, Esq. 
CLARK, PERDUE & LIST Co, LP A 
471 East Broad Street, Suite 1550 
Columbus,OH 43215. /--"'\ 

,./ ) 

Rebecca A. Betts (WV Bar No. 
Debra C. Price (WV Bar No. 2979) 
ALLEN GUTHRIE & THOMAS, PLLC 
500 Lee Street, East, Suite 800 
P. O. Box 3394 
Charleston, WV 25333-3394 
(304) 345-7250 


