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QUESTION PRESENTED 
Whether comprehensive factual findings that            

Pfizer’s extensive fraud caused economic harm to        
Kaiser, Pfizer’s direct target, which were adduced           
after a five-week jury trial and affirmed by the two 
courts below, merit review for a third time by this 
Court. 
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CORPORATE DISCLOSURE STATEMENT 
Pursuant to Rule 29.6 of the Rules of this Court, 

respondents state the following: 
Kaiser Foundation Health Plan, Inc. and Kaiser 

Foundation Hospitals are both tax-exempt, 26 U.S.C. 
§ 501(c)(3) public-benefit corporations that have no 
parent corporation.  No publicly traded corporation 
owns 10% or more of the stock of either entity. 

Kaiser Foundation Health Plan, Inc. is the parent 
and sole member of the five regional health plan 
plaintiffs:  Kaiser Foundation Health Plan of Colo-
rado, Kaiser Foundation Health Plan of Georgia, 
Inc., Kaiser Foundation Health Plan of the Mid-
Atlantic States, Inc., Kaiser Foundation Health Plan 
of the Northwest, and Kaiser Foundation Health 
Plan of Ohio.  These regional health plans also                      
are tax-exempt, 26 U.S.C. § 501(c)(3) public-benefit 
corporations.  No publicly traded corporation owns 
10% or more of the stock of any of these entities. 
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Petitioner Pfizer Inc. strategically conducted a           
decade-long, multi-faceted fraud to make Neurontin 
a blockbuster drug.  Pfizer originally estimated that 
Neurontin would earn $500 million in revenues from 
uses approved by the Food and Drug Administration 
(“FDA”).  Through a methodical campaign of fraudu-
lent off-label marketing, however, Pfizer transformed 
a niche drug into a $10 billion juggernaut, leading 
Pfizer’s own national sales team to deem it “ ‘the 
“snake oil” of the twentieth century.’ ”  App. 115a. 

At trial, plaintiff-respondent Kaiser Foundation 
Health Plan, Inc. (and affiliates) proved that (1) Pfiz-
er fraudulently marketed Neurontin as effective for 
certain off-label uses while suppressing or misrepre-
senting numerous adverse Pfizer-sponsored clinical 
studies demonstrating inefficacy, and (2) Pfizer’s 
fraud caused Kaiser to pay for thousands of ineffec-
tive Neurontin prescriptions, suffering $47.4 million 
in damages.  Pfizer did not challenge the first holding 
even in the court of appeals, and its petition in sub-
stance disputes only the sufficiency of the volumi-
nous causation evidence adduced at a five-week jury 
trial.  Pfizer’s petition virtually ignores the extensive 
factual findings affirmed by the two courts below. 

Granting certiorari to review those findings a third 
time is unwarranted.  Both courts found that Pfizer 
directly targeted both Kaiser and its affiliated physi-
cians with extensive fraudulent marketing, that off-
label prescribing before Pfizer’s fraud was minimal, 
and that off-label prescribing dramatically increased 
during the same time period Pfizer launched and 
progressively expanded its fraudulent scheme.  Kai-
ser’s causation expert measured the effects of Pfizer’s 
fraudulent off-label marketing expenditures using 
the same type of drug-promotion data that Pfizer           
uses in its everyday marketing efforts.  Both courts 
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found this expert analysis corroborated by substan-
tial evidence, including a 62% increase in new           
Neurontin prescriptions soon after Kaiser-affiliated 
physicians attended a Pfizer Neurontin event.  Both 
courts also found specifically that Pfizer repeatedly 
provided false information directly to Kaiser’s drug 
information service, further increasing ineffective 
Neurontin prescriptions at Kaiser. 

Ignoring this mountain of evidence, Pfizer bases its 
challenges to both proximate and but-for causation 
on the premise that, because physicians conceivably 
base prescribing decisions on multiple factors, proof 
of causation by Pfizer’s fraud is impossible as a          
matter of law.  The court of appeals properly rejected 
that unworkable approach.  It concluded that the         
extensive causation evidence was sufficient and that 
adopting Pfizer’s view would mean that no plaintiff 
could ever recover economic damages for a drug           
company’s extensive fraud on physicians or insurers, 
a result that this Court’s proximate-cause precedents 
under the Racketeer Influenced and Corrupt Organi-
zations Act (“RICO”) have never sanctioned and that 
would leave no deterrent to billions of dollars in civil 
drug fraud.  That judgment does not conflict with 
this Court’s cases or the lone published court of          
appeals decision cited by Pfizer. 

Indeed, because Neurontin was ineffective for the 
relevant off-label uses, it was certainly reasonable for 
the jury to conclude that Pfizer’s fraud—which coin-
cided with dramatic increases in off-label prescribing 
—caused Kaiser’s injuries.  Pfizer’s suggestion that 
physicians ignored the fraud yet independently de-
cided en masse during the same time period radically 
to increase off-label prescribing is wholly implausible 
and provides no reason to review, let alone upset, the 
well-considered conclusions below.  
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STATEMENT 
A. Neurontin and the Two Verdicts at Trial 

Neurontin is a brand-name drug (generic: gabapen-
tin) developed by Parke-Davis, a division of Warner-
Lambert Company.  In 1993, the FDA approved Neu-
rontin for secondary treatment of epileptic seizures.  
In 1996, Parke-Davis sought further approval of 
Neurontin as a monotherapy for seizures, as well as 
an increase in the maximum dose; the FDA rejected 
both requests.  App. 6a-7a.1   

Pfizer acquired Warner-Lambert in 2000,2 and in 
2001 sought FDA approval for broad treatment of 
neuropathic pain, meaning pain from nerve damage.  
Negative findings from the FDA and Pfizer’s outside 
experts, however, led Pfizer to withdraw that appli-
cation.  See App. 120a (Pfizer’s “experts concluded 
that the ‘preclinical and clinical data . . . not only do 
not support the broad claim, they provide evidence 
contrary to a broad indication.  One expert said, 
“You’re done.” ’ ”) (citation omitted).  App. 6a-7a. 

Although doctors may prescribe FDA-approved 
drugs for non-approved “off-label” uses in their inde-
pendent medical judgment, see 21 U.S.C. § 396, Con-
gress has specifically prohibited off-label promotion 
by manufacturers, see id. §§ 331(a), 352(f ), 355(a).  
The FDA has explained that manufacturer off-label 
promotion would “render[ ] meaningless” the FDA’s 
approval process by “decreas[ing] the incentive of 
sponsors to conduct the well-controlled clinical inves-
tigations that are necessary to demonstrate . . . 
eff[icacy] for their intended uses.”  59 Fed. Reg. 
                                                 

1 “App.” denotes the appendix filed in this Court, and “A____” 
denotes the appendix filed in the First Circuit.  

2 Pfizer, Parke-Davis, and Warner Lambert are sometimes 
referred to collectively as “Pfizer.” 
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59,820, 59,821-22 (Nov. 18, 1994).  Off-label market-
ing by manufacturers “can encourage physicians and 
patients to make decisions based on statements or 
claims that are, in many cases, supported by little or 
no data.”  Id. at 59,821.  

In 2004, the Department of Justice filed a criminal 
information against Warner-Lambert for off-label 
marketing.  Pfizer caused Warner-Lambert to plead 
guilty to two felonies and pay $430 million in penal-
ties.  Warner-Lambert “ ‘expressly and unequivocally 
admit[ted]’ that it promoted the sale and use of         
Neurontin for neuropathic pain, bipolar disorder, and 
migraine.”  App. 15a. 

Based on this and other evidence that Kaiser had 
amassed indicating Neurontin’s inefficacy for those 
three off-label uses (plus a fourth—doses exceeding 
the FDA-approved maximum), Kaiser sued to remedy 
its economic harm from having paid for numerous 
ineffective Neurontin prescriptions caused by Pfizer’s 
fraud.  Kaiser alleged claims under RICO, 18 U.S.C. 
§ 1962; and California’s Unfair Competition Law 
(“UCL”), Cal. Bus. & Prof. Code § 17200, the latter of 
which is an equitable claim tried to the court. 

At a five-week trial, the jury found for Kaiser on 
the RICO claim and awarded $47,363,092 in dam-
ages, which the district court trebled to $142,089,276.  
App. 3a-5a.  The district judge, Hon. Patti B. Saris, 
found for Kaiser on the UCL claim, awarded 
$65,418,419 in noncumulative damages, and issued 
extensive findings of fact based on the same evidence 
supporting the jury’s verdict.  App. 95a-221a. 

The First Circuit affirmed both verdicts in a           
unanimous and thorough opinion by Chief Judge 
Lynch, joined by Justice Souter and Judge Lipez.  
App. 1a-56a. 
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B. Neurontin’s Inefficacy 
Although “Pfizer argued to the jury and the district 

court that Neurontin was effective for off-label uses 
and that Pfizer therefore made no material misrep-
resentations,” it did “not make this argument on         
appeal.”  App. 19a n.7.  In challenging Kaiser’s eco-
nomic harms, Pfizer contended that the district court 
“erroneously shifted the burden of proof” by allowing 
Kaiser to base its economic injury on the absence of 
any reliable scientific evidence showing efficacy.  
App. 48a.  The court of appeals rejected this claim 
because “Kaiser produced expert witnesses and evi-
dence showing that Neurontin was no more effective 
than placebo for the indications at issue—i.e., that it 
was ineffective.”  App. 49a. 

Kaiser’s evidence was based on numerous Pfizer-
sponsored double-blind, randomized controlled trials 
(“DBRCTs”), which minimize bias because neither 
physicians nor patients know who receives the ran-
domly administered drug or placebo.  Id.  In particu-
lar, Professor Kay Dickersin, Ph.D., Director of the 
Center for Clinical Trials, Johns Hopkins University, 
testified that each of 21 Pfizer-sponsored clinical         
trials exhibited “ ‘some form of bias or deviation from 
the truth.’ ”  App. 114a.  She concluded that “ ‘what 
was in the published record didn’t agree with what 
was actually planned or what had been done’” and 
that Pfizer “ ‘fail[ed] to publish results that were 
known.’ ”  Id.  Pfizer’s internal documents showed 
that it intended to publish off-label studies only “ ‘if 
positive,’ ” thus denying physicians access to complete 
evidence.  Id.  In 2009, Dr. Dickersin published her 
findings in the New England Journal of Medicine, 
concluding that Pfizer’s “practice threatens the valid-
ity of evidence for the effectiveness of off-label            
interventions.”  A12367.  The district court found          
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Dr. Dickersin’s testimony “credible and compelling.”  
App. 113a-114a & n.4.  

The court of appeals held that, “[w]here, as here, 
numerous DBRCTs indicate that a drug is ineffec-
tive, that provides powerful scientific evidence of in-
efficacy, particularly as compared to anecdotal expe-
riences, which can be tainted by the placebo effect.”  
App. 50a.  The court cited expert testimony that “ ‘the 
default position [in medical decisionmaking] is that a 
drug is ineffective unless it’s proven otherwise,’ ” and 
affirmed the extensive factual findings that Pfizer’s 
own “DBRCTs repeatedly showed that there was         
not enough evidence to reject the null hypothesis for 
the indications at issue.”  Id. (alteration in original) 
(citing App. 168a-192a). 

The court concluded that “the totality of the evi-
dence strongly supports a conclusion that Neurontin 
was not effective for the four off-label conditions as          
to which the district court and jury found liability.”  
App. 51a (emphasis added).  The court held that it 
“need not address what the standard for efficacy 
would be if there were no DBRCTs in existence, or if 
the results of DBRCTs were equivocal, or if there 
were a different mix of DBRCT and non-DBRCT          
evidence.”  Id. 
C. Pfizer’s Fraudulent Marketing and RICO        

Enterprises 
Pfizer did not appeal the district court’s findings 

based on “compelling evidence” that Pfizer committed 
“pervasive . . . fraud” on the medical industry.  App. 
166a; see App. 19a, 123a-155a (“The Marketing 
Fraud”).  For example, Pfizer’s lead investigator con-
cluded that Neurontin was “ ‘no more effective than 
placebo’” for a certain type of pain, yet Pfizer’s mar-
keting department published his study to read that 
Neurontin “ ‘may be effective’” for that condition.  
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App. 136a; see App. 137a (finding this to be “an           
intentional misrepresentation in that it specifically 
changed the lead investigator’s primary conclusion”).   

Pfizer estimated that Neurontin’s FDA-approved 
uses would generate revenues of $500 million from 
its 1994 launch through patent expiration in 2004.  
App. 296a.  Its off-label marketing, however, led to 
revenues of nearly $10 billion between 1995 and 
2004.  Kaiser CA Br. 24-25; A10352.  In 2003 alone, 
Neurontin sales exceeded $2 billion, yet only 10% 
were for FDA-approved uses.  App. 7a.  Thus, “Neu-
rontin use for epilepsy was largely static throughout 
the relevant time period, while off-label use skyrock-
eted.”  App. 115a-116a (chart). 

 
Pfizer’s fraudulent marketing “included, but was 

not limited to, three strategies, each of which includ-
ed subcomponents:  (1) direct marketing (or ‘detail-
ing’) to doctors, which misrepresented Neurontin’s 
effectiveness for off-label indications; (2) sponsoring 
misleading informational supplements and continu-
ing medical education (‘CME’) programs; and (3) sup-
pressing negative information about Neurontin while 
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publishing articles in medical journals that reported 
positive information about Neurontin’s off-label effec-
tiveness.”  App. 8a. 

Pfizer directly targeted Kaiser, a non-profit 
healthcare provider that is also one of the largest 
health maintenance organizations in the United 
States.  Thus, “Parke-Davis’s marketing team listed 
Kaiser as second on its list of ‘Top 10 HMOs Target-
ed for Neurontin.’ ”  Id.  In 2004, Pfizer developed an 
“ ‘Operating Plan’” that “tellingly . . . featured, as a 
strategy, ‘develop[ing] relationships with [decision-
makers affiliated with Kaiser] who are not considered 
whistle blowers.’ ”  Id. (emphasis and alterations in 
original).  Pfizer also “employed physicians associat-
ed with Kaiser to serve on speakers’ bureaus and 
publish misleading articles about Neurontin.”  App. 
8a-9a.  Pfizer emphasized these relationships in a          
diagram entitled “Many Opportunities to Interact 
With Kaiser” (A15667): 

 
To satisfy the RICO requirement that such fraud 

be conducted through an “enterprise,” 18 U.S.C. 
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§ 1962(c), the jury found that Parke-Davis and Pfizer 
each had partnered with separate, unaffiliated             
entities to further their ongoing fraud between 1995 
and 2004.  App. 112a-113a; see Kaiser CA Br. 22-24.  
Pfizer did not appeal those RICO enterprise findings. 
D. But-For Causation Evidence 

Kaiser is composed of two separate corporations:  
the Kaiser Foundation Health Plan, which owns six 
regional health plans and provides medical coverage 
to approximately 8.6 million members; and Kaiser 
Foundation Hospitals, which operates healthcare          
facilities and pharmacies.  The Health Plan and its 
subsidiaries do not employ physicians themselves, 
but have exclusive contractual relationships with         
regional Permanente Medical Groups (“PMGs”) that, 
along with the Kaiser Health Plan and Hospitals, use 
the brand name of Kaiser Permanente.  App. 9a. 

Each PMG has a Pharmacy and Therapeutics 
(“P&T”) Committee that manages its drug formulary.  
Kaiser Foundation Hospitals has a Drug Information 
Service (“DIS”) that researches and provides drug 
use information to all PMG physicians and their P&T 
Committees.  DIS monographs summarize available 
evidence on drug efficacy, including publicly avail-
able evidence and unpublished information obtained 
from pharmaceutical manufacturers.  Both courts 
found that “P&T Committees rely heavily on these 
monographs in making formulary decisions.”  Id. 

PMG formularies may list drugs (1) without restric-
tions, (2) limiting prescribing to certain specialists,            
or (3) with guidelines for appropriate prescribing.  
Although Kaiser will pay for off-formulary prescrip-
tions, “95% of prescriptions written by PMG physi-
cians comply with formularies.”  App. 9a-10a. 
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The court of appeals held that Kaiser “clearly 
demonstrated but-for causation” based on evidence        
of both (1) first-party reliance, whereby Kaiser          
“employees directly relied on Pfizer’s misrepresen-
tations in preparing monographs and formularies, 
which, in turn, influenced doctors’ prescribing deci-
sions”; and (2) third-party reliance, whereby “Pfizer’s 
fraudulent off-label marketing directed to physicians 
caused PMG doctors to issue more Neurontin pre-
scriptions.”  App. 32a. 

1. Lower court findings of Kaiser’s direct          
reliance on Pfizer’s fraud 

Both courts found that Kaiser presented “ample        
evidence” of direct, first-party reliance.  App. 33a;          
see App. 15a-16a, 33a-35a.  “Kaiser received Pfizer’s 
misrepresentations through Pfizer’s contacts with 
Kaiser’s DIS, which disseminated information 
throughout the Kaiser organization.  The DIS also 
relied on publicly available information about Neu-
rontin, which, because of Pfizer’s publication strat-
egy, omitted important information about negative 
study results.”  App. 33a (citations omitted).  Kaiser’s 
DIS then prepared monographs and distributed them 
to PMG physicians “without Pfizer having disclosed 
certain adverse material information.”  App. 33a-34a.  
The court of appeals held that a “reasonable 
factfinder could readily conclude that misinformation 
received by the DIS would be widely disseminated, 
utilized, and relied upon throughout the Kaiser            
organization to cause but-for injury.”  App. 33a. 

The evidence further showed that “PMG physicians 
received and acted upon Pfizer’s misrepresentations, 
both through information sent through the DIS and 
information provided to them at Pfizer-sponsored 
events.”  App. 34a.  For instance, “when DIS answered 
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physicians’ questions through its inquiry service, DIS 
relied on half-truths communicated to it by Pfizer.”  
Id.  And, “after PMG physicians attended a medical 
education conference in May 1999, new Neurontin 
prescriptions increased by 62 percent.”  Id. 

After observing the rapid increase in Neurontin 
prescribing, Kaiser “began a campaign to promote 
only the appropriate use of Neurontin.”  App. 15a.  
As a result, “new prescriptions of Neurontin fell by 
about 33 percent” even as “such prescriptions contin-
ued to rise nationally.”  App. 34a.   

The court of appeals affirmed the district court’s 
causation finding that 

“[t]he publication strategies and the other com-
munications between Pfizer and Kaiser directly 
affected decisions about Neurontin’s placement 
on formulary without restrictions.  In addition, 
the direct communications to PMG physicians 
caused Kaiser injury because it reimbursed for 
Neurontin rather than less costly alternatives.  
Because Kaiser has a 95% compliance rate with 
its formulary, formulary restrictions necessarily 
affect the number of prescriptions written for any 
given drug.  I find that Kaiser was injured as a 
result of its reliance on Pfizer’s intentional mis-
representations and omissions.” 

App. 34a-35a (quoting App. 160a-161a).  The court 
held that “[t]his finding was not clearly erroneous.  
Further, a reasonable jury could have reached the 
same conclusion.”  App. 35a. 

2. Lower court findings of PMG physicians’ 
direct reliance on Pfizer’s fraud 

Kaiser likewise proved causation through reliance 
by PMG physicians on Pfizer’s pervasive fraud.  App. 
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11a-14a, 35a-47a.  The primary evidence, which the 
court held was supported by other evidence at trial, 
consisted of expert testimony by Dr. Meredith Rosen-
thal, who holds a Ph.D. in health economics from 
Harvard University and is a professor at the Harvard 
Public School of Health.   

Dr. Rosenthal statistically analyzed the link be-
tween Pfizer’s off-label promotional expenditures for 
Neurontin and the increase in off-label prescribing.  
She “explained the difference between correlation 
and causation and stated that her analysis estab-
lished causation by performing a regression analysis 
on sales information against promotional spending 
on detailing, professional journal advertising, and 
the retail value of samples, while controlling for          
other variables.”  App. 12a.  Dr. Rosenthal used what 
both courts called “ ‘gold standard’” national drug 
promotion data “prepared by independent consulting 
companies,” which is the same “type of data . . .        
used by Pfizer itself in its own strategic planning           
and marketing efforts.”  App. 41a-42a (quoting App. 
165a). 

Dr. Rosenthal controlled for and thus excluded the 
effects of legitimate marketing for FDA-approved          
uses.  App. 12a.  She concluded that Pfizer’s fraud 
caused the following percentages of off-label Neuron-
tin prescriptions:  neuropathic pain, 70%; bipolar 
disorder, 99.4%; high doses, 37.5%; and migraine, 
27.9%.  Id.  Thus, 3 of 10 prescriptions for migraine 
written by neurologists, and 7 of 10 for neuropathic 
pain, “would not have been written or filled but for 
the alleged misconduct.”  App. 12a-13a.  In contrast, 
virtually all bipolar-disorder prescriptions by psychi-
atrists were caused by the fraudulent marketing,         
because Pfizer would not have promoted Neurontin 
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on-label to psychiatrists at all.  Id.  “Dr Rosenthal 
testified that it was her opinion ‘to a reasonable            
degree of scientific certainty that these calculations 
are the best way to estimate the number of prescrip-
tions and the share of prescriptions that were affect-
ed by the alleged misconduct.’ ”  App. 13a. 

The court of appeals affirmed the district court’s 
findings that Dr. Rosenthal’s testimony was both 
(a) admissible pursuant to Federal Rule of Evidence 
702 and Daubert v. Merrill Dow Pharmaceuticals, 
Inc., 509 U.S. 579 (1993); and (b) sufficient to prove 
that PMG physicians had relied directly on Pfizer’s 
fraud.  App. 35a-47a. 

a.  Admissibility of Rosenthal testimony   
The court of appeals first noted that “regression 

analysis is a well recognized and scientifically valid 
approach to understanding statistical data, and 
courts have long permitted parties to use statistical 
data to establish causal relationships.”  App. 36a-37a 
(citing cases).  The court affirmed the district court’s 
rejection of Pfizer’s various admissibility challenges 
to Dr. Rosenthal’s use of aggregate data concerning 
Pfizer’s off-label marketing expenditures for Neuron-
tin, noting that “Pfizer’s own documents and testi-
mony show that it expected and believed that off-
label marketing of Neurontin would increase off-label 
prescriptions, and that its marketing had that            
result.”  App. 39a.   

The court rejected Pfizer’s objection that Dr. 
Rosenthal did not separately “analyze the effect of 
the distorted [DBRCT] studies or educational events 
on prescriptions,” concluding that “[t]he use of pro-
motional spending as a variable was a reasonable ‘fit’ 
to represent Pfizer’s fraud because Pfizer targeted its 
promotional activities toward PMG physicians and 
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toward Kaiser itself, and the money it spent on pro-
motion helped to implement its fraudulent publica-
tion strategy.”  App. 40a-41a.  “In fact,” the court 
reasoned, “if publications and CME events did exert 
an effect independent of detailing (for instance, an 
effect on decisions about the formulary), the model 
would have underestimated the impact of the fraud.”  
App. 41a (emphasis added). 

Dr. Rosenthal assumed that “(1) ‘Kaiser’s patient 
population and physician distribution are similar to 
the national mix,’ and (2) ‘promotional spending on 
off-label marketing was the same as the promotional 
spending on fraudulent off-label marketing.’ ”  App. 
12a (quoting App. 165a-166a).  On appeal, Pfizer did 
not challenge the first assumption, and the court         
rejected its challenge to the second because Kaiser 
had proved that Neurontin was ineffective for the        
off-label uses, which necessarily rendered any        
marketing for those uses to be fraudulent.  App. 42a; 
see App. 12a (“[a]s is customary for such experts,          
Dr. Rosenthal testified that she ‘assumed that the 
allegations in the complaint are true’”); App. 166a 
(“[B]ased on the compelling evidence in this case, I 
conclude that the assumption is reasonable, given 
the pervasive nature of the publication fraud that        
infected the nationwide sources of information avail-
able to all physicians, including PMG physicians, and 
to Kaiser’s DIS.”). 

b.  Sufficiency of aggregate evidence   
Pfizer’s primary challenge to the sufficiency of the 

aggregate evidence was that “Dr. Rosenthal’s testi-
mony cannot be credited because it does not take into 
account the patient-specific, idiosyncratic decisions          
of individual prescribing physicians” and was thus 
“legally insufficient proof of causation.”  App. 43a. 
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Applying well-established principles of tort law, the 
court of appeals rejected Pfizer’s claim, explaining 
that a “tort plaintiff need not ‘prove a series of            
negatives; he doesn’t have to “offer evidence which 
positively exclude[s] every other possible cause of the 
accident.” ’ ”  Id. (quoting BCS Servs., Inc. v. Heart-
wood 88, LLC, 637 F.3d 750, 757 (7th Cir. 2011) 
(Posner, J.)) (quoting, in turn, Carlson v. Chisholm-
Moore Hoist Corp., 281 F.2d 766, 770 (2d Cir. 1960) 
(Friendly, J.) (alteration by BCS)).  Rather, “ ‘[o]nce a 
plaintiff presents evidence that he suffered the sort 
of injury that would be the expected consequence of 
the defendant’s wrongful conduct,’ the burden shifts 
to the defendant to rebut this causal inference.”  Id. 
(quoting BCS, 637 F.3d at 758) (burden to prove a 
superseding cause is on defendant).   

The court of appeals further reasoned that, “if          
Pfizer’s information could not be expected to affect a 
single doctor’s decisionmaking, the company’s choice 
to undertake the marketing campaign would be         
inexplicable.”  App. 44a.  And the “existence of some 
doctors who purportedly were not influenced by Pfiz-
er’s misinformation would not defeat the inference 
that this misinformation had a significant influence 
on prescribing decisions which injured Kaiser.”  Id. 
(emphasis added).  Instead, the First Circuit held, 
“[w]eighing the individual testimony presented by 
Pfizer against the aggregate evidence presented by 
Kaiser was a task for the jury and district court.”  Id. 

Both courts found that the jury permissibly credited 
Dr. Rosenthal’s testimony that it was “ ‘neither      
standard nor appropriate to look physician by physi-
cian.’ ”  App. 13a; see App. 43a-44a.  She explained 
that there is a “well-recognized unreliability in           
the field of healthcare economics of asking doctors      
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individually whether they were influenced by the 
many methods of off-label marketing” and that “self-
reporting from physicians about patterns of practice 
that may be controversial shows both conscious             
reluctance and unconscious bias, which lead them to 
deny being influenced.”  App. 13a.  Dr. Rosenthal 
concluded that “it is preferable ‘[t]o examine objec-
tively the causal association between promotion and 
sales using . . . econometric models.’ ”  Id. (alterations 
in original). 

Both courts emphasized that Dr. Rosenthal’s “tes-
timony was not the only evidence of but-for causa-
tion.”  App. 43a.  “For example,” the causal link she 
found between off-label promotional spending and 
off-label prescribing was supported by the factual 
finding that “PMG physicians attended conferences 
where Neurontin was promoted for off-label uses, 
and after one such conference in May 1999, new 
starts of Neurontin increased by 62%.”  App. 14a. 

Finally, the court of appeals rejected Pfizer’s claim 
that affirming the district court’s judgment would 
create a circuit conflict, stating that “we disagree 
with Pfizer’s characterization of these cases and find 
them either supportive of our result or inapposite.  
We see no split in authority.”  App. 45a. 
E. Proximate Causation 

The court of appeals rejected “Pfizer’s primary        
argument” that proximate causation was lacking          
because independent prescribing physicians broke the 
causal chain.  App. 21a.  It emphasized that Kaiser 
was the first (and last) entity in the causal chain that 
suffered economic harm by paying for ineffective 
Neurontin prescriptions caused by Pfizer’s extensive 
fraud, and that in each of the RICO cases in which 
this Court had found proximate causation wanting 



 

 

17 

the Court had identified another more directly harmed 
plaintiff, which does not exist here.  App. 21a-28a.   

The court reasoned that “Pfizer fraudulently mar-
keted to physicians with the intent that those physi-
cians would write prescriptions paid for by Kaiser.  
The fraudulent scheme worked as intended, inducing 
a huge increase in Neurontin prescriptions for off-
label uses.”  App. 30a.  Moreover, “Pfizer’s scheme 
relied on the expectation that physicians would base 
their prescribing decisions in part on Pfizer’s fraudu-
lent marketing.”  App. 31a.  The extent to which any 
physicians might have prescribed Neurontin for rea-
sons other than Pfizer’s fraudulent marketing did not 
“eliminate proximate cause,” but posed a “damages 
question” on “the total number of prescriptions that 
were attributable to Pfizer’s actions.”  Id. 
F. Calculation of Damages 

Both courts affirmed the jury’s damage award.  
App. 16a-19a, 51a-53a.  Kaiser’s second damages           
expert reasoned that PMG physicians would have 
prescribed some alternative medication in the ab-
sence of Neurontin, so he took the quantity of affect-
ed prescriptions as determined by Dr. Rosenthal and 
multiplied by the average excess cost of each Neuron-
tin prescription as compared to a list of alternative 
medications.  App. 17a.  Kaiser’s claimed damages 
were $62.5 million, but “the total awarded by the           
jury [$47.4 million] was less than this sum.”  Id. 
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REASONS FOR DENYING THE PETITION 
I. THERE IS NO CONFLICT WITH THIS 

COURT’S DIRECT-RELATION TEST 
A. Pfizer Misreads The Court’s Opinion 
Pfizer bases its petition on a strategically manufac-

tured misreading of the decision below, claiming that 
“the court of appeals held that RICO proximate cau-
sation is satisfied by a showing of intent and foresee-
ability without regard to the directness of the causal 
chain.”  Pet. 19; see Pet. i (“mere foreseeability”). 

Contrary to Pfizer’s mischaracterization, the court 
held squarely that “foreseeability is needed for, but 
does not end the inquiry as to, proximate causation” 
and that “RICO’s proximate cause standard” requires 
“ ‘some direct relation between the injury asserted 
and the injurious conduct alleged.’ ”  App. 20a, 23a 
(quoting Holmes v. Securities Investor Prot. Corp., 
503 U.S. 258, 268 (1992)).  The court thus held that 
foreseeability, although necessary to prove the requi-
site direct relation, is not sufficient.  This Court could 
deny the petition based on Pfizer’s cornerstone mis-
statement.  Even if the petition were construed to           
allege that the court of appeals correctly stated but 
incorrectly applied this Court’s direct-relation rule, it 
still should be denied:  the decision below is a fact-
bound application of settled law, which this Court 
typically declines to review. 

B. The Court Of Appeals Correctly Applied 
The Direct-Relation Test 

In any event, the court of appeals correctly stated 
and properly applied this Court’s precedents.  The 
court explained that “[o]ur RICO causation analysis 
is controlled by the Supreme Court’s decisions in 
Holmes . . . and its progeny.”  App. 20a; see App. 20a-
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32a (discussing Holmes; Anza v. Ideal Steel Supply 
Corp., 547 U.S. 451 (2006); Bridge v. Phoenix Bond & 
Indem. Co., 553 U.S. 639 (2008); and Hemi Group, 
LLC v. City of New York, 559 U.S. 1 (2010)).  The 
court made clear that “proximate cause would be 
lacking if, as in Holmes, the plaintiff ‘complained of 
harm flowing merely from the misfortunes visited 
upon a third person by the defendant’s acts.’ ”  App. 
23a (quoting Holmes, 503 U.S. at 268). 

1. In Holmes, Anza, and Hemi, unlike here,            
the plaintiffs’ injuries were derivative of the harm 
suffered more directly by another person or entity 
that this Court held would be a more suitable plain-
tiff.  Thus, in Holmes, customers harmed directly by 
a broker-dealer’s stock-manipulation scheme were 
proper plaintiffs; but a derivatively harmed govern-
ment agency that compensated the customers’ direct 
losses was not.  App. 21a-22a (citing Holmes, 503 
U.S. at 271).  In Anza, a State directly deprived of 
sales-tax revenues was the proper plaintiff, not a de-
rivatively harmed competitor that lost sales because 
the defendant charged lower prices without sales tax.  
App. 23a (citing Anza, 547 U.S. at 458).  And, in 
Hemi, the State of New York was the proper plaintiff, 
not a derivatively harmed city deprived of sales taxes 
based on the defendant’s failure to file reports with 
(and also pay sales taxes to) the State.  App. 28a-29a 
n.12 (citing Hemi, 559 U.S. at 10-11 (plurality)). 

In Bridge, the plaintiffs alleged deprivation of their 
fair share of winning bids at county tax-lien auctions 
by the defendants’ misrepresentations made directly 
to the county, not the plaintiffs.  Although the plain-
tiffs were not the direct targets of the misrepresen-
tations, this Court held in a unanimous decision          
that they were directly harmed as “ ‘the primary and 
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intended victims of the scheme to defraud.’ ”  App. 
26a (quoting Bridge, 553 U.S. at 650) (alteration         
removed).  In holding that RICO did not require first-
party reliance on the defendants’ misrepresentations, 
this Court “analogized to a business being harmed by 
misrepresentations made by a rival to its suppliers 
and competitors but not to the business itself.”  Id. 
(citing Bridge, 553 U.S. at 649-50). 

The court of appeals held that Kaiser likewise had 
satisfied RICO’s direct-relation requirement because 
Pfizer’s scheme “was designed to fraudulently inflate 
the number of Neurontin prescriptions for which 
[third-party payors (“TPPs”)] paid.”  App. 26a-27a.  
“The evidence that Pfizer had specifically targeted 
Kaiser for Neurontin sales in general supports the 
conclusion that Kaiser’s injury was a natural conse-
quence of Pfizer’s fraudulent scheme.”  App. 27a.  
Just as the Bridge defendants’ fraud on the county 
caused direct harm to the plaintiff competitors,          
Pfizer’s fraud on both Kaiser’s DIS and prescribing 
physicians caused direct harm to Kaiser, the entity 
that Pfizer knew and intended would pay for ineffec-
tive prescriptions.  Thus, “Kaiser was a primary          
victim.”  Id. 

2. In finding the requisite direct relation between 
Pfizer’s fraud and Kaiser’s injury, the court of            
appeals carefully applied what it called the “three 
functional factors” (App. 23a) first announced in 
Holmes and summarized thus in Bridge:   

The direct-relation requirement avoids the diffi-
culties associated with attempting “to ascertain 
the amount of a plaintiff ’s damages attributable 
to the violation, as distinct from other, independ-
ent, factors,” Holmes, 503 U.S., at 269; prevents 
courts from having “to adopt complicated rules 
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apportioning damages among plaintiffs removed 
at different levels of injury from the violative 
acts, to obviate the risk of multiple recoveries,” 
ibid.; and recognizes the fact that “directly            
injured victims can generally be counted on to 
vindicate the law as private attorneys general, 
without any of the problems attendant upon suits 
by plaintiffs injured more remotely,” id., at 269-
270. 

Bridge, 553 U.S. at 654 (parallel citations omitted).  
See App. 24a (“Holmes makes it clear that both the 
directness concern and the three functional factors 
are part of the proximate cause inquiry.”). 

The court of appeals held that “none of the three 
functional problems that the Holmes test is meant to 
avoid are present in this case.  To the contrary, the 
functional interests in justice and administrability 
work in Kaiser’s favor.”  App. 27a.  In particular, as 
in Bridge—but unlike in Holmes, Anza, or Hemi—
there was no other appropriate plaintiff and thus         
“no risk of duplicative recovery.”  Id.  “Neither the 
individual physicians, nor the DIS members, nor         
the P & T Committee members—the parties to whom 
Pfizer directly made its misrepresentations—ever 
paid anything toward a Neurontin prescription, so 
there is no risk of multiple recoveries due to a suit by 
another of those actors.”  Id. (citing Holmes, 503 U.S. 
at 269).  Kaiser is “also in the best position to enforce 
the law because Kaiser is the party that directly           
suffered economic injury from Pfizer’s scheme.”  App. 
28a (citing Holmes, 503 U.S. at 269-70).  Finally, 
“Kaiser was able to present sufficient evidence to          
ascertain the amount of its damages attributable to 
Pfizer’s conduct.”  Id. (citing Holmes, 503 U.S. at 
269).  See App. 27a (“the Bridge Court [likewise] saw 
no risk of multiple recoveries or other policy reasons 
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to limit recovery,” nor “did it see a ‘more immediate 
victim . . . better situated to sue’”) (ellipsis added by 
court of appeals; quoting Bridge, 553 U.S. at 658).  

The court of appeals thus made a straightforward 
application of the Holmes line of cases.  Pfizer, on the 
other hand, seeks a novel and extreme narrowing of 
the direct-relation test, and a functional overruling of 
Bridge.  In no other RICO case has this Court held 
that there existed no proper plaintiff who could seek 
a remedy for a defendant’s extensive fraud.  In con-
trast, as the court of appeals explained, “accepting 
Pfizer’s argument on proximate cause as a matter of 
law would effectively preclude TPPs from bringing 
suit under RICO as the primary victims of fraudulent 
off-label drug marketing, and from recovering for 
their economic injuries.”  App. 29a n.12.  This would 
mean that “no viable plaintiffs would remain to          
‘vindicate the law as private attorneys general.’ ”  Id. 
(quoting Holmes, 503 U.S. at 269-70).  “Given the 
high costs imposed by fraud in our health care           
system, and Kaiser’s status as a primary victim, this 
result would not be in the service of either justice or 
accountability.”  Id.   

Moreover, because Neurontin was entirely ineffec-
tive for the four off-label uses, it was certainly rea-
sonable for the jury to conclude that Pfizer’s fraudu-
lent marketing—which coincided perfectly with the 
dramatic increase in off-label prescribing—was its 
proximate cause.  What is implausible here is Pfizer’s 
suggestion that PMG physicians ignored Pfizer’s             
extensive and targeted fraud despite Pfizer’s inten-
tion and expectation that they would act on it, and 
then those same doctors independently decided en 
masse during the very same time period radically to 
increase off-label prescribing. 
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C. Pfizer’s Proximate-Cause Claim Reduces 
To A Sufficiency-Of-The-Evidence Chal-
lenge 

Pfizer roots its proximate-cause challenge in the 
singular claim that the mere presence of “non-party 
physicians” breaks the causal chain as a matter of 
law.  Pet. 21.  In support, Pfizer asserts three insuffi-
ciencies in the evidence, complaining that Kaiser did 
not:  (1) rule out potential non-fraud reasons for the 
dramatic increase in off-label prescribing; (2) prove 
the specific content of detailing to physicians; or 
(3) offer testimony by specific doctors saying they           
relied on Pfizer’s misinformation.  Pet. 21-22. 

The court of appeals affirmed the district court’s          
rejection of those same sufficiency-of-the-evidence 
challenges, and it is this Court’s long-established 
practice that it “ ‘cannot undertake to review concur-
rent findings of fact by two courts below in the            
absence of a very obvious and exceptional showing of 
error.’ ”  Exxon Co., U.S.A. v. Sofec, Inc., 517 U.S. 
830, 840-41 (1996) (quoting Graver Tank & Mfg. Co. 
v. Linde Air Prods. Co., 336 U.S. 271, 275 (1949)).  
“The issues of proximate causation and superseding 
cause involve application of law to fact, which is left 
to the factfinder, subject to limited review.”  Id.; see 
Texas v. Mead, 465 U.S. 1041, 1043 (1984) (Stevens, 
J., respecting denial of certiorari) (“ ‘We do not grant 
a certiorari to review evidence and discuss specific 
facts.’ ”) (quoting United States v. Johnston, 268 U.S. 
220, 227 (1925) (Holmes, J.)).  In any event, Pfizer’s 
evidentiary challenges fail in ways that only buttress 
the lower courts’ correct findings of proximate cause.3 

                                                 
3 Pfizer’s amici make similar claims, likewise ignoring the           

voluminous evidence.  See Washington Legal Foundation 
(“WLF”) Br. 11-24; PhRMA Br. 6-8. 
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First, that doctors rely in general on multiple 
sources of information did not rebut the extensive          
evidence that Pfizer’s fraudulent marketing—on 
which Pfizer indisputably spent tens of millions of 
dollars—caused a significant increase in Neurontin 
prescribing, just as Pfizer expected and intended.  
See supra pp. 9-16.  The evidence also included a 
published analysis by a group of physicians conclud-
ing that Neurontin’ off-label prescribing “was due to 
widespread positive reports in journals that created 
an ‘echo chamber’ effect.”  App. 127a.  And off-label 
prescribing before Pfizer began its decade-long fraud 
campaign in 1995 was exceedingly minimal.  See           
supra p. 7 (chart).  

The jury could certainly conclude that Pfizer’s              
intensive fraudulent marketing caused the ensuing 
dramatic rise in off-label prescribing.  Indeed, the 
stunning success of Pfizer’s pervasive and deceptive 
practices led Pfizer’s sales team to deem Neurontin 
“ ‘the “snake oil” of the twentieth century.’ ”  App. 
115a; see App. 100a.  Pfizer’s litigation assertion con-
flicts with the business assessment of its own sales 
team:  it simply is not plausible to think that PMG 
physicians ignored Pfizer’s fraudulent marketing yet 
at the same time dramatically increased their off-
label Neurontin prescriptions.  Such a conclusion is 
contrary to the weight of the evidence, and the court 
of appeals properly held that such a claim was for 
Pfizer to assert in rebuttal as a superseding cause. 

Second, extensive evidence showed that Pfizer de-
tailed doctors to advocate Neurontin for the off-label 
uses despite extensive evidence of inefficacy, as illus-
trated by the following recorded voicemail instruction 
to Parke-Davis’s national detailing team, to which 
Warner-Lambert admitted in its guilty plea: 
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“When we get out there, we want to kick some 
ass, we want to sell Neurontin on pain . . . and 
everything that we can talk about . . . .  ‘Cause, 
I’m embarrassed . . . with where we are with 
Neurontin.  We’ve got to take it into our own 
hands and really kick some ass on it, all right?” 

App. 118a, 146a; A7907 (guilty plea).  
Parke-Davis’s in-house attorneys likewise trained 

its national sales team to “talk to physicians and           
sell Neurontin for off-label indications,” being “very 
careful about how we went about doing it.”  A5022,        
A5028-29.  One trainer handed out notepads captioned 
“ ‘Ladies and Gentlemen of the Jury’” and “ ‘Your 
Honor, I plead,’ ” “talk[ing] about the importance of 
not creating a paper trail” and using a slide showing 
“executives all sweaty with their arm shirts all rolled 
up shoving papers into shredders.”  A5030-31, A13016-
27; see App. 116a-117a, 125a-126a, 147a (“Dr. Frank-
lin credibly testified that Parke-Davis medical liaisons 
routinely informed physicians that Neurontin was 
effective for migraine without disclosing the negative 
results of the DBRCT.”).    

A reasonable factfinder could certainly conclude 
from such evidence that Pfizer fraudulently detailed 
PMG physicians.  Moreover, when PMG physicians 
and DIS sought information about Neurontin, Pfiz-
er’s response “omitted any reference to . . . negative 
[studies].”  App. 159a-160a.  Pfizer paid a PMG          
physician as a “pain mentor” who published articles 
omitting material negative information.  App. 122a-
123a.  Pfizer’s detailing argument also ignores the 
extensive—and unchallenged—findings concerning 
Pfizer’s publication and CME frauds.  App. 123a-
161a. 
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Third, although there was no requirement that 
Kaiser prove its case by calling hundreds of doctors 
(which would have made the trial unworkable), the 
record contains direct evidence of physician prescrib-
ing reasons, which both courts held corroborated          
Dr. Rosenthal’s aggregate analysis.  For example, the 
district court credited the testimony of a PMG physi-
cian and P&T Committee chair that he “would not 
have voted to relax the restriction [on Neurontin] if 
he had known about the negative . . . study” that 
Pfizer withheld, thus showing that PMG physicians 
in fact relied directly on Pfizer’s pervasive fraud.  
App. 157a-158a; see App. 155a-161a, 212a-217a (sim-
ilar findings concerning PMG and DIS physician re-
liance on Pfizer’s fraud).  And the success of Kaiser’s 
campaign to promote appropriate prescribing, once 
Kaiser began to learn about the fraud, further but-
tressed the case that PMG physicians in fact relied 
on information about Neurontin provided by Pfizer 
and DIS.  App. 215a-217a. 

Both courts credited Dr. Rosenthal’s testimony          
that “self-reporting from physicians about patterns        
of practice that may be controversial shows both        
conscious reluctance and unconscious bias, which 
leads them to deny being influenced.”  App. 13a.  The 
multidistrict litigation record contains a telling          
example in which a physician testified that he “could 
not recall being detailed on Neurontin by a Parke-
Davis or Pfizer sales representative,” yet the evidence 
showed that he was detailed and received fraudulent 
written information from Parke-Davis, and shortly 
thereafter that his Neurontin prescriptions (as meas-
ured by cost) rose by 1,100%.  App. 242a-244a. 

As WLF acknowledges, Dr. Rosenthal was careful 
to exclude prescriptions based on Pfizer’s legitimate 



 

 

27 

on-label marketing.  Br. 17 (“Dr. Rosenthal conceded 
for example, that no causal relationship existed            
between Pfizer’s marketing scheme and more than 
72% of the Neurontin prescriptions written to treat 
migraine”); see supra pp. 12-13.  And, because the 
available data did not permit Dr. Rosenthal to study 
the separate effects of Pfizer’s fraud in publications 
or continuing medical education events, if anything 
she “underestimated the impact of the fraud.”  App. 
41a; see supra pp. 13-14. 

D. Kaiser’s First-Party Reliance Makes Cer-
tiorari Particularly Inappropriate 

Pfizer’s exclusive focus on the aggregate evidence 
ignores the extensive evidence of Kaiser’s own direct 
reliance.  Although the court of appeals held that 
such “first-party reliance was not needed,” it was 
plainly sufficient to prove a direct relation between 
Pfizer’s fraud and Kaiser’s injury.  App. 30a n.13.  
That independent ground is sufficient to sustain the 
jury’s verdict, and further warrants denial of Pfizer’s 
petition because review would not change the result. 

“[T]he evidence as to Kaiser’s reliance on Pfizer’s 
misrepresentations was particularly strong, and it 
came directly from Pfizer itself.”  Id.  Thus, “Pfizer 
had specifically identified Kaiser as a potential tar-
get for increased Neurontin sales and had developed 
a five-point plan for promoting Neurontin to Kaiser 
. . . [that] included making contact with members of 
the DIS and the P&T Committees.”  Id.  Moreover, 
Kaiser convincingly proved that PMG physicians          
relied on the information it provided.  Once DIS            
began its campaign to promote only the appropriate 
use of Neurontin by PMG physicians, “new prescrip-
tions of Neurontin fell by about 33 percent” even as 
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“such prescriptions continued to rise nationally.”  App. 
34a; see supra pp. 10-11 (Kaiser’s direct reliance). 

E. There Is No Circuit Conflict 
1. Pfizer asserts (at 22-23) a conflict with UFCW 

Local 1776 v. Eli Lilly & Co., 620 F.3d 121 (2d Cir. 
2010), which reversed a district court’s certification 
of a class of TPP plaintiffs who claimed that Lilly’s 
fraudulent marketing of Zyprexa caused them to pay 
an inflated price and to pay for unnecessary prescrip-
tions.  Id. at 123, 137.   

Pfizer erroneously suggests (at 22-23, 28-31) that 
Lilly held that the mere presence of prescribing phy-
sicians breaks the causal chain as a matter of law, 
relying on the court’s denial of class certification.  
But the Lilly court specifically allowed claims on         
remand to proceed based on aggregate evidence “with 
respect to individual claims by some TPPs.”  620 F.3d 
at 136; see WLF Br. 21 n.6 (conceding that Lilly “does 
not explicitly address whether that [individual TPP] 
claim could survive a summary judgment motion”).  
“Kaiser’s case, of course, is just such an individual 
claim by a TPP.”  App. 46a.  Because the result in 
Lilly does not conflict with the findings of the two 
courts below, Pfizer’s argument for certiorari lacks 
merit.  See California v. Rooney, 483 U.S. 307, 311 
(1987) (per curiam) (dismissing writ as improvidently 
granted) (“This Court reviews judgments, not state-
ments in opinions.”) (internal quotations omitted). 

Moreover, as the First Circuit explained in reject-
ing Pfizer’s assertion of a conflict, Lilly “described the 
plaintiffs’ aggregate evidence of causation as involv-
ing only an extrapolation from the fact that the 
number of off-label prescriptions for Zyprexa fell          
after Eli Lilly’s fraud became known.  See [Lilly, 620 
F.3d] at 135.  This does not come close to resembling 
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Dr. Rosenthal’s evidence, which examined contempo-
raneous data that reflected what was actually hap-
pening with regard to spending and prescriptions 
while Pfizer’s fraud was ongoing.”  App. 45a-46a.  
Because Kaiser’s aggregate causation evidence was 
significantly more refined, there can be no conflict 
with Lilly.  

Lilly also faulted plaintiffs for assuming “that the 
alternative to an off-label prescription is no prescrip-
tion at all.”  620 F.3d at 135.  By contrast, Kaiser           
excluded the cost of alternative drugs that likely 
would have been prescribed instead of Neurontin.  
See supra p. 17.  Additionally, Lilly was a decision        
on summary judgment; here, the factual findings        
affirmed by two courts were adduced during a five-
week trial.  The court properly found “no split in            
authority” and concluded that appellate “[c]ourts’ 
treatment of aggregate evidence is not as Pfizer          
represents.”  App. 45a, 47a.  Kaiser’s case is further          
removed given the extensive evidence of its own first-
party reliance, which was lacking in Lilly.  See 620 
F.3d at 134 (“[c]rucially, the TPPs do not allege that 
they relied on Lilly’s misrepresentations”). 

2. Pfizer erroneously asserts (at 23-24) a conflict 
with the unpublished, two-page decision in United 
Food & Commerical Workers Central Pennsylvania          
& Regional Heqlth & Welfare Fund v. Amgen, Inc., 
400 F. App’x 255 (9th Cir. 2010).4  That decision was 
cursory and unpublished because “the complaint did 
not identify any concealed study results that involved 
the drugs and uses that Amgen is alleged to have          

                                                 
4 “Unpublished dispositions . . . are not precedent,” 9th Cir. 

R. 36-3(a), and are “only of persuasive value,” Feltis v. Astrue, 
No. 2:11-cv-00723 KJN, 2012 WL 2684994, at *4 & n.5 (E.D. 
Cal. July 6, 2012). 
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directly promoted.”  Id. at 257.  Obviously, allega-
tions that a non-existent fraudulent omission caused 
the plaintiffs’ injury could not survive a motion to 
dismiss.  Moreover, the plaintiffs’ theory in that case 
appears to be that TPPs and doctors had relied on 
drug listings by Medicare that, in turn, were based 
on the defendant’s fraud.  In contrast to that length-
ier chain of causation, Kaiser proved that Pfizer 
made numerous misrepresentations directly to both 
PMG physicians and Kaiser.5 

F. The Court’s Decision Will Neither Chill 
Speech Nor Broaden RICO Liability 

PhRMA erroneously asserts that the fraud verdict 
offends the First Amendment by “chill[ing] truthful 
discussion by pharmaceutical companies of off-label 
uses.”  Br. 17; see id. at 3-17.  But prohibiting fraud 
does not inhibit truthful speech, and “the First 
Amendment does not shield fraud.”  Illinois ex rel. 
Madigan v. Telemarketing Assocs., Inc., 538 U.S. 600, 
612 (2003).  Indeed, the FDA’s enabling statute pro-
hibits both off-label and on-label drug fraud.  See          
21 U.S.C. §§ 331(a), 352(a); United States v. Caronia, 
703 F.3d 149, 165 n.10 (2d Cir. 2012) (“defendant may 
be prosecuted for untruthfully promoting the off-label 
use of an FDA-approved drug”) (cited at Pet. 8). 

Kaiser’s verdict is consistent with Congress’s own 
fraud prohibition, which furthers truthful promotion 
and adequate care of patients who receive no benefit 
from ineffective drugs and may be harmed.  Indeed, 

                                                 
5 Pfizer also cites (at 24-25) tobacco-litigation decisions for 

the unremarkable point that foreseeability, though necessary,         
is not sufficient for proximate cause.  As noted, Pfizer’s submis-
sion on that score misreads the lower court’s reasoning, see         
supra pp. 16-17, and ignores the voluminous causation evidence, 
see supra pp. 6-17, 23-27. 
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Pfizer extensively marketed Neurontin for bipolar 
disorder despite the FDA’s own finding that Neuron-
tin causes or exacerbates depression and suicidality, 
conditions that often co-exist with bipolar disorder.  
App. 6a, 108a-109a, 125a-127a, 195a-196a.   

PhRMA notes (at 14) that physicians “have finite 
amounts of time in which they must both treat           
patients and keep up with developments in their 
fields.”  Pfizer took clear advantage of this need for 
quick information in implementing its fraud, for           
example, by changing the bottom-line conclusion of 
its own lead investigator and creating an “echo cham-
ber” effect in the published literature.  See supra          
pp. 6-7, 24-25.  On the other hand, enforcing prohibi-
tions on fraudulent off-label marketing furthers a 
“medically appropriate . . . standard of care.”  PhRMA 
Br. 8.  Compare id. at 13 (explaining FDA emphasis 
on “truthful and nonmisleading medical journal arti-
cles”) (internal quotations omitted) and A2144 (Pfizer-
proposed jury instruction that drugmaker informa-
tion must be “characterized by balance, objectivity, 
scientific rigor, and appropriate disclosure of finan-
cial support or conflicts of interests”) with supra pp. 
5-6 (discussing Pfizer’s extensive misrepresentations 
about 21 clinical studies, tactics that Dr. Dickersin of 
Johns Hopkins testified “threaten[]  the validity of 
evidence for the effectiveness of off-label interven-
tions,” A12367). 

Pfizer disingenuously suggests (at 5-6) that uphold-
ing the judgment below will impede treatments for 
AIDS, cancer, kidney dialysis, and children because 
DBRCTs sometimes may be hard to conduct.  Here, 
numerous negative DBRCTs powerfully showed a 
lack of efficacy.  App. 49a-51a.  For that reason, both 
courts below rejected Pfizer’s claim that they applied 
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a too-rigorous standard of efficacy that disregarded 
Pfizer’s non-DBRCT evidence.  App. 49a-51a & n.21 
(also rejecting PhRMA’s similar arguments); see          
supra pp. 5-6.  Thus, both courts found that “Pfizer’s 
claimed [anecdotal] evidence of Neurontin’s efficacy 
came from less convincing sources.”  App. 50a. 

Pfizer (at 1, 25-26) and PhRMA (at 2) appear to 
complain about the trebled verdict amount of $142 
million.  To put that figure in context, Pfizer’s            
rampant, nationwide fraud over a decade increased 
its Neurontin off-label revenues by some $9.5 billion, 
at a marginal cost of only $630 million in fines plus 
minimal manufacturing costs.  Kaiser CA Br. 1, 24-
26.  Requiring Pfizer to disgorge its fraudulent gains 
from Kaiser is hardly unfair.  Cf. David Evans, Big 
Pharma’s Crime Spree, Bloomberg News (Dec. 2009) 
(quoting Assistant U.S. Attorney from 2004 Neuron-
tin prosecution as observing, based on 2009 Pfizer 
off-label marketing guilty plea concerning a different 
drug, that, “ ‘[a]t the very same time Pfizer was in 
our office negotiating and resolving the allegations of 
criminal conduct in 2004, Pfizer was itself in its other 
operations violating those very same laws’”). 
II. PFIZER’S FACT-BOUND, BUT-FOR CAUSA-

TION QUESTION CONCERNING AGGRE-
GATE PROOF DOES NOT MERIT REVIEW 

Pfizer bases its second asserted conflict on three 
decisions of this Court that Pfizer never cited below.  
It argues for the first time that the court impermissi-
bly conducted a “Trial by Formula” by crediting Dr. 
Rosenthal’s aggregate evidence and violated Pfizer’s 
due process right to present its defenses.  Pet. 27       
(citing Comcast Corp. v. Behrend, 133 S. Ct. 1426 
(2013); Wal-Mart Stores, Inc. v. Dukes, 131 S. Ct. 2541 
(2011); Philip Morris USA v. Williams, 549 U.S. 346 
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(2007)).  By no means did the district court conduct a 
trial by formula.  Pfizer presented numerous defenses 
at the five-week trial, and issues waived in both         
lower courts hardly warrant review for the first time 
by this Court.  See Delta Air Lines, Inc. v. August, 
450 U.S. 346, 362 (1981) (question “not raised in the 
Court of Appeals . . . is not properly before us”). 

Pfizer’s backup argument for this theme (at 28-31) 
is the same non-existent conflict it asserts with Lilly 
by ignoring the voluminous causation evidence.  See 
supra pp. 23-27.  Pfizer concedes that this issue           
concerns only “but-for causation,” Pet. 29, and review 
is not warranted because it challenges “concurrent 
findings of fact by two courts below,” Exxon, 517 U.S. 
at 840-41 (internal quotations omitted). 

As with its proximate-cause challenge, Pfizer com-
plains (at 30-31) that, notwithstanding the extensive 
evidence that a significant number of PMG physi-
cians relied on Pfizer’s fraud, Kaiser nevertheless 
had the duty to proceed doctor-by-doctor at trial to 
prove its case.  The court properly rejected this            
claim, just as Judge Posner’s opinion for the Seventh 
Circuit rejected a similar one on remand from this 
Court’s decision in Bridge.  See BCS, 637 F.3d at 758 
(“How likely is it that [plaintiffs] lost no bids to            
bidders who had 13 arms in the room but should 
have had only three?”) (quoted at App. 44a).  Rather, 
“ ‘[o]nce a plaintiff presents evidence that he suffered 
the sort of injury that would be the expected conse-
quence of the defendant’s wrongful conduct,’ the             
burden shifts to the defendant to rebut this causal        
inference.”  App. 43a (quoting BCS, 637 F.3d at 758).   

Off-label Neurontin prescribing by PMG physicians 
jumped dramatically in the same time period that 
Pfizer conducted its decade-long marketing fraud.  
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The jury could certainly infer causation from the          
voluminous evidence, particularly because off-label 
prescribing was all but non-existent before Pfizer’s 
fraudulent marketing campaign, and Kaiser specifi-
cally targeted both Kaiser and PMG physicians.  The 
First Circuit properly held that the extent to which 
any physicians might have prescribed Neurontin for 
reasons other than Pfizer’s fraudulent marketing did 
not “eliminate proximate cause,” but posed a “dam-
ages question” on “the total number of prescriptions 
that were attributable to Pfizer’s actions.”  App. 31a.  

Although Pfizer and its amici would prefer that 
damages be unrecoverable unless they can be                   
calculated with mathematical certainty, the long-
established rule of this Court is to the contrary.  See 
Bigelow v. RKO Radio Pictures, Inc., 327 U.S. 251, 
264-65 (1946) (Frankfurter, J.) (“The most elemen-
tary conceptions of justice and public policy require 
that the wrongdoer shall bear the risk of the uncer-
tainty which his own wrong has created.”; “Any other 
rule . . . would be an inducement to make wrongdoing 
so effective and complete in every case as to preclude 
any recovery, by rendering the measure of damages 
uncertain.”).  As the First Circuit noted, the jury 
awarded 75% of the damages sought by Kaiser,             
see supra p. 17, possibly by crediting Pfizer’s limited 
rebuttal evidence that certain doctors may not have 
relied on its fraud.  “Ultimately,” however, “Pfizer’s 
attacks on Dr. Rosenthal’s methodology were all grist 
for the trier of fact; they warranted testing by the 
adversarial process, rather than exclusion.”  App. 40a 
(alterations and internal quotations omitted). 
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III. REVIEW IS LIKEWISE UNWARRANTED 
IN THE COMPANION CASES 

Pfizer’s consolidated petition also seeks review of 
two companion decisions, Harden (App. 57a-77a) and 
Aetna (App. 78a-94a), represented by other counsel.  
In those cases, the district court granted summary 
judgment in favor of Pfizer because, unlike Kaiser, 
those TPP plaintiffs lacked evidence of first-party         
reliance on Pfizer’s fraud, which independently sup-
ports Kaiser’s verdict.  The court of appeals reversed, 
holding that Dr. Rosenthal’s aggregate evidence 
combined with other circumstantial evidence of          
causation was sufficient, and first-party reliance was         
not required.  App. 69a (explaining “that [first-party-
reliance] evidence, while helpful in Kaiser’s presen-
tation to the jury, was not essential to Kaiser’s abil-
ity to prove proximate cause”). 

The Harden plaintiffs limited their claims to pre-
scriptions for bipolar disorder.  App. 59a.  The court 
of appeals held that they survived summary judg-
ment based on Dr. Rosenthal’s regression analysis 
showing “that Pfizer’s misinformation had a signifi-
cant influence on thousands of other prescribing          
decisions,” coupled with “circumstantial evidence” 
that “psychiatrists had almost never prescribed Neu-
rontin for bipolar disorder until after Pfizer began        
its marketing campaign, at which point prescriptions 
jumped by 1700% in two years.”  App. 73a.6   

In Aetna, the court of appeals likewise reversed 
summary judgment based on Dr. Rosenthal’s analy-
sis and plus-factor evidence that Pfizer “particularly 

                                                 
6 Although Harden is a putative class action composed of 

TPPs, the court “express[ed] no view” on whether “the require-
ments of Rule 23” could be met on remand.  App. 77a. 



 

 

36 

monitored sales to Aetna, targeted Aetna as a Neu-
rontin customer, . . . sought information from Aetna 
about its formulary management practices and will-
ingness to pay for Neurontin . . . [,] [and] prepared           
a marketing business plan targeting Aetna” “as the 
number four managed care plan.”  App. 83a, 91a. 

In each case, the court based its decision on              
evidence corroborating Dr. Rosenthal’s aggregate 
causation analysis of Pfizer’s promotional spending 
for the relevant off-label uses.  Although Kaiser’s          
evidence of causation at trial was much more exten-
sive (and Kaiser’s unique first-party reliance was     
independently sufficient to sustain its verdict), neither 
companion case warrants review for all the reasons 
discussed above concerning Dr. Rosenthal’s analysis, 
as well as the fact that each case presented additional 
evidence of causation sufficient to survive summary 
judgment.   

Indeed, when Pfizer’s counsel asserted at the Aetna 
oral argument that the presence of physicians made 
Aetna’s causal chain too attenuated, Justice Souter—
the author of this Court’s seminal RICO proximate-
cause decision in Holmes—squarely disagreed:   

No, all we have to know is that we were not born 
yesterday. . . .  [I]f you have a correlation between 
prescription use and unlawful fraudulent market-
ing, you have made a case that gets you to trial.  
And if you want to come in and refute that case, 
you [have] a trial to do it. 

Oral Arg. Audio at 41:10-41:31, Aetna, No. 11-1595 
(Feb. 6, 2013).   
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CONCLUSION 
The petition for a writ of certiorari in Kaiser, as 

well as in the companion cases, should be denied. 
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