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COUNTERSTATEMENT OF 

QUESTION PRESENTED 
 

 This Court twice recently addressed RICO causa-
tion requirements in Bridge v. Phoenix Bond & 
Indem. Co., 128 S. Ct. 2131 (2008) and Hemi Group, 
LLC v. City of New York, 559 U.S. 1 (2010). The First 
Circuit Court of Appeals faithfully applied those 
principles to the unique facts of this case where (i) 
scientific evidence proved that the drug product 
Neurontin was not an effective treatment for the 
conditions at issue, (ii) the drug maker’s misrepresen-
tations of efficacy were the only reason the product 
would be prescribed, and (iii) the plaintiffs presented 
admissible statistical evidence and other circumstan-
tial evidence showing they were more likely than not 
likely harmed by proven mail and wire fraud. 

 Does the Circuit Court’s reversal of a grant of 
summary judgment against respondents raise a 
compelling case to revisit these accepted principles? 
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CORPORATE DISCLOSURE STATEMENT 

 
 Pursuant to Rule 29.6 of the Rules of this Court, 
respondents state the following: 

 Harden Manufacturing Corporation has no 
parent corporation and there are no publicly held 
companies that own 10% or more of its stock. 

 Louisiana Health Service Indemnity Company, 
d/b/a Blue Cross Blue Shield of Louisiana has no 
parent corporation and there are no publicly held 
companies that own 10% or more of its stock. 
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INTRODUCTION 

 Before this Court, petitioners1 do not contest the 
determinations of the district court and court of 
appeals that they violated RICO by engaging in 
predicate acts of mail fraud and wire fraud. Nor do 
they contest that Neurontin was ineffective for the 
uses at issue. Instead, they ask this Court to rule as a 
matter of law that such unlawful conduct could not 
have damaged the persons who paid for the prescrip-
tions resulting from their fraudulent promotion. 
Their petition’s lack of merit is immediately reflected 
in the implausibility of its premise: notwithstanding 
that respondents have proven that Pfizer engaged in 
a deliberate (and astonishingly successful) nation-
wide fraudulent marketing campaign, they ask this 
Court to rule that respondents cannot prove there is 
any connection between such misconduct and re-
spondents’ increased payment for worthless Neuron-
tin prescriptions. 

 Nor does the petition present any issues worthy 
of review. The court of appeals faithfully and explicit-
ly applied this Court’s precedents to determine that 
the petitioners’ fraud was the proximate cause of the 
respondents’ damages. In evaluating petitioners’ 

 
 1 The petitioners are Pfizer, Inc. and Warner-Lambert, LLC, 
a wholly owned subsidiary of Pfizer. Neurontin was originally 
brought to market in 1993 by Parke-Davis, a wholly owned 
division of Warner-Lambert. Pfizer acquired Warner-Lambert in 
2000 and is responsible for all liabilities of Warner-Lambert and 
its Parke-Davis division. For simplicity’s sake, all entities 
affiliated with Pfizer will be referred to as “Pfizer.”  



2 

claim that respondents failed to prove but-for 
causation, the court of appeals straightforwardly 
applied the well understood rules for deciding mo-
tions for summary judgment or for directed verdict on 
causation grounds: once the respondents put forth 
admissible evidence that they were more likely than 
not harmed by petitioners’ fraud, judgment could not 
be entered because a genuine dispute existed relating 
to material facts. Consideration of the questions 
proposed by petitioners, even if they were appropriate 
for review, would not change these results. 

 This opposition is submitted on behalf of the 
three respondents who appealed the district court’s 
grant of summary judgment in Harden Manufactur-
ing Corp. v Pfizer, Inc. (the “Harden Plaintiffs”), and 
will focus primarily on the court of appeals’ Harden 
decision (Pet. App. 57a-77a). However, as the court of 
appeals noted, the district court granted summary 
judgment against the Harden Plaintiffs after the 
issuance of its findings and conclusions in the Kaiser 
trial, and the Kaiser trial record was considered by 
the court in making its summary judgment ruling. 
Pet. App. 61a. Accordingly, references to the Kaiser 
proceedings are appropriate and necessary. Further, 
the court of appeals structured its opinions so that 
many of its rulings in its Kaiser decision (Pet. App. 
1a-56a) were directly applicable to its decision in 
Harden. 

---------------------------------  --------------------------------- 
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STATEMENT OF THE CASE 

A. Proceedings and Evidence Before the 
District Court 

 The Harden Plaintiffs are three entities respon-
sible for paying the health care costs, including 
prescription drug benefits, of their subscribers, mem-
bers or employees. Nine years ago, they brought this 
action against petitioners under the Racketeering 
Influenced and Corrupt Organizations Act (“RICO”), 
18 U.S.C. § 1961 et seq., the New Jersey Consumer 
Fraud Act, N.J.S.A. 56:8-1 et seq., and common law 
theories to recover moneys they paid as a result of 
Pfizer’s false representations concerning the efficacy 
of its prescription drug Neurontin. Pet. App. 59a, 60a. 
Pfizer itself labeled Neurontin “the snake oil of the 
twentieth century” due to the drug having been 
aggressively promoted for numerous off-label uses. Id. 
at 100a. Unlike the other respondents, however, the 
Harden Plaintiffs have limited their claims to the 
fraudulent promotion of Neurontin as a treatment for 
bipolar disorder. 

 Neurontin was approved by the United States 
Food & Drug Administration (“FDA”) in 1993 as an 
adjunctive therapy for the treatment of partial sei-
zures in adults with epilepsy. Pet. App. 108. Pfizer 
executives quickly recognized, however, that the 
epilepsy market was quite limited, while the market 
for non-approved uses, such as bipolar disorder, was 
far more lucrative. Id. at 7a. A May 1995 Marketing 
Assessment found that the bipolar market presented 
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“an attractive opportunity.” CA1 A8674.2 Pfizer sought 
results similar to that achieved by other manufactur-
ers with other anti-epileptic drugs, CA1 A8687, but as 
early as 1994, Pfizer investigators admitted that “no 
preclinical data support the efficacy of gabapentin in 
acute mania,” CA1 A8695, and the Marketing As-
sessment acknowledged a “lack of scientific rationale” 
for Neurontin’s use as a bipolar therapy due to the 
fact that “Neurontin® has a different mechanism of 
action than the mood stabilizing antiepileptics.” Pet. 
App. 123a. 

 Instead of performing clinical studies that might 
lead to regulatory approval of Neurontin for bipolar, 
senior officials approved a “publication strategy” which 
would increase sales for bipolar by “disseminat[ing] 
the information as widely as possible through the 
world’s medical literature.” CA1 A8820. Such a strat-
egy depended upon the existence of publications that 
the sales force could disseminate. Pfizer committed 
substantial marketing resources to create them. 
Pfizer also recognized that exploratory clinical trials 
would have to be performed, and “[t]he results, if 
positive, will be publicized in medical congresses and 
published in peer-reviewed journals.” Pet. App. 148a 
(emphasis added). 

 
 2 References to the record before the First Circuit in the 
Harden appeal that are not contained in the petitioners’ appen-
dix shall be denominated as “CA1 A___.”  
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 Trials were conducted and the results were not 
positive. A double-blind, randomized, placebo-controlled 
clinical trial (“DBRCT”) Pfizer conducted between 
1996 and 1997 found that a placebo was more effec-
tive in treating mania than Neurontin. Id. at 171a. 
Three additional DBRCTs investigating Neurontin’s 
efficacy as a bipolar treatment were conducted be-
tween 1997 and 2004. All three were negative. Id. at 
171a-74a. The results of these clinical trials led the 
district court to find “there was no reliable scientific 
evidence to support the use of Neurontin to treat 
bipolar disorder.” Id. at 343a, 170a-77a. 

 Overwhelming evidence of inefficacy did not 
interfere with Pfizer’s plans to market Neurontin as a 
therapy for bipolar disorder. Pfizer used three coordi-
nated tactics to market Neurontin to psychiatrists: 
publication of positive articles in the medical litera-
ture, sponsorship of continuing medical education 
events, and direct marketing to physicians. Pet. App. 
123a. In all of these marketing efforts, Pfizer never 
referenced the negative DBRCTs, notwithstanding 
the fact that they were the most relevant and persua-
sive evidence as to Neurontin’s efficacy. Id. at 125a, 
131a, 132a. Indeed, it actively suppressed the nega-
tive clinical trials.3 Id. at 131a, 134a, 196a. Instead, 

 
 3 Consistent with the Marketing Assessment, Pfizer did not 
publish the results of one of these negative studies; it held the 
results of a second study for three years and then only published 
it in an obscure journal with only 455 subscribers; and it falsely 
reported the results of a third study as positive. Pet. App. 130a, 
131a, 171a-74a. The fourth study was not sponsored by Pfizer, 

(Continued on following page) 
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Pfizer exposed physicians to second and third level 
medical evidence that lacked the necessary controls 
to isolate the placebo effect, unlike the suppressed 
DBRCTs that convincingly demonstrated inefficacy. 
Id. at 125a-34a. 

 Pfizer began publishing fraudulent publications 
regarding bipolar treatment as early as February 
1996 when it claimed that Neurontin had beneficial 
effects on mood but failed to report the FDA’s finding 
that Neurontin increased the risk of depression with 
or without suicidal ideation. Id. at 127a. Thereafter, 
knowing the results of the negative bipolar clinical 
trials, it circulated articles and supplements to tens 
of thousands of psychiatrists that intentionally omit-
ted any reference to the negative clinical trials while 
highlighting positive anecdotal claims of Neurontin’s 
efficacy. Id. at 128a-30a. One medical journal sup-
plement fraudulently touting Neurontin as a bipolar 
treatment was circulated to 43,000 psychiatrists.4 
Id. at 128a. 

 Continuing Medical Education programs that 
Pfizer sponsored, which were attended by thousands 
of psychiatrists across the country, gave similar 
presentations: playing up positive secondary evidence 

 
but it refused to acknowledge it or its results in the medical 
articles related to Neurontin that it did create. 
 4 There were only 45,615 psychiatrists in the United States 
in 2000 (including child psychiatrists). James H. Scully & 
Joshua E. Wilk, Selected Characteristics and Data of Psychia-
trists in the United States, 2001-02, 27 ACADEMIC PSYCHIATRY 
247, 248 (December 1, 2003). 



7 

in support of Neurontin but wholly ignoring the 
negative “gold standard” clinical evidence. Id. at 
131a-33a. These widely publicized articles and pro-
grams were intended by Pfizer to create a buzz about 
using Neurontin as a bipolar treatment, and they 
succeeded in creating an echo chamber effect which 
gave the appearance of efficacy through sheer repeti-
tion, despite the lack of any supporting clinical evi-
dence. Id. at 126a-27a. 

 Building on the publication buzz was an intense 
detailing campaign by the Pfizer sales force. By late 
1998 – long after Pfizer knew the negative clinical 
trial results – Pfizer sales representatives called on 
more psychiatrists than any other type of physician, 
including neurologists, even though Pfizer could not 
legally promote Neurontin for any psychiatric condi-
tions. CA1 A9056, A9593. Between October 1997 and 
February 1999, the number of details (sales calls) to 
psychiatrists went from almost zero to over 7,300 per 
month. CA1 A9593. Pfizer recorded 2,667,018 interac-
tions between its sales force and physicians during 
which it promoted Neurontin. CA1 A7804. But there 
is no evidence that the sales representatives disclosed 
the existence of negative bipolar clinical trial data to 
a single doctor. 

 The district court found, and petitioners do not 
contest, that when Pfizer suppressed the negative 
clinical trial evidence relating to Neurontin’s efficacy 
for bipolar disorder, Pfizer engaged in the fraudulent 
marketing of Neurontin. Pet. App. 134a. All aspects of 
its bipolar marketing campaigns employed this fraud. 
Id. The district court also found that the omitted 
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information was material. “[A] fact-finder could 
reasonably infer that a doctor would not prescribe a 
drug if she were aware of overwhelmingly and uni-
formly negative evidence about its efficacy in treating 
bipolar disorder.” Id. at 260a. 

 Further, contrary to the contentions of peti-
tioners and their amici, there was evidence before 
the district court that Pfizer’s marketing caused in-
dividual physicians to prescribe Neurontin. Evidence 
relating to only two bipolar patients was put before 
the district court. In both cases, the physician who 
had initially placed each patient on Neurontin had 
significantly increased his Neurontin prescribing after 
being detailed by a Pfizer sales person and receiving 
false written materials. Within two years of being 
detailed by a Pfizer employee and receiving a Dear 
Doctor letter that purported to identify literature 
relating to Neurontin’s use as a bipolar treatment, 
but omitted any information about the three negative 
DBRCTs of which Pfizer was aware, Dr. James 
Arness’ Neurontin prescribing increased 1100%. Pet. 
App. 242a-44a. And Dr. Nagaveni Ragothaman had 
never prescribed Neurontin for her patients prior to 
being detailed and receiving comparable Dear Doctor 
letters. But she commenced prescribing almost im-
mediately thereafter, with the level of her prescribing 
increasing after each contact. Id. at 245a-46a. Such 
evidence led the district court to comment that physi-
cians’ testimony that they were not influenced by 
Pfizer marketing was “not entirely credible.” Id. at 
345a. 
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 As a vehicle to increase profits, Pfizer’s off- 
label promotion scheme was wildly successful. When 
approved, Neurontin was only expected to generate 
$500 million during the life of its patent. Id. at 110a. 
Within a decade, Neurontin’s annual U.S. sales 
reached $2 billion, less than 10% of which were on 
label. Id. The numbers with regard to bipolar disor-
der sales are even more dramatic. At the time of the 
1995 Marketing Assessment, Neurontin had 0% of 
the bipolar market and only 141 psychiatrists in the 
United States prescribed it for any condition. CA1 
A8689. An April 1996 survey of leading psychiatrists 
confirmed no use of Neurontin for bipolar and those 
surveyed reported no plans to increase usage in the 
future. CA1 A10539. But a 1997 Pfizer marketing 
analysis recognized that it would “take only a mini-
mal amount of information to deliver a significant 
and rapid increase in Neurontin usage for psychiatric 
disorders.” CA1 A9071. 

 Pfizer began to deliver such “information” pursu-
ant to its publication strategy shortly thereafter, and 
within two years, by 1999, psychiatrists’ use of Neu-
rontin to treat bipolar had increased 1700%. Pet. App. 
73a. By 2002, the number of psychiatrists who pre-
scribed Neurontin monthly had increased to 16,000. 
CA1 A10424. Pfizer’s marketing reports and inde-
pendent market data demonstrate that Pfizer’s pro-
motional campaign, which was premised upon false 
claims of efficacy, caused Neurontin bipolar prescrip-
tions to increase from almost nothing to blockbuster 
status. 
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 The fact that Pfizer’s marketing caused the 
Harden Plaintiffs to pay for worthless Neurontin 
prescriptions is confirmed by a multi-variable regres-
sion analysis performed by the Harden Plaintiffs’ 
healthcare econometrics expert, Professor Meredith 
Rosenthal of the Harvard School of Public Health. Dr. 
Rosenthal’s analysis established that 99.4% of all 
Neurontin prescriptions for bipolar disorder were 
caused by Pfizer’s marketing. Pet. App. 13a. That con-
clusion was reached with a high degree of statistical 
certainty. Id. In its Kaiser findings of fact and conclu-
sions of law, the district court ruled Dr. Rosenthal’s 
report was admissible under Fed. R. Evid. 702 and 
found her testimony reliable and convincing, even 
after considering petitioners’ criticisms. The district 
court’s damage analysis adopted her conclusions. Id. 
at 217a. 

 On this factual record, Pfizer moved for summary 
judgment, arguing primarily that the Harden Plain-
tiffs could not prove that their losses were caused by 
Pfizer’s misconduct. The district court recognized that 
the Harden Plaintiffs’ evidence, including the Rosen-
thal report, established “the likelihood of some injury, 
particularly in the area of bipolar disorder,” but 
nonetheless granted summary judgment because the 
evidence “does not suffice to demonstrate the harm 
caused by the fraud, as opposed to run-of-the-mill off-
label detailing.”5 Id. at 261a. In other words, even 

 
 5 The district court also denied the Harden Plaintiffs’ 
motions to certify a class pursuant to Fed. R. Civ. P. 23(b)(3), 

(Continued on following page) 
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though the Harden Plaintiffs could prove they were 
harmed by Pfizer’s fraudulent marketing and could 
quantify the percentage of prescriptions caused by 
Pfizer’s misconduct, their proof failed because they 
were unable to identify which physicians prescribed 
because of the false marketing as opposed to those 
who prescribed for other reasons. 

 
B. The Court of Appeals Decisions 

 On April 3, 2013, the court of appeals reversed 
the grant of summary judgment on the Harden 
Plaintiffs’ claims. Pet. App. 57a. At the same time, the 
court of appeals issued decisions on petitioners’ 
appeal from the judgment entered against it in the 
Kaiser trial, Pet. App. 1a, and Aetna, Inc.’s appeal of 
a grant of summary judgment, Pet. App. 78a. 

 As an alternative ground for affirming the Dis-
trict Court’s summary judgment decision, petitioners 
argued that the Harden Plaintiffs’ claims should be 
dismissed for failing to meet RICO’s proximate cause 

 
which was also appealed by the Harden Plaintiffs. The court of 
appeals vacated the class certification decisions because the 
district court’s misunderstanding of the applicable causation 
principles influenced both its class certification and summary 
judgment decisions. The court of appeals, however, expressed no 
view as to whether the Harden Plaintiffs could meet the re-
quirements of Rule 23(b)(3), and remanded that issue to the 
district court. Whether a class can be certified in light of the 
decisions of the court of appeals is currently being briefed by the 
parties.  
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requirements. In addressing petitioners’ proximate 
cause arguments, the court of appeals noted that the 
district court had found that the Harden Plaintiffs 
“had presented adequate evidence that [petitioners] 
fraudulently promoted Neurontin for off-label treat-
ment of bipolar disorder; that this conduct likely 
caused harm to the plaintiffs; and that such harm 
would be the expected consequence of [petitioners’] 
conduct.” Pet. App. 68a. Petitioners responded that 
the causal chain was nonetheless too attenuated for 
the Harden Plaintiffs to survive summary judgment 
on proximate causation grounds. Id. 

 The court of appeals held that the Harden Plain-
tiffs did not need to demonstrate direct reliance to 
survive summary judgment. Id. at 69a. The court of 
appeals specifically noted, as it did in its Kaiser deci-
sion, that RICO’s proximate cause inquiry includes 
the question of whether there was “some direct rela-
tion between the injury asserted and the injurious 
conduct alleged.” Id., quoting Holmes v. Sec. Investor 
Prot. Corp., 503 U.S. 258, 268 (1992). Drawing all 
inferences in the Harden Plaintiffs’ favor, as it was 
required to do in the summary judgment context, the 
court of appeals determined that “a reasonable jury 
could have found that the injury to the Harden plain-
tiffs was direct.” Pet. App. 70a. The court of appeals 
ruled that “the fact that some physicians may have 
considered factors other than [petitioners’] detailing 
materials does not add such attenuation to the causal 
chain as to eliminate proximate cause,” instead 
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holding that the question presented a question of 
proof to be resolved at trial. Id. 

 The court of appeals also reviewed the Harden 
Plaintiffs’ challenge that they need not prove doctor-
by-doctor reliance in order to show but-for causation. 
It determined that the Harden Plaintiffs’ aggregate 
evidence “is capable of providing proof of but-for 
causation,” and that the Harden Plaintiffs were not 
required to prove causation through the testimony of 
individual doctors. Id. at 72a. It also ruled that the 
combination of that aggregate evidence and the 
Harden Plaintiffs’ other circumstantial evidence “was 
enough . . . to overcome summary judgment.” Id. 

 The court of appeals further addressed petition-
ers’ presentation of testimony from doctors who 
stated that they prescribed Neurontin for off-label 
uses without relying on petitioners’ misrepresenta-
tions. Id. at 73a. The court of appeals held that such 
testimony was insufficient to overcome the admissible 
testimony from Dr. Rosenthal that Pfizer’s marketing 
had a significant influence on many other doctors’ 
prescribing decisions. Id. Moreover, the other circum-
stantial evidence presented by the Harden Plaintiffs, 
such as lack of any bipolar prescribing before the 
marketing campaign and the enormous increase 
thereafter, “supported an inference of causation.” Id. 
It held it was ultimately a jury’s task to weigh the 
individual testimony presented by Pfizer against the 
aggregate and circumstantial evidence presented by 
the Harden Plaintiffs. Id. 



14 

 The court of appeals also ruled that the Harden 
Plaintiffs can show that they suffered injury.6 Id. at 
74a. The court of appeals rejected petitioners’ argu-
ment that because the Harden Plaintiffs could not 
show that Neurontin was always ineffective for 
bipolar, the case had to be proven prescription-by-
prescription. Id. at 75a. 

---------------------------------  --------------------------------- 
 

REASONS FOR DENYING THE PETITION 

 Petitioners present two questions for this Court 
to consider but neither is worthy of review. None of 
the three First Circuit opinions challenged by peti-
tioners fairly present the first question. The court of 
appeals incontestably considered the direct relation 
test for proximate causation in addition to a foreseea-
bility analysis. It found proximate causation estab-
lished through both tests. Nor is this petition an 
appropriate vehicle to clarify the precedential status 
of Hemi Group, LLC v. City of New York, 559 U.S. 1 

 
 6 Although this ruling is not directly relevant to the peti-
tion, amici argue that the First Circuit improperly relied upon 
BCS Servs., Inc. v. Heartwood 88, LLC, 637 F.3d 750 (7th Cir. 
2011) because Judge Posner’s analysis in that case only applies 
if the plaintiff is able to establish that he has suffered an injury. 
Washington Legal Foundation (“WLF”) Br. 23-24. This backup 
argument makes very little sense given the ruling described 
above in the main text, and the court of appeals’ comparable 
rulings in the two other cases. As the court of appeals noted, 
“[t]he question of whether the Harden plaintiffs suffered injury 
is for the jury.” Pet. App. 75a. 
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(2010). The court of appeals expressly stated that 
Hemi Group, and the Court’s other RICO proximate 
cause cases, controlled the outcome of these appeals. 
Pet. App. 20a, 69a. Hemi Group was properly distin-
guished on its facts, not because of any doubts as to 
its validity. 

 Petitioners’ second question can be fairly restated 
as whether causes of action under a federal statute 
must be proven by direct testimony as opposed to 
other forms of admissible evidence. This Court first 
answered that question in 1821, and its observation 
in The Robert Edwards, 19 U.S. (6 Wheat.) 187, 190 
(1821) applies in full force today: “we are not to shut 
our eyes on circumstances which sometimes carry 
with them a conviction which the most positive 
testimony will sometimes fail to produce.” See Desert 
Palace, Inc. v. Costa, 539 U.S. 90, 100 (2003) (“Cir-
cumstantial evidence is not only sufficient, but may 
also be more certain, satisfying and persuasive than 
direct evidence.”). Once the court of appeals recog-
nized in Harden that there was no valid reason to 
preclude consideration of the respondents’ scientifi-
cally valid, trial tested regression analysis, there 
could be no doubt that issues of material fact existed 
regarding causation and damages, and that summary 
judgment was inappropriate. When one party’s ad-
missible circumstantial evidence contradicts the 
other’s direct testimonial evidence, a reason to hold a 
trial exists, not to deny one. 
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 Thus, neither question offered by the petitioners 
raises a novel or serious question. The petition should 
be denied. 

 
I. THE COURT OF APPEALS RULINGS 

ON PROXIMATE CAUSE FOLLOW THIS 
COURT’S PRECEDENT AND DO NOT 
CREATE A CONFLICT WITH THE DECI-
SIONS OF OTHER CIRCUITS 

 Petitioners misstate the court of appeals’ proxi-
mate cause rulings. They claim that “in the court of 
appeals’ view, RICO proximate causation requires 
only a showing that an ‘injury was plainly foreseeable 
and was in fact foreseen,’ ” Pet. 15, and that the court 
of appeals ignored the “direct relation” test set forth 
in Holmes and Anza v. Ideal Steel Supply Corp., 547 
U.S. 451 (2006). Id. at 18. It is true that the court of 
appeals did rule that injury was plainly foreseeable 
and in fact foreseen. Pet. App. 28a. But the court of 
appeals did not stop there; it ruled that “the causal 
chain is sufficiently direct to survive the Court’s test 
at the summary judgment stage.” Id. at 69a. Because 
the court of appeals analyzed both direct relation and 
foreseeability, this Court should not grant certiorari 
to determine which test should take precedence. For 
the same reason, there is no conflict with other courts 
that merits review. 
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A. The Court of Appeals Considered 
Direct Relation in Addition to Fore-
seeability 

 The first question presented by petitioners is 
“[w]hether RICO’s proximate causation requirement 
may be satisfied by mere foreseeability or instead 
requires a direct causal relationship.” Pet. (i). But the 
court of appeals specifically refuted the proposition 
that a foreseeability inquiry was sufficient: “[h]ere, 
the harm to Kaiser plainly was foreseeable, and 
foreseeability is needed for, but does not end the 
inquiry as to, proximate causation.” Pet. App. 20a 
(emphasis added). As stated by the court of appeals, 
“[t]he proximate causation question in this appeal 
concerns whether the chain of events between Pfizer’s 
misrepresentations and Kaiser’s payment for the 
prescriptions is so attenuated that, for legal and 
policy reasons, Kaiser’s claim for recovery should be 
denied.” Id. at 20a. 

 The court of appeals analyzed the proximate 
causation issue at length. Id. at 21a-32a. It specifical-
ly identified the direct relation test referenced by 
petitioners. Id. at 23a. And after ruling that Kaiser 
was “the party that directly suffered economic injury 
from Pfizer’s scheme,” it held that Kaiser had “met 
both the direct relationship and functional tests 
articulated in Holmes and its progeny.” Id. at 28a. 
The court of appeals analyzed the same proximate 
causation principles in the Harden decision, although 
it did so partly by reference to the Kaiser decision. 
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As we explained in Kaiser, 712 F.3d at 33-35, 
our RICO analysis is controlled by the 
Supreme Court’s decisions in Holmes v. 
Securities Investor Protection Corp., 503 U.S. 
258 (1992), and its progeny. See Anza v. Ideal 
Steel Supply Corp., 547 U.S. 451 (2006); 
Bridge v. Phoenix Bond & Indem. Co., 128 
S. Ct. 2131 (2008); Hemi Grp., LLC v. City of 
New York, 130 S. Ct. 983 (2010). The proxi-
mate causation question in this appeal is es-
sentially identical to the question presented 
in Kaiser’s appeal, and we decide here, as we 
did there, that the causal chain is sufficiently 
direct to survive the Court’s test at the 
summary judgment stage. 

Pet. App. 69a. After restating the direct relation test, 
the court of appeals specifically ruled that “a reason-
able jury could have found that the injury to the 
Harden plaintiffs was direct” and that the “causal 
chain in this case is not so attenuated as to support 
summary judgment.” Id. at 70a. This is a far cry from 
“adopting instead a test of mere foreseeability,” as 
petitioners claim. Pet. 19. 

 At bottom, petitioners’ argument that the court of 
appeals did not perform a direct-relation inquiry is an 
argument that the court of appeals should have 
reached petitioners’ preferred result. But even if the 
direct relation test is exactly as petitioners restate it, 
the test is about the directness of injury. Pet. 18, 
quoting Anza (identifying the direct relation “test” as 
“whether the alleged violation led directly to the 
plaintiffs’ injuries”). Petitioners have simply confused 
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lack of direct contact with lack of direct injury – the 
very mistake identified in Bridge v. Phoenix Bond & 
Indem. Co., 553 U.S. 639, 658 (2008). As the court of 
appeals explained, whether or not petitioners were 
the actual cause of third party payors’ injuries is not 
a question of proximate causation, but of but-for 
causation: 

The fact that some physicians may have 
considered factors other than Pfizer’s detail-
ing materials in making their prescribing 
decisions does not add such attenuation to 
the causal chain as to eliminate proximate 
cause. Rather than showing a lack of proxi-
mate causation, this argument presents a 
question of proof regarding the total number 
of prescriptions that were attributable to 
Pfizer’s actions. This is a damages question. 
Cf. Anza, 547 U.S. at 466 (Thomas, J., concur-
ring in part and dissenting in part) (“Proxi-
mate cause and certainty of damages, while 
both related to the plaintiff ’s responsibility 
to prove that the amount of damages he seeks 
is fairly attributable to the defendant, are 
distinct requirements for recovery in tort.”). 

Pet. App. 31a. The court of appeals resolved the legal 
question of proximate cause, finding that the Harden 
Plaintiffs’ claims satisfied the foreseeability and direct-
relation tests. The factual question of but-for causa-
tion is a matter for trial. 
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B. Because the Court of Appeals Analyzed 
All Proximate Cause Considerations, 
There Is No Conflict with Other Cir-
cuits 

 Petitioners contend that the court of appeals’ rul-
ings as to proximate causation create a conflict with 
other courts because the other courts “have recog-
nized that RICO’s direct-relation test is not satisfied 
by mere foreseeability.” Pet. 24. But as demonstrated 
above, the court of appeals did not hold that RICO’s 
direct causation test was satisfied only through 
foreseeability. Where the First Circuit has adopted 
the same approach to RICO proximate causation 
applied by the sister courts of appeals, there is no 
circuit split. 

 Nonetheless, petitioners contend that the proxi-
mate cause rulings directly conflict with prior prece-
dents of the Second and Ninth Circuits: UFCW Local 
1776 v. Eli Lilly & Co., 620 F.3d 121, 134 (2d Cir. 
2010) and United Food & Commercial Workers Cent. 
Pa. & Reg’l Health & Welfare Fund v. Amgen, Inc., 
400 Fed. App’x 255, 257-58 (9th Cir. 2010). Little time 
need be devoted to considering whether a conflict 
with the Amgen decision justifies granting certiorari 
under the principles set forth in Supreme Court 
Rule 10(a). Where the Ninth Circuit has refused to 
publish the decision and expressly stated that it is 
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not precedent, 400 Fed. App’x at 257, n.*, any alleged 
conflict7 cannot concern an “important matter.” 

 Any claim that the First Circuit’s proximate 
causation decisions conflict with Lilly is demonstra-
bly false. The Lilly plaintiffs presented two damage 
theories: (1) that the drug manufacturer’s misrepre-
sentations caused the market to overvalue Zyprexa, 
which resulted in the third party payors paying too 
much for the drug – the “excess price” theory; and (2) 
that the manufacturers’ misrepresentations to doctors 
caused physicians to prescribe more Zyprexa than 
would have otherwise been ordered – the “quantity 
effect” theory. Lilly, 620 F.3d at 129. The Second 
Circuit ruled that only the “excess price” theory ran 
afoul of RICO’s proximate cause requirements. Id. at 
134. The Second Circuit acknowledged that the 
quantity effect theory was “simpler” and “less attenu-
ated.” Id. at 135, 136. In fact, it refused to dismiss 
quantity effect claims on proximate cause grounds 
and remanded the claims back to the district court. 
Id. at 136. 

 
 

 
 7 In fact, there is no conflict. As the Ninth Circuit recog-
nized, the misleading statements that allegedly damaged the 
plaintiff class did not concern any drug or use that the defen-
dant promoted. 400 Fed. App’x at 257. By contrast, petitioners 
actively promoted false messages to physicians about Neuron-
tin’s efficacy for specific indications, knowing the drug did not 
work for the conditions at issue.  
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 Notwithstanding petitioners’ mischaracterization 
of respondents’ damage theory, Pet. 21, respondents 
have never contended that they overpaid for 
Neurontin. To employ the Second Circuit’s terminolo-
gy, respondents are only seeking damages under the 
quantity effect theory. Thus, there is no conflict – 
both courts of appeal refused to dismiss quantity 
effect claims on proximate cause grounds.8 

 Diverse decisions from other circuits are cited by 
petitioners to demonstrate that other courts of appeal 
“have recognized that RICO’s direct-relation test for 
proximate causation is not satisfied by mere foresee-
ability.” Pet. 24. The First Circuit has added itself to 
the same list by ruling that foreseeability “does not 
end the inquiry as to” proximate causation and there-
after examining the direct-relation test at length. Pet. 
App. 20a, 23a. The court of appeals considered all 
applications of proximate cause articulated by this 
Court in the civil RICO context, and found that the 
Harden Plaintiffs’ claims passed muster by all of 
them. Accordingly, petitioners’ first question does not 
present an actual controversy warranting review. 

 
 
 

 
 8 The Second Circuit in Lilly did find that individual 
plaintiff issues regarding proof of but-for causation precluded 
class certification under Fed. R. Civ. P. 23(b)(3). 620 F.3d at 135. 
The First Circuit, of course, never reached the class certification 
issues in Harden.  
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II. THE SUFFICIENCY OF THE HARDEN 
PLAINTIFFS’ CAUSATION EVIDENCE DOES 
NOT MERIT REVIEW 

A. The Evidence Offered by the Harden 
Plaintiffs Was Sufficient to Withstand 
Summary Judgment 

 Petitioners’ second question reflects a misunder-
standing of the well-settled standard for summary 
judgment. To survive petitioners’ but-for causation 
challenge, the Harden Plaintiffs had only to present 
admissible evidence that they had likely been harmed 
by the fraudulent marketing campaign. Petitioners do 
not challenge here that Neurontin was an ineffective 
treatment for bipolar disorder, or that paying for 
worthless bipolar prescriptions constitutes damage. 
Therefore, the Harden Plaintiffs only had to prove 
that they more likely than not paid for Neurontin 
bipolar prescriptions that were written as a result of 
petitioners’ campaign to misrepresent Neurontin’s 
bipolar efficacy. 

 This was not difficult. As the court of appeals 
noted, the facts that psychiatrists almost never 
prescribed Neurontin for bipolar prior to the market-
ing campaign, but that such prescriptions increased 
by 1700% shortly after the campaign commenced, was 
sufficient to infer causation. Pet. App. 73a. Since all 
reasonable inferences had to be drawn in the Harden 
Plaintiffs’ favor, Scott v. Harris, 550 U.S. 372, 379 
(2007), this evidence alone would have been sufficient 
to defeat summary judgment. This is yet another 
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ruling of the court of appeals that petitioners do not 
ask to have reviewed, which means that even if the 
petitioners obtain the review they seek, the result 
below will be unchanged. 

 Petitioners do not articulate a ground why the 
lower courts should not have considered Dr. Rosen-
thal’s evidence. They do not argue, for example, that 
Dr. Rosenthal’s opinions were inadmissible under 
Fed. R. Evid. 702 or 703. Although petitioners grouse 
(Pet. 27) about certain aspects of Dr. Rosenthal’s 
analysis with which they disagree,9 they do not allege 
that the district court failed its duty as a gatekeeper 
pursuant to Daubert v. Merrill Dow Pharmaceuticals, 
Inc., 509 U.S. 579 (1993), or that the district court 
abused its discretion in admitting the expert testimo-
ny. Given the high standard necessary to overturn an 
evidentiary decision as an abuse of discretion, Kumho 
Tire Co., Ltd. v. Carmichael, 526 U.S. 137, 158 (1999), 
and this Court’s extreme reluctance to review appli-
cations of law to fact that have already been reviewed 
by a federal appellate court, Exxon Co. U.S.A. v. 
Sofec, Inc., 517 U.S. 830, 840-41 (1996), petitioners’ 
failure to seek review of the admissibility of Dr. 
Rosenthal’s evidence is likely deliberate. 

 If petitioners are not challenging the admissibil-
ity of the Rosenthal regression analysis, however, 

 
 9 But see Kaiser at Pet. App. 38a-42a, refuting Pfizer’s 
criticisms of Dr. Rosenthal’s analysis and holding that their 
objections simply raised questions for the jury. 
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they must proffer some basis for claiming her analy-
sis could not be used to oppose summary judgment. 
Petitioners appear to argue that pharmaceutical 
fraud claims based upon misrepresentations made to 
physicians may only be proven through the direct 
evidence of the physicians who received the represen-
tations. Putting aside the fact that such a rule would 
contradict almost 200 years of jurisprudence allowing 
federal claims to be proven by direct or circumstantial 
evidence, The Robert Edwards, 19 U.S. (6 Wheat.) at 
190, petitioners still fail to identify the statutory or 
common law basis for the rule they request. See 
Desert Palace, Inc., 539 U.S. at 100. Nor do they 
suggest, other than their own convenience, a reason 
why this Court should adopt it. 

 In its Kaiser opinion the court of appeals refer-
enced several precedents from the Court that author-
ized the use of statistical evidence to establish causal 
relationships. Pet. App. 37a; see Wards Cove Packing 
Co., Inc. v. Atonio, 490 U.S. 642, 657-58 (1989); Wat-
son v. Fort Worth Bank & Trust, 487 U.S. 977, 994 
(1988); Duren v. Missouri, 439 U.S. 357, 366-67 
(1979); Times-Picayune Pub. Co. v. United States, 345 
U.S. 594, 621 (1953). With regard to regression anal-
ysis, the Court has not only previously found it to be 
a probative tool capable of explaining the behavioral 
rationale for numerous apparently independent 
decisions taken over a long period of time; it has also 
unanimously ruled it was an abuse of discretion not 
to admit such an analysis into evidence, even when 
the district court found that the regression neglected 
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to include relevant variables. See Bazemore v. Friday, 
478 U.S. 385, 400-01 (1986). 

 The court of appeals therefore properly refused to 
find that the circumstantial and statistical evidence 
presented by the Harden Plaintiffs was incompetent, 
finding “no reason to reach a different conclusion for 
the specific subset of RICO claims based on fraudu-
lent marketing.” Pet. App. at 43a; see id. at 74a. 
Petitioners were unable to articulate any rationale for 
their request for disparate treatment in the court of 
appeals, and they have not made any attempt to pick 
up that gauntlet in their petition. When petitioners 
are unable to explain why they should obtain the 
relief they seek, their petition for certiorari should be 
denied.10 

 Finally, there is no merit to petitioners’ claim 
that the allowance of aggregate evidence of causation 
caused “a restructuring of burdens of proof.” Pet. 31. 
Any shift in the burden of proof was caused by peti-
tioners’ assertion of an affirmative defense: that 

 
 10 Presumably, in their reply, petitioners will claim that 
because the reasons physicians might prescribe a drug to a 
patient are so multifarious, a regression analysis cannot accu-
rately reflect what motivated their decision. This court rejected 
that very same rationale as a ground for not admitting a regres-
sion analysis in Bazemore, 478 U.S. at 403, n.14 (“Respondents’ 
strategy at trial was to declare simply that many factors go into 
making up an individual employee’s salary.”). When properly 
performed, with sufficient data of reliable quality, a regression 
analysis can detect causal relationships in data and “organize 
and explain data that may appear random.” Id.  
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physicians exercising independent judgment, as 
opposed to petitioners’ fraud, caused the Harden 
Plaintiffs to pay for Neurontin. The argument is that 
physicians’ independent judgment is an intervening 
cause – and intervening cause is an affirmative 
defense on which the defendant bears the burden of 
proof regardless of the type of evidence plaintiff relies 
upon to prove causation. BCS Servs., Inc. v. Heart-
wood 88, LLC, 637 F.3d 750, 757 (7th Cir. 2011). 
Petitioners’ inability to cite any authority in support 
of this argument is indication enough of its unworthi-
ness for review. The court of appeals was correct to 
hold that in the summary judgment context, the 
Harden Plaintiffs did not have to offer evidence which 
positively excludes every other possible cause of the 
worthless Neurontin prescriptions. Pet. App. 43a, 
73a; see Carlson v. Chisholm-Moore Hoist Corp., 281 
F.2d 766, 770 (2d Cir. 1960) (Friendly, J.). 

 
B. The Acceptance of the Harden Plain-

tiffs’ Aggregate Evidence in Summary 
Judgment Does Not Create a Conflict 
with Other Courts of Appeals 

 Petitioners contend that the rulings of lower 
courts in this case “cannot be reconciled” with the 
decisions of other courts. Pet. 29. But the court of ap-
peals specifically disagreed with petitioners’ charac-
terization of those decisions, and found them “either 
supportive of our result or inapposite.” Pet. App. 45a. 
The court of appeals saw “no split in authority.” Id. 
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 In support of their claim of conflict, petitioners 
rely again almost exclusively on the Second Circuit’s 
Lilly decision. Pet. 29. In that case, which involved 
different types of fraudulent representations, 620 
F.3d at 129, and different aggregate evidence, id. at 
135, the Second Circuit reviewed the district court’s 
decisions to certify a class of third party payors under 
Fed. R. Civ. P. 23(b)(3) as well as the lower court’s 
denial of summary judgment on the individual plain-
tiffs’ RICO claims. The court of appeals found that the 
plaintiffs were unable to establish causation through 
common evidence and reversed the district court’s 
class certification decision. Id. at 136-37. However, it 
refused to dismiss the plaintiffs’ individual cases, 
finding that individual third party payors might be 
able to establish they were harmed by the pharma-
ceutical manufacturers’ misrepresentations to doc-
tors. Id. at 136. Thus, there is no conflict between 
Lilly and the First Circuit cases at all – in all four 
cases the appellate courts allowed further proceed-
ings in the individual plaintiffs’ cases. 

 Further, as the court of appeals correctly recog-
nized, Lilly cannot stand for the proposition that 
aggregate evidence can never be used in cases alleg-
ing pharmaceutical fraud. Pet. App. 45a-46a. Two 
important factors distinguish Harden from Lilly: the 
quality of the aggregate evidence and the nature of 
the misrepresentations. 

 First, as the First Circuit acknowledged, the 
quality of the aggregate evidence in Lilly was weak, 
“only an extrapolation from the fact that the number 
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of off-label prescriptions for Zyprexa fell after Eli 
Lilly’s fraud became known.” Pet. App. 45a-46a. The 
musing of an economist11 “does not come close to 
resembling” a complete regression analysis which not 
only withstood a Daubert challenge, but has been trial 
tested. Id. at 46a. Further, Dr. Rosenthal’s analysis 
was based on “contemporaneous data that reflected 
what was actually happening with regard to spending 
and prescriptions while Pfizer’s fraud was ongoing.” 
Id. Different evidence leads to different results. 

 Just as important, while here Pfizer misrepre-
sented Neurontin’s inefficacy as a bipolar treatment, 
in Lilly the defendant allegedly misrepresented 
Zyprexa’s relative efficacy and safety. 620 F. 3d at 129. 
The drug worked, but just not as well as the manu-
facturer claimed. There were no claims that Eli Lilly 
suppressed clinical studies results which showed the 
drug was ineffective. The court of appeals recognized 
that cases where a plaintiff claims the drug was 
ineffective are properly distinguished from those 
where the misrepresentations concern the drug’s cost 
effectiveness. Pet. App. 46a. Where the misrepre-
sented drug is still efficacious, it is much more diffi-
cult to determine whether the physician would have 

 
 11 Petitioners claim that the plaintiffs in Lilly also present-
ed “aggregate statistical analysis.” Pet. 29. While substantial 
econometric work supported the Lilly plaintiffs’ unsuccessful 
“excess price” theory, the economic analysis supporting their 
claim that misrepresentations caused unnecessary prescriptions 
was solely premised on assumptions, estimates and postulates. 
620 F.3d at 135. 
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prescribed it – because the drug was always a viable 
therapy option regardless of the misrepresentations. 
Further, physicians who disbelieved Eli Lilly’s inflat-
ed claims may have prescribed Zyprexa anyway, 
because the medication could still treat the patient’s 
condition. Lilly, 620 F.3d at 135. In contrast, every 
physician who prescribed Neurontin for bipolar did so 
based on the false understanding that the drug could 
actually improve their patients’ conditions. And, as 
the district court recognized, “a fact-finder could 
reasonably infer that a doctor would not prescribe a 
drug if she were aware of overwhelmingly and uni-
formly negative evidence about its efficacy in treating 
bipolar disorder.” Pet. App. 260a. No such inference 
could be drawn if a physician learned the truth about 
Zyprexa. Different facts also lead to different results. 

 Petitioners contend a conflict exists with a class 
action treatise that states that class status is not 
appropriate in fraud claims where “there is any 
material variation in the representations made, or in 
the degrees of reliance thereon,” quoting Joseph M. 
McLaughlin, MCLAUGHLIN ON CLASS ACTIONS § 5:54 
(9th ed. 2012). Pet. 30. Of course, this is not currently 
a class action, no class has been certified, and no 
question relating to class status is properly before 
this Court. But it is worth noting that petitioners 
have failed to establish there is any variation in the 
representations made or in the degrees of reliance on 
the misrepresentations. The district court ruled in 
2007 that the misrepresentations of efficacy are 
“materially uniform.” In re Neurontin Mktg. & Sales 
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Practices Litig., 244 F.R.D. 89, 109 (D. Mass. 2007). 
Petitioners did not appeal this finding. Further, as 
noted above, every doctor who prescribed Neurontin 
relied on the false information that Neurontin was an 
effective treatment for bipolar. No reasonable physi-
cian would prescribe a prescription medication if he 
did not believe the representation that it was effec-
tive. Thus, to the extent it is relevant, there is no 
conflict with the McLaughlin treatise. 

 In summary, the court of appeals correctly found 
that any other cases that rejected aggregate evidence 
were inapposite. Pet. App. 74a; id. at 45a.12 No con-
flict merits review. 

 
 
 
 
 
 
 
 

 
 12 The cases cited by petitioners at 29, n. 7 that allegedly 
conflict with the decisions of the court of appeals were all de-
cided by district courts – they do not constitute conflicts worthy 
of certiorari review as defined in Supreme Court Rule 10(a). 
Some of the cases cited, however, do not concern proof of causation 
through aggregate evidence at all. Those that do are inapposite 
for the reasons described above. None address the issue of why 
recognized statistical evidence that would constitute competent 
proof in all other types of actions should not be admitted in 
RICO claims that are based on fraudulent marketing.  
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III. PETITIONERS’ ARGUMENTS DO NOT CON-
STITUTE IMPORTANT OR RECURRING 
QUESTIONS 

A. The Fact that the Fraudulent Promo-
tion at Issue Was for Off-Label Uses Is 
Entirely Irrelevant to Review 

 This case is not about off-label promotion of 
drugs. Rather, it is about the fraudulent promotion of 
a drug which happens to have been for off-label uses. 
Respondents did not argue that petitioners’ market-
ing of Neurontin for unapproved uses was fraudulent 
because it was off label; they proved, with evidence 
distinct from their aggregate causation evidence, that 
petitioners engineered a nationwide marketing cam-
paign to mislead doctors into prescribing Neurontin for 
conditions for which they knew it did not work.13 
Petitioners no longer dispute this. 

 
 13 The court of appeals noted that the Harden Plaintiffs’ 
evidence showed, and that the trial court found, that petitioners 
engaged in a “nationwide fraudulent marketing campaign.” Pet. 
App. 70a. 
 Contrary to the assertions of PhRMA, PhRMA Br. 5, 14, 
neither the court of appeals nor the district court concluded that 
Neurontin was ineffective for bipolar or other off-label indica-
tions simply because there was no evidence that met the FDA’s 
criteria for efficacy (two positive DBRCTs). Instead, the conclu-
sion of inefficacy was reached because there were DBRCTs,  
but those trials showed that Neurontin was no more effective 
than placebo. Pet. App. 51a; id. at 195a-96a. “Where, as here, 
numerous DBRCTs indicate that a drug is ineffective, that 
provides powerful scientific evidence of inefficacy, particularly as 

(Continued on following page) 
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 Respondents agree with petitioners and the 
amici that physicians should have the best infor-
mation about off-label uses of prescription drugs; but 
the nature of petitioners’ RICO violations was sup-
pression of the best information about off-label uses 
of Neurontin. It is well recognized that drug compa-
nies have superior access to information about their 
products. Wyeth v. Levine, 555 U.S. 555, 578-79 
(2009). It is therefore all the more damaging when 
a pharmaceutical company disseminates only half-
truths about off-label uses of prescription drugs. As 
the fact-finder held in the bellwether Kaiser trial, it 
was fraud for petitioners to mislead physicians into 
believing Neurontin was efficacious when petitioners 
knew it was not.14 The First Amendment does not 
shield fraud. Illinois ex rel. Madigan v. Telemarketing 
Assocs., Inc., 538 U.S. 600, 612 (2003). 

 Petitioners note that with respect to some dis-
eases and some patient populations, it is difficult to 
conduct double-blind, randomized, placebo-controlled 
clinical trials. Pet. 5-6. They strongly imply that they 
should be held blameless for off-label Neurontin 
prescriptions on that basis; but in fact petitioners 
had no trouble in conducting such trials for all of the 

 
compared to anecdotal experiences, which can be tainted by the 
placebo effect.” Id. at 50a. 
 14 Pet. App. 134a (finding that petitioners “engaged in the 
fraudulent marketing of Neurontin for bipolar disorder”); id. at 
146a (for neuropathic pain); id. at 150a-51a (for migraine); id. at 
155a (for doses at greater than 1800 mg/day). 
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off-label indications at issue. With respect to bipolar, 
Neurontin was subjected to four DBRCTs. It is not 
that “gold standard” efficacy determinations were 
naturally hard to come by for Neurontin; it is that 
once those studies found that the drug was no more 
effective than placebo, Pet. App. 123a-24a, petitioners 
deliberately distorted the studies’ findings or kept the 
truth from prescribers. 

 In setting the stage for its argument that off-
label speech should not be limited, petitioners note 
that not allowing physicians to prescribe drugs in the 
absence of DBRCTs showing efficacy could have fatal 
consequences. Pet. 5-6. While true, that fact is wholly 
irrelevant, as there were DBRCTs for the off-label 
Neurontin uses at issue, albeit only those with 
negative findings. And Neurontin is no mere placebo; 
the drug has serious side effects that led the FDA to 
question its widespread usefulness. In the original 
studies that led to Neurontin’s approval for epilepsy, 
the FDA detected a concerning number of patients 
who received Neurontin and experienced “clinically 
important depression,” as well as patients whose 
depression “may become worse and require interven-
tion or lead to suicide.” Pet. App. 235a. By fraudulent-
ly convincing physicians to prescribe Neurontin as a 
bipolar treatment, petitioners caused the serious 
medical conditions of thousands of patients to be left 
untreated – and caused those patients to be given a 
medication that could instead intensify the depressive 
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aspect of their disease.15 The only “fatal consequenc-
es” at issue here must be laid at petitioners’ door. 

 PhRMA goes a step farther than petitioners, 
arguing that the Court should subject petitioners’ 
questions to review because “if the decisions below 
are allowed to stand, pharmaceutical companies 
might self-censor, avoiding speech that could prompt 
litigation susceptible to judicial review.” PhRMA Br. 
16. To the extent that this is true, it is difficult to see 
a problem in incentivizing pharmaceutical companies 
to avoid fraudulent promotion schemes that are as 
calculated and deliberate as that of petitioners.16 
It would be no small departure to protect fraudulent 

 
 15 See Pet. App. 109a (referencing the testimony of an expert 
for respondents that Neurontin showed a high incidence of 
depression and that the drug “should be used ‘with caution.’” In 
the expert’s view, “the incidence of depressive side effects is 
relevant to the use and marketing of Neurontin for patients with 
bipolar disorder because ‘bipolar disorder includes depression’ 
along with a manic component”). The district court found that 
petitioners’ failure to disclose lack of efficacy was “particularly 
outrageous in the area of bipolar disorder” not simply because 
“there was not a scrap of evidence supporting efficacy” but also 
because “there were actual negative side effects of depression.” 
(emphasis in original) Id. at 195a-96a. 
 16 PhRMA also repeatedly cites the FDA’s Good Reprint 
Practices guidance for support – but the guidance specifically 
excludes information that is “false or misleading” from the types 
of information that can be disseminated. FDA, Good Reprint 
Practices for the Distribution of Medical Journal Articles and 
Medical or Scientific Reference Publications on Unapproved New 
Uses of Approved Drugs and Approved or Cleared Medical 
Devices (Jan. 2009), http://www.fda.gov/RegulatoryInformation/ 
Guidances/ucm125126.htm. 



36 

speech on the chance that it might chill truthful 
speech. Furthermore, PhRMA based its evaluation of 
possible effects on truthful speech on petitioners’ 
incorrect reading of the proximate causation analyses 
of the court of appeals. Because the court of appeals 
did consider a direct relation test for RICO proximate 
causation, the possible effects on speech envisioned 
by PhRMA are all the more unlikely. 

 
B. The Core Fraud in These Cases – Sup-

pression of Negative Clinical Trial Re-
sults – Is Unlikely to Recur 

 Without citation or support, petitioners claim 
that “lower courts are seeing a boom in RICO suits 
against pharmaceutical manufacturers for alleged 
inaccuracies in their marketing.” Pet. 3; see WLF Br. 
8. Petitioners cite only the statistic that 7,500 RICO 
cases have been filed in the last ten years, but despite 
the characterization of petitioners that there has 
been a “growing number” of RICO suits predicated on 
mail or wire fraud, it is not clear from that number 
that there have indeed been more cases filed. Pet. 25-
26. In fact, it does not appear that the number is 
increasing any more than the overall number of cases 
filed.17 It is also not clear how the decisions of the 

 
 17 The same statistics cited by petitioners (Pet. 17, n.2), 
which are available for 2001-2012, show that while there has 
been an increase (4,482 in 2001-2006, 4,582 in 2007-2012, up 
2.2%), it has been smaller than the general increase in all cases 
filed (1,566,411 in 2001-2006, 1,641,412 in 2007-2012, up 4.8%). 

(Continued on following page) 



37 

court of appeals will impact such a broad array of 
RICO cases; petitioners and amici repeatedly argue 
that pharmaceutical marketing cases warrant a 
special rule because of the role of physicians, and 
they only contend that “dozens” of such suits have 
ever been filed. PhRMA Br. 3. And respondents dis-
pute that if fraud similar to that perpetrated by 
petitioners were to occur again, courts would be 
burdened “unnecessarily.” Id. RICO’s treble damages 
provision is no windfall requiring further limitation 
by the Court – it is remedial in nature.18 See Pacifi-
Care Health Systems, Inc. v. Book, 538 U.S. 401, 406 
(2003). 

 It is only based on misreadings of the decisions of 
the court of appeals that petitioners contend that the 
proximate cause rulings will “result in a dramatic 
escalation in such claims,” Pet. 26, and that the 
aggregate evidence rulings will “invite an unlimited 
escalation” of claims, Pet. 32. If this litigation shows 
anything, it shows that fraud is a difficult but 

 
See Administrative Office of the United States Courts, Office  
of Judges Programs, Statistics Division, Statistical Tables For 
The Federal Judiciary, available at http://www.uscourts.gov/ 
Statistics/StatisticalTablesfortheFederalJudiciary/StatisticalTables_ 
Archive.aspx. As the underlying litigation shows, petitioners 
have never been shy about cherry-picking statistics. 
 18 Petitioners quote Justice Rehnquist for support for their 
proposition that the scope of RICO should be limited, but as the 
same remarks note, whether RICO should be limited because of 
a proliferation of cases is for Congress to decide. William H. 
Rehnquist, Remarks of the Chief Justice, 21 ST. MARY’S L.J. 5, 13 
(1989). 
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absolutely necessary component of a RICO claim 
against a pharmaceutical company predicated on 
mail or wire fraud, and that such fraud must be 
proven by evidence other than statistical evidence. A 
proper reading of the decisions of the court of appeals 
reveals that nothing therein removes or relaxes 
RICO’s rigorous pleading and proof requirements. 

 For RICO claims to survive a motion to dismiss, 
plaintiffs must plausibly plead, and then prove, that 
they suffered injury by reason of a violation of 18 
U.S.C. § 1962. In cases predicated on acts of mail or 
wire fraud, plaintiffs must plausibly plead harmful 
conduct effectuated by an enterprise through a pat-
tern of racketeering activity – with the particularity 
required by Fed. R. Civ. P. 9(b). See American Dental 
Ass’n v. Cigna Corp., 605 F.3d 1283, 1291 (11th Cir. 
2010). Notwithstanding respondents’ recent success, 
few plaintiffs can meet these statutory require-
ments.19 And because the facts and evidence regard-
ing fraud and efficacy in these cases are so unusual, 
but nonetheless material to the proximate cause and 
aggregate evidence issues, any review of this case will 
have limited application to other cases. 

 
 19 Petitioners mischaracterize as “predicting increased RICO 
litigation” an article by Thomas M. Greene which catalogues the 
many challenges faced in the Kaiser litigation. Pet. 29. As that 
article notes, “RICO’s powerful remedies make it an attractive 
tool, but its onerous requirements often prevent plaintiffs from 
pursuing claims.” 47 TRIAL 40, 44 (Nov. 2011) (part omitted by 
petitioners in italics). 



39 

 It is also unlikely that any future cases will 
present fraudulent promotion issues which concern 
the suppression of negative clinical trial results, 
because Congress has already taken action. In 2007, 
the Food & Drug Administration Amendments Act 
(“FDAAA”) strengthened and clarified the language 
in the 1997 Food & Drug Administration Moderniza-
tion Act which created a national clinical trials regis-
try. Failure to report results of clinical trials to the 
clinicaltrials.gov registry now carries with it a 
$10,000 per day fine. 21 U.S.C. § 333(f)(3)(B). FDAAA 
is not without critics, and there is some indication 
that the number of trial registrations lag behind the 
number of trials.20 Nonetheless, with more clinical 
trials registered, it is now significantly more difficult 
for drug companies to adopt a fraudulent publication 
strategy similar to that of petitioners. 

---------------------------------  --------------------------------- 
 
 
 
 
 
 
 
 
 

 
 20 See, e.g., Kay Dickersin and Drummond Rennie, The 
Evolution of Trial Registries and Their Use to Assess the Clinical 
Trial Enterprise, JAMA 2012;307(17): 1861-64. 
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CONCLUSION 

 The petition for a writ of certiorari in Harden, as 
well as in the companion cases, should be denied. 
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