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(i) 

QUESTIONS PRESENTED 

The court of appeals held that petitioners could be 

found liable to respondent health insurers and other 

third-party payors under the Racketeer Influenced and 

Corrupt Organizations Act (“RICO”), 18 U.S.C. § 1961 

et seq., for marketing the drug Neurontin for “off-label” 

uses for which it is allegedly ineffective.  The court of 

appeals held that, because it is foreseeable that such 

marketing would cause third-party payors to pay for 

off-label prescriptions, RICO’s proximate causation 

requirement is met even though individual physicians’ 

prescribing decisions are based on multiple 

independent factors including clinical experience.   The 

court of appeals also held that causation and damages 

for fraud could be shown by an economist’s aggregate 

analysis that off-label Neurontin prescriptions 

increased in relation to marketing expenditures. 

The questions presented are: 

1. Whether RICO’s proximate causation 

requirement may be satisfied by mere foreseeability or 

instead requires a direct causal relationship. 

2. Whether plaintiffs may show fraud causation 

and damages by aggregate evidence of a correlation 

between the alleged fraud and doctors’ prescribing 

behavior without any showing of actual individualized 

causation. 
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PARTIES AND RULE 29.6 STATEMENT 

Petitioner Pfizer Inc. has no parent corporation and 

no entity owns 10% or more of its stock.  Petitioner 

Warner-Lambert Company LLC is the successor to 

Warner-Lambert Company and is wholly owned by 

Pfizer Inc. 

In Pfizer Inc. v. Kaiser Foundation Health Plan, 

Inc., the respondents are Kaiser Foundation Health 

Plan, Inc., Kaiser Foundation Hospitals, Kaiser 

Foundation Health Plan of Colorado, 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. 

In Pfizer Inc v. Harden Manufacturing Corp., the 

respondents include Harden Manufacturing 

Corporation, ASEA/AFSCME Local 52 Health Benefits 

Trust, and Louisiana Health Service Indemnity 

Company, d/b/a Blue Cross Blue Shield of Louisiana. 

In Pfizer Inc. v. Aetna, Inc., the sole respondent is 

Aetna, Inc.
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Pursuant to Rule 12.4 of the Rules of this Court, 

petitioners Pfizer Inc. and Warner-Lambert Company 

LLC (collectively, “Pfizer”) respectfully file this single 

petition for certiorari from three related decisions 

issued by the court of appeals on the same day, each 

arising from the same multidistrict litigation 

concerning Neurontin, a prescription drug made by 

Pfizer.  In each case, health insurers or other third-

party payors alleged that Pfizer had made misleading 

statements and omissions, in violation of RICO and 

related state statutes, by marketing Neurontin for “off-

label” uses.  In one decision, the court of appeals 

affirmed a $142 million judgment against Pfizer, and 

in the other two decisions, the court of appeals 

reversed summary judgments for Pfizer and remanded 

to allow respondents’ RICO and related state-law 

actions to proceed.  The decisions of the court of 

appeals warrant review by this Court because they 

conflict with other precedents and raise important and 

recurring questions concerning the proper test for 

proximate causation under RICO and the 

permissibility of aggregate statistical proof in 

collective fraud cases. 

OPINIONS AND ORDERS BELOW 

The opinion of the court of appeals in Kaiser 

Foundation Health Plan, Inc. v. Pfizer, Inc. (Pet. App. 

1a-56a) is reported at 712 F.3d 21.  The district court’s 

findings of fact and conclusions of law in that case 

(Pet. App. 95a-221a) are unpublished but available at 

2011 WL 3852254.  The district court’s order partially 

granting and partially denying Pfizer’s motion for 

amended and additional findings (Pet. App. 222a-237a) 

is reported at 810 F. Supp. 2d 366, the order denying 

Pfizer’s post-trial motion for judgment as a matter of 

law (Pet. App. 238a) is unpublished, and the order 
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denying Pfizer’s summary judgment motion (Pet. App. 

264a-293a) is reported at 677 F. Supp. 2d 479.   

The opinion of the court of appeals in Harden 

Manufacturing Corp. v. Pfizer, Inc. (Pet. App. 57a-77a) 

is published at 712 F.3d 60.  The district court’s order  

granting Pfizer summary judgment in that case (Pet. 

App. 239a-263a) is published at 754 F. Supp. 2d 293.  

The district court’s order denying the Harden 

respondents’ renewed motion for class certification 

(Pet. App. 294a-336a) is published at 257 F.R.D. 315.  

The district court’s order denying reconsideration 

regarding the renewed motion for class certification 

(Pet. App. 337a-347a) is unpublished but available at 

2011 WL 1882870. 

The court of appeals’ opinion in Aetna, Inc. v. 

Pfizer, Inc. (Pet. App. 78a-94a) is published at 712 F.3d 

51.  The district court’s order granting Pfizer’s motion 

for summary judgment in that case (Pet. App. 264a-

293a) is published at 677 F. Supp. 2d 479. 

JURISDICTION 

The court of appeals entered judgments in the 

Kaiser, Harden, and Aetna cases on April 3, 2013.  Pet. 

App. 1a, 57a-58a, 78a.  On June 17, 2013, in each case, 

Justice Breyer extended the time within which to file a 

petition for a writ of certiorari to and including August 

30, 2013.  This Court has jurisdiction under 28 U.S.C. 

§ 1254(1). 

CONSTITUTIONAL AND STATUTORY 

PROVISIONS INVOLVED 

Relevant provisions of the Racketeer Influenced 

and Corrupt Organizations Act (“RICO”), 18 U.S.C. 

§ 1961 et seq., are reproduced in the Appendix (Pet. 
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App. 350a).  Relevant state statutes are reproduced in 

the Appendix (Pet. App. 351a-355a). 

STATEMENT 

More than $250 billion is spent on prescription 

drugs in the United States each year, and between 

twenty and sixty percent of the prescriptions filled are 

for off-label uses of those drugs.  In light of those 

staggering numbers and RICO’s draconian treble 

damages provisions, the lower courts are seeing a 

boom in RICO suits against pharmaceutical 

manufacturers for alleged inaccuracies in their 

marketing concerning the efficacy of off-label uses of 

prescription drugs.  In those suits, third-party payors 

claim that inaccurate marketing led them to overpay 

for the ensuing prescriptions.  In making those claims, 

they seek to relax traditional causation requirements 

by arguing that drug marketing is foreseeably related 

to eventual third-party payments for increased 

prescriptions.  They also offer aggregate statistical 

evidence in an attempt to overcome the lack of 

evidence that any individual doctors’ prescribing 

decisions were influenced by any alleged 

misrepresentations by drug manufacturers. 

Until the court of appeals issued the decisions 

below, the lower courts had overwhelmingly rejected 

invitations to permit such loose causation 

requirements and aggregate proof shortcuts, 

recognizing that individual physicians base their 

prescribing decisions on innumerable independent 

factors, including their own clinical experience.  For 

example, in UFCW Local 1776 v. Eli Lilly & Co., 620 

F.3d 121 (2d Cir. 2010), the Second Circuit addressed 

substantially similar claims by third-party payors that 

they had overpaid for prescriptions as a result of the 
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fraudulent off-label promotion of the drug Zyprexa.  

The Second Circuit came to two conclusions that 

conflict with the First Circuit’s here.  First, the court 

concluded that RICO proximate causation cannot be 

shown where physicians and pharmacy committees “all 

play a role in the chain” between drug promotion and 

payments by third-party payors.  Id. at 134.   Second, 

the court rejected any attempt to cure this problem by 

“show[ing] proximate cause through generalized proof” 

of a relationship between marketing and off-label 

prescriptions, because “[t]he nature of prescriptions . . . 

means that this theory of causation is interrupted by 

the independent actions of prescribing physicians.”  Id. 

at 135.   

This petition presents the opportunity to resolve 

the conflict the decisions below have thus created on 

the proper test for RICO proximate causation, and to 

resolve the uncertainty that has arisen in the lower 

courts from the absence of a controlling opinion on that 

question in Hemi Group, LLC v. City of New York, 559 

U.S. 1 (2010).  The petition also presents the 

opportunity to resolve the conflict the decisions below 

have created on the sufficiency of aggregate proof in 

the absence of individualized causation.  Here, the 

court of appeals allowed aggregate proof of fraud 

causation and damages to suffice even where there is 

no evidence that individual doctors made any 

individual prescribing decisions based on petitioners’ 

drug marketing.  The need for this Court’s guidance to 

the lower courts on both these questions is 

underscored by the dramatic surge in civil damages 

actions brought by third-party payors against 

prescription drug manufacturers for marketing 

prescription drugs for off-label uses. 
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A. “Off-Label” Use of Prescription Drugs 

Under the Federal Food, Drug, and Cosmetic Act, 

21 U.S.C. § 301 et seq., new pharmaceutical products 

may not be sold or otherwise introduced into commerce 

unless they have been approved by the Food and Drug 

Administration (the “FDA”).  Id. § 355(a).  To obtain 

FDA approval, a manufacturer must demonstrate that 

a drug is both safe and effective for use under the 

conditions described in the proposed label for the drug.  

Id. § 355(d)(4)-(5).  A showing of effectiveness 

ordinarily requires two double-blind, randomized 

controlled trials.  21 C.F.R. § 314.126.  Manufacturers 

generally may promote drugs only for uses on labels 

approved by the FDA.  21 U.S.C. § 352(f); id. 

§ 355(b)(1)(F). 

By contrast, doctors are free to prescribe drugs for 

“off-label” uses because the FDA does not regulate the 

practice of medicine. Id. § 396. Off-label use of 

approved drugs is therefore “widespread in the medical 

community and often is essential to giving patients 

optimal medical care.”  Buckman Co. v. Plaintiffs’ 

Legal Comm., 531 U.S. 341, 351 n.5 (2001) (quotations 

omitted).  As leading medical organizations have 

noted, off-label use of approved drugs permits 

physicians to make treatment decisions “in light of all 

information available and in the best interests of the 

individual patient.”  Am. Medical Ass’n, Medicare 

Patient Access, 18 REPORTS OF BOARD OF TRUSTEES 122, 

124 (2004), available at www.ama-

assn.org/meetings/public/ interim04/bot_reports.pdf. 

For example, because it is difficult to conduct 

double-blind, randomized testing  for certain illnesses, 

“[a]n overwhelming majority of cancer, kidney dialysis, 

and AIDS patients receive treatment for those 
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conditions with off-label drugs”—and such patients 

would face “devastating, and perhaps fatal, 

consequences” if such treatments were not available.  

Amy E. Todd, No Need for More Regulation: Payors 

and Their Role in Balancing the Cost and Safety  

Considerations of Off-Label Prescriptions, 37 AM. J.L. 

& MED. 422, 425 (2011). Similarly, off-label drugs play 

a crucial role in the treatment of children, who 

generally cannot be subjected to double-blind, 

randomized clinical trials; in fact, “80 percent of drugs 

administered to children are given off-label.”  U.S. 

General Accounting Office, PRESCRIPTION DRUGS: 

IMPLICATIONS OF DRUG LABELING AND OFF-LABEL USE, 

at 13 n.6 (1996).  And off-label uses are often 

prescribed even to more general patient populations 

prior to FDA approval; for example, doctors 

popularized aspirin’s efficacy in reducing the risk of 

heart attacks decades before the FDA approved that 

use.  See Michael I. Krauss, Loosening the FDA’s Drug 

Certification Monopoly: Implications for Tort Law and 

Consumer Welfare, 4 GEO. MASON L. REV. 457, 471-72 

(1996).   

B. Neurontin 

Neurontin, known generically as gabapentin, was 

developed as an anti-epileptic drug in the 1980s and 

early 1990s by Parke-Davis, an operating division of 

Warner-Lambert, which was acquired by Pfizer Inc. in 

2000.  Pet. App. 107a-108a, 112a.  In late 1993, the 

FDA approved Neurontin for use in treating epileptic 

seizures.  Pet. App. 6a.  Parke-Davis and later Pfizer 

filed applications for other uses, and in 2002 the FDA 

approved Neurontin for treating a type of neuropathic 

pain (i.e., pain due to nerve damage).  Pet. App. 4a n.1, 

7a. 
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Neurontin is widely prescribed for a number of off-

label uses, including treatment of bipolar disorder, 

unapproved types of neuropathic pain, and migraines.  

Pet. App. 7a.  Psychiatrists have long prescribed anti-

epileptic drugs such as Neurontin for off-label use in 

treating bipolar disorder.  Pet. App. 242a, 328a.  In 

addition, widely used industry drug compendia 

recommend Neurontin in some cases for diabetic 

neuropathy and migraines, see, e.g., DrugDex® 

Information System, DRUGDEX-EV 1427, at 53, 57 

(updated Sept. 2011) (recommending Neurontin), and 

in 2011 the Cochrane Group, an international 

nonprofit organization that compiles scientific evidence 

concerning the use of drugs, concluded that gabapentin 

was effective in treating off-label neuropathic pain.  

Pet. App. 55a-56a, 113a n.4. 

The record in these cases reflects that Parke-Davis 

and Pfizer had helped to generate and disseminate 

information concerning off-label uses of Neurontin by 

funding studies (Pet. App. 123a-125a, 135a-136a, 

148a-149a), publishing articles, case reports, and 

advertising supplements (Pet. App. 126a-130a, 136a-

144a, 147a-148a, 153a-155a), sponsoring continuing 

medical education events (Pet. App. 131a-133a, 144a-

145a, 150a-151a, 154a), and responding to requests 

from HMOs, third-party researchers, and individual 

physicians (Pet. App. 133a-134a, 149a, 157a-160a).  

The district court, relying primarily on the FDA’s strict 

efficacy standards, Pet. App. 170a, found that scientific 

evidence did not support Neurontin’s effectiveness for 

certain off-label uses, Pet. App. 123a-155a, and that 

the representations regarding these uses thus were 

fraudulent.  
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C. 2004 Penalties For Neurontin Promotion 

In 1996, a qui tam action was filed alleging that 

Parke-Davis had promoted Neurontin for off-label 

uses, Pet. App. 14a-15a, which at the time was treated 

as a strict-liability offense without regard to the truth 

of the manufacturer’s representations.  But see United 

States v. Caronia, 703 F.3d 149, 168 (2d Cir. 2012) 

(holding the First Amendment precludes 

“criminalizing the truthful off-label promotion of FDA-

approved prescription drugs”).  In May 2004, 

petitioners reached a settlement in which Warner-

Lambert agreed to plead guilty to two misdemeanor 

counts for having marketed Neurontin for off-label 

purposes in 1995 and 1996 and to pay $240 million in 

criminal fines, and Pfizer agreed to pay an additional 

$190 million in civil fines.  Pet. App. 15a. 

D. The District Court Proceedings 

Respondents—a health maintenance organization, 

two insurance companies, a union trust fund, and a 

self-insured employer—brought these actions against 

Pfizer in 2004 and 2005, alleging that Pfizer had 

exaggerated Neurontin’s efficacy in publications, 

continuing medical education seminars, and 

communications with physicians.  In each case, 

respondents alleged that such inaccurate marketing 

had led physicians to prescribe, and in turn 

respondents to pay for, unnecessary off-label uses of 

the drug.   

1. Kaiser 

Kaiser Foundation Health Plan, Inc., its six 

regional health plans and the Kaiser Foundation 

Hospitals (collectively “Kaiser”) operate one of the 

nation’s largest health maintenance organizations.  
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Kaiser takes an active approach to prescription 

management and filters information about 

prescription drugs through several steps.  First, Kaiser 

Foundation Hospitals operates a Drug Information 

Service (“DIS”), which researches and disseminates 

information about prescription drugs.  Pet. App. 104a-

105a.  Second, committees at each of the Permanente 

Medical Groups (“PMGs”) associated with each Kaiser 

regional health plan establish each group’s 

“formulary,” a list of drugs approved for 

reimbursement.  Pet. App. 105a-106a.  Third, 

physicians at each PMG associated with a regional 

health plan issue prescriptions.  Id. 

With respect to Neurontin, DIS prepared 

monographs in order to assist PMG formulary 

decisions.  Pet. App. 105a-106a, 156a-159a.  Two PMG 

committees added Neurontin to their formularies 

without restrictions in 1994, before any asserted 

misrepresentations concerning off-label uses of the 

drug.  Pet. App. 106a.  Others added Neurontin to 

their formularies without restrictions in 1995, 1996, 

and 2000.  Pet. App. 106a-107a.  And still others added 

Neurontin to their formularies in 1994 but restricted 

its use to neurologists.  Pet. App. 106a.  Based in part 

on information that the DIS obtained from Parke-

Davis, one of these committees later authorized 

Neurontin to treat a pain syndrome in 1997 and then 

removed all restrictions on Neurontin in 1999.  Pet. 

App. 107a.  Neurontin remained on all PMG 

committees’ formularies until at least 2010—as did 

favorable information about Neurontin’s use for 

neuropathic pain on Kaiser’s website.  Pet. App. 161a. 

In February 2005, Kaiser sued Pfizer in the United 

States District Court for the District of Massachusetts 

under RICO and California’s Unfair Competition Law 
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(“UCL”), alleging that Pfizer had engaged in a pattern 

of mail and wire fraud by misrepresenting Neurontin’s 

efficacy for certain off-label uses.  Pet. App. 101a.  

Kaiser’s claims were part of a multidistrict litigation 

concerning Neurontin in the District of Massachusetts.  

In late March 2010, Kaiser’s claims went to trial in 

that district, and a jury found Pfizer liable for violating 

RICO and awarded Kaiser $47,363,092 in damages, 

which was trebled to $142,089,276.  Id.  The district 

court also awarded Kaiser $95 million on the UCL 

claims, Pet. App. 220a, but because that amount was 

encompassed by the jury’s award, entered judgment 

against Pfizer for amount of the jury award, 

$142,089,276, Pet. App. 348a-349a. 

The district court found that petitioners had 

engaged in mail and wire fraud by publishing studies 

supporting Neurontin’s efficacy for off-label uses while 

not disclosing negative results, and by making similar 

claims in continuing medical education seminars and 

advice to Kaiser’s DIS and individual doctors.  Pet. 

App. 123a-155a.  The district court recognized that 

plaintiffs faced a “difficult challenge” in establishing 

that this conduct caused issuance of prescriptions for 

which the plans overpaid “because the prescribing 

decisions of physicians are influenced by a wide range 

of factors, including their own clinical experience and 

the clinical experience of their colleagues.”  Pet. App. 

163a-164a. 

All the prescribing doctors who testified at trial—

including Kaiser’s experts—denied relying on any 

misrepresentations by Pfizer.  Pet. App. 164a.  And the 

district court repeatedly acknowledged that no 

physician in the multidistrict litigation has ever stated 

that he or she prescribed Neurontin for off-label use 

based on the alleged misrepresentations.  See, e.g., Pet. 
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App. 259a, 285a, 327a-328a, 345a.  Nonetheless, the 

district court found that Kaiser had established 

proximate causation by presenting evidence that 

Pfizer’s promotional activities had “affected decisions 

about Neurontin’s placement on formulary without 

restrictions” and that “Kaiser has a 95% compliance 

rate with its formulary.”  Pet. App. 160a-161a.   

In awarding damages, the district court relied upon 

a statistical analysis by Dr. Meredith Rosenthal, a 

health economist.  Pet. App. 164a-168a.  Dr. Rosenthal 

examined the impact of all Pfizer promotional 

activities upon Neurontin sales.  Pet. App. 164a-165a 

& n.19.  Dr. Rosenthal did not disaggregate 

expenditures on off-label marketing that was 

fraudulent, but simply assumed that such marketing 

had the same effect as Pfizer’s overall expenditures, 

and concluded that those expenditures caused 

approximately 99% of Neurontin prescriptions for 

bipolar disorder, 70% for neuropathic pain, 28% for 

migraines, and 38% for enlarged dosages, Pet. App. 

166a. 

2. Harden 

The Harden respondents—an insurance company, a 

union trust fund, and a self-insured employer, all of 

which act as third-party payors providing medical and 

prescription drug coverage to their members—sued 

Pfizer in May 2004 on behalf of a putative nationwide 

class of third-party payors.  Pet. App. 60a-61a.  The 

Harden plaintiffs claimed that, in violation of RICO, 

the New Jersey Consumer Fraud Act, N.J. Stat. Ann. 

§§ 56:8-1 to 56:8-195, and state common law, Pfizer 

had engaged in a pattern of mail and wire fraud by 

misrepresenting Neurontin’s efficacy for bipolar 
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disorder.  Pet. App. 59a; see also Pet. App. 343a 

(dropping claims respecting other off-label uses). 

The Harden case was transferred to the Neurontin 

multidistrict litigation in the District of 

Massachusetts, where the Harden plaintiffs asserted 

that Pfizer had misrepresented Neurontin’s efficacy in 

publications, seminars, and communications directly to 

doctors, Pet. App. 296a-298a, causing non-party 

physicians to write unwarranted Neurontin 

prescriptions for off-label uses for which respondents 

had overpaid, Pet. App. 64a.  The Harden plaintiffs 

sought to rely upon the same aggregate analysis Dr. 

Rosenthal presented in Kaiser in order to establish 

causation and damages.  Pet. App. 261a, 322a-325a. 

In May 2009, the district court denied the Harden 

plaintiffs’ requests to certify a class of third-party 

payors.  See Pet. App. 330a-336a.  In December 2010, 

after the Kaiser jury trial and based in part on the 

record and findings from that trial, the district court 

granted Pfizer summary judgment in Harden on the 

ground that the Harden plaintiffs “cannot establish 

causation” because they “have not directly relied on 

misrepresentations by defendants” and failed to show 

“how many or which physicians who prescribed 

Neurontin to their members relied on fraud.”  Pet. 

App. 262a-263a.   

In so holding, the district court rejected the 

plaintiffs’ attempted reliance upon Dr. Rosenthal’s 

regression analysis, reasoning that it “does not suffice 

to demonstrate the extent of harm caused by the fraud, 

as opposed to run-of-the-mill off-label detailing.”  Pet. 

App. 261a; see also Pet. App. 328a (noting that the 

Rosenthal study “d[id] not take into account any other 

factors that may have led doctors to prescribe 
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Neurontin for off-label indications”).  Citing numerous 

decisions in similar cases throughout the nation, the 

court held that the Rosenthal opinion was the type of 

“aggregate proof” that “[m]ost courts have rejected” as 

incapable of proving class-wide reliance in cases such 

as this one.  Pet. App. 261a-262a.   

3. Aetna 

Respondent Aetna, Inc., an insurance company that 

provides medical and prescription drug coverage to its 

members, sued Pfizer in May 2004 for violating RICO 

and Pennsylvania law.  Like Kaiser and the Harden 

plaintiffs, Aetna claimed that Pfizer had engaged in a 

pattern of mail and wire fraud by misrepresenting 

Neurontin’s efficacy for various off-label uses, Pet. 

App. 264a-265a, and sought to rely on Dr. Rosenthal’s 

aggregate analysis to establish causation as well as 

damages, Pet. App. 282a-287a.  In January 2010, 

before the Kaiser trial, the district court granted 

Pfizer’s motion for summary judgment in Aetna for 

much the same reasons it later did so in Harden.  Pet. 

App. 289a-290a.  Specifically, the district court noted 

that, “despite over a decade of Neurontin-related 

litigation, which I have presided over as the multi-

district litigation judge, no evidence has been 

presented of any doctor who states that she relied on a 

misrepresentation or omission in prescribing 

Neurontin for an off-label indication.”  Pet. App. 285a.   

Finding Dr. Rosenthal’s aggregate analysis “legally 

insufficient to effectively segregate damages caused by 

Defendants’ misrepresentations from damages caused 

by other sources,” Pet. App. 289a-290a; see also id. at 

284a-285a (noting other decisions holding that “a 

plaintiff TPP or class must prove through 

individualized evidence that the misrepresentation 

caused specific physicians, TPPs, or consumers to rely 
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on the fraud, and cannot rely on aggregate or 

statistical proof”), the district court held that Aetna 

could not survive summary judgment on causation. 

E. The Court of Appeals Decisions  

Pfizer appealed the district court’s judgment in 

Kaiser, and the Harden and Aetna respondents 

appealed the summary judgments against them. 

Although the appeals were briefed separately, they 

were assigned to the same panel, which heard 

argument in all three cases on the same day and 

issued simultaneous decisions. 

In Kaiser, the court of appeals affirmed the $142 

million damages judgment against Pfizer.  The court 

rejected Pfizer’s argument that the chain of events 

between Pfizer’s misrepresentations and Kaiser’s 

alleged injury was too attenuated to satisfy RICO’s 

“proximate cause ‘direct relation’ requirement.”  Pet. 

App. 28a.  It did so even though that chain involved “at 

least four steps:  Pfizer communicating tainted 

information about Neurontin to Kaiser’s DIS; the DIS 

producing monographs that rely on the 

misrepresentations; those monographs influencing the 

PMGs in their formulary decisions; and the prescribing 

physicians (who exercise independent medical 

judgment) acting within the formulary to issue the 

prescriptions.”  Id.  Instead, the court of appeals held, 

“the causal chain in this case is anything but 

attenuated” because “Pfizer has always known that, 

because of the structure of the American health care 

system, physicians would not be the ones paying for 

the drugs they prescribed.”  Pet. App. 29a-30a.  The 

court of appeals dismissed “[t]he fact that some 

physicians may have considered factors other than 

Pfizer’s detailing materials in making their prescribing 
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decisions” as merely “a damages question” rather than 

a matter of causation.  Pet. App. 31a.   

To the contrary, 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. App. 28a; see id. at 31a (citing BCS 

Servs., Inc. v. Heartwood 88, LLC, 637 F.3d 750, 754 

(7th Cir. 2011) (stating that proximate cause “does its 

work” where “defendant couldn’t have foreseen the 

effect of his wrongdoing”)).  And in the court of appeals’ 

view, that lenient foreseeability test was satisfied here 

by general knowledge about the “structure of the 

American health care system.”  Pet. App. 29a-30a.1   

The court of appeals further held in Kaiser that Dr. 

Rosenthal’s aggregate statistical evidence was legally 

sufficient proof of but-for causation.  Pet. App. 35a-47a.  

The only testimony by prescribing doctors was that 

“their decisions to prescribe Neurontin were not 

influenced by Pfizer’s fraudulent marketing.”  Pet. 

App. 43a-44a (emphasis added).  The court of appeals 

nonetheless held that it was not Kaiser’s burden to 

show that doctors were so influenced but rather 

Pfizer’s burden to show that they were not.  Pet. App. 

43a (holding that “the burden shifts to the defendant” 

once a plaintiff shows the “‘sort of injury’” that was 

foreseeable).   

The court of appeals also reversed the summary 

judgments entered on the RICO claims in the Harden 

and Aetna cases.  See Pet. App. 77a (also vacating 

                                            
1  The court of appeals noted the parties’ assumption that 

proximate causation under the UCL is the same as under RICO.  

Pet. App. 20a n.8. 
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dismissal of state law claims and denial of class 

certification); Pet. App. 94a (also vacating dismissal of 

state law claims). 

In Harden, relying explicitly upon its decision in 

Kaiser, the court of appeals held that evidence that the 

plaintiffs there were “the primary and intended 

victims of [Pfizer’s] scheme to defraud” and that their 

injury was “‘a foreseeable and natural consequence’ of 

Pfizer’s scheme” was sufficient for the plaintiffs to 

survive summary judgment on proximate causation.  

Pet. App. 70a (alteration in original) (citation omitted).  

The court of appeals likewise found, again relying on 

the Kaiser opinion, that Dr. Rosenthal’s aggregate 

statistical evidence (plus similar anecdotal evidence) 

was sufficient to overcome summary judgment, despite 

the testimony from individual physicians that “they 

prescribed Neurontin for off-label uses without relying 

on Pfizer’s misrepresentations.”  Pet. App. 73a.  

In Aetna, the court of appeals similarly relied upon 

its decision in Kaiser and held that Aetna had 

presented evidence sufficient to satisfy RICO’s 

proximate causation requirement because “[a] jury 

could have found that Aetna, like Kaiser, was the 

primary and intended victim of the scheme to defraud, 

and that the injury suffered was a foreseeable and 

natural consequence of the fraudulent scheme.”  Pet. 

App. 91a (quotation omitted).  In addition, the court of 

appeals held Dr. Rosenthal’s aggregate statistical 

evidence (plus similar anecdotal evidence) sufficient to 

defeat summary judgment on but-for causation.  Pet. 

App. 89a-90a. 
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REASONS FOR GRANTING THE WRIT 

I. THE COURT OF APPEALS’  RULINGS ON 

RICO PROXIMATE CAUSATION CONFLICT 

WITH THE DECISIONS OF OTHER 

CIRCUITS AND RAISE AN IMPORTANT AND 

RECURRING QUESTION LEFT OPEN BY 

HEMI GROUP 

RICO permits private individuals to sue for treble 

damages and attorney’s fees if they are “injured in 

[their] business or property by reason of” certain 

statutory violations.  18 U.S.C. § 1964(c).  RICO was 

enacted “to provide new weapons of unprecedented 

scope for an assault upon organized crime and its 

economic roots,” Russello v. United States, 464 U.S. 16, 

26 (1983), but civil RICO claims have taken the statute 

far afield from its roots, with more than 7,500 civil 

RICO cases filed in the past decade alone.2  And “there 

is no such thing as prosecutorial discretion to limit the 

use of civil RICO by plaintiffs’ attorneys.”  William H. 

Rehnquist, Remarks of the Chief Justice, 21 ST. MARY’S 

L.J. 5, 10 (1989).  

In light of this sweeping potential for limitless civil 

RICO litigation against a wide array of business 

practices far afield from organized crime, and the 

                                            
2  See Administrative Office of the United States Courts, Office of 

Judges Programs, Statistics Division, Statistical Tables For The 

Federal Judiciary, Table C-2 (2003-2012), available at 

http://www.uscourts.gov/Statistics/StatisticalTablesforthe 

FederalJudiciary.aspx; Lee Coppola & Nicolas DeMarco, Civil 

RICO: How Ambiguity Allowed the Racketeer Influenced and 

Corrupt Organizations Act to Expand Beyond Its Intended 

Purpose, 38 NEW ENG. J. ON CRIM. & CIV. CONFINEMENT 241, 254 

(2012).   
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specter of treble damages, this Court has repeatedly 

interpreted civil RICO claims as limited by a 

meaningful proximate causation requirement.  In 

Holmes v. Securities Investor Protection Corporation, 

503 U.S. 258 (1992), this Court held that RICO’s 

requirement that a private individual suing under the 

statute be injured “by reason of” a statutory violation 

requirement is a “demand for some direct relation 

between the injury asserted and the injurious conduct 

alleged.”   Id. at 268.  The Court reaffirmed this “direct 

relation” test for RICO proximate causation in Anza v. 

Ideal Steel Corporation, 547 U.S. 451, 461 (2006) 

(describing the proper inquiry as “whether the alleged 

violation led directly to the plaintiff’s injuries”).  

The failure of any opinion to command a majority 

in Hemi Group, LLC v. City of New York, 559 U.S. 1 

(2010), however, has led to uncertainty on the proper 

test for RICO causation.  Compare id. at 12 (plurality 

opinion) (basing RICO proximate causation “on the 

directness of the relationship between the conduct and 

the harm”), with id. at 18-19 (Ginsburg, J., concurring 

in part and concurring in the judgment), and id. at 22-

29 (Breyer, J., dissenting).  While many lower courts 

have continued to take guidance from the “direct 

relation” test set forth in Holmes and Anza and 

embraced in the plurality opinion in Hemi Group, the 

decisions below instead adopt a foreseeability test akin 

to the one articulated in the Hemi Group dissent.  See 

id. (Breyer, J., dissenting). The proximate causation 

issue warrants this Court’s review to resolve the 

uncertainty created by the divided opinions in Hemi 

Group and to give much-needed guidance to the lower 

courts, which are now in conflict on this issue. 
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A. The Court Of Appeals’ Proximate Cause 

Decisions Conflict With The Direct- 

Relation Test Set Forth In Holmes And 

Anza  

In each of the decisions below, the court of appeals 

held that RICO proximate causation is satisfied by a 

showing of intent and foreseeability without regard to 

the directness of the causal chain.   These rulings 

conflict with the “direct relation” test set forth in 

Holmes and Anza, adopting instead a test of mere 

foreseeability.  While embraced by the Hemi Group 

dissent, such a foreseeability test was rejected in Anza.  

In Anza, the plaintiff alleged that a competitor had 

fraudulently failed to pay sales tax as part of a scheme 

to lower its costs so that it could undercut the 

plaintiff’s prices, and argued that its injury was the 

intended and foreseeable consequence of the 

competitor’s unlawful behavior.  547 U.S. at 454-55. 

This Court disagreed, holding that “[a] RICO plaintiff 

cannot circumvent the proximate cause requirement 

simply by claiming that the defendant’s aim was to 

increase market share at [the plaintiff’s] expense.”  Id. 

at 460. 

The court of appeals below, in contrast, held that 

the “core proximate causation principle” under RICO is 

compensating the intended or foreseeable victims of a 

defendant’s wrongful conduct.  Specifically, according 

to the court of appeals, RICO’s “core proximate 

causation principle” is “allowing compensation for 

those who are directly injured” in the sense that their 

“injury was plainly foreseeable and was in fact foreseen, 

and who were the intended victims of a defendant’s 

wrongful conduct.”  Pet. App. 28a (emphases added).   

The court of appeals found that principle satisfied so 

long as respondents’ injury was a “‘foreseeable and 
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natural consequence’” of the scheme.  Pet. App. 70a.  

Moreover, the court adopted a lenient view of such 

foreseeability, finding it capable of proof simply by 

reference to the general “structure of the American 

health care system,” in which it is generally known 

that insurers, not physicians, pay for the drugs that 

physicians prescribe.  Pet. App. 29a-30a.  

The decisions below mention Anza and Hemi Group 

only in passing.  Pet. App. 69a.  Kaiser devotes only 

two sentences to Anza, Pet. App. 23a, and its footnote 

discussing Hemi Group fails to mention the plurality’s 

treatment of foreseeability, Pet. App. 28a-29a n.12.  

While the court of appeals mentions Bridge v. Phoenix 

Bond & Indemnity Co., 553 U.S. 639 (2008), decided 

between Anza and Hemi Group, see Pet. App. 24a-27a, 

30a, Bridge cannot reconcile the decisions below with 

the Holmes-Anza direct-relation test. Bridge 

considered an issue that Anza did not reach, namely, 

whether RICO requires mail and wire fraud claims to 

be based on direct reliance.  Bridge, 553 U.S. at 646 

n.4.  Bridge states that the plaintiffs there were the 

“primary and intended victims of the scheme to 

defraud,” id. at 650, and that the plaintiffs’ injury in 

that case was “a foreseeable and natural consequence,” 

id. at 658.  But Bridge did not reconsider Anza or hold 

contrary to Anza that intent and foreseeability are 

enough to establish RICO proximate causation. 

The choice of RICO proximate causation test is 

crucial in third-party payor cases like those below, for 

the chain of causation asserted by respondents and 

accepted by the court of appeals, even if somehow 

foreseeable, was far too attenuated to be direct.  It 

involves at least three steps:  (i) petitioners’ 

communication to the medical community of various 

allegedly misleading statements, which (ii) influenced 
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physicians to prescribe Neurontin, which (iii) caused 

respondents, who  chose not to restrict insurance 

coverage for off-label Neurontin use, to pay for those 

prescriptions.  (In Kaiser, the chain involved yet a 

fourth step, which took place when the PMG groups 

either placed Neurontin on their formularies without 

restriction or removed existing restrictions; the court 

ignored this step by suggesting that all the distinct 

Kaiser entities could be treated as “a single entity,” 

Pet. App. 30a n.13.)  Because this chain of causation is 

indirect and attenuated, and necessarily depends on 

non-party physicians’ innumerable discretionary and 

multi-factored prescribing decisions, it falls well short 

of proximate causation as this Court’s direct-relation 

requirement has defined it.  Anza, 547 U.S. at 460. 

The indirectness of the causal relationship here is 

underscored by several aspects of the decisions below.  

First, the RICO claims the court of appeals permitted 

or upheld were based on alleged misrepresentations 

with no direct connection to respondents’ injury.  For 

example, respondents claim that petitioners “detailed” 

sales representatives to visit doctors’ offices to make 

allegedly misleading presentations, but presented “no 

evidence as to what the detailers said to any of the 

doctors.”  Pet. App. 260a.  Likewise, respondents claim 

that petitioners sponsored various misleading 

publications, but presented “no evidence as to . . . what 

[publications] any of the doctors read.”  Id.; see Pet. 

App. 285a-286a. 

Second, undisputed evidence in all three cases 

shows that “the prescribing decisions of physicians are 

influenced by a wide range of factors, including their 

own clinical experience and the clinical experience of 

their colleagues.”  Pet. App. 164a; see Pet. App. 328a. 
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Third, there is no evidence in any of the three cases 

(or the multidistrict litigation as a whole) that even a 

single individual physician relied upon any alleged 

misrepresentations in prescribing Neurontin.  As the 

district court noted, “no individual physician testified 

in [the Kaiser] case (or in the MDL litigation as a 

whole) that he or she prescribed Neurontin as a result 

of fraudulent off-label promotion.”  Pet. App. 164a.  

Instead, “treating physicians . . . testified repeatedly 

that they relied on their own clinical experience or the 

clinical experience of trusted colleagues, rather than 

Pfizer’s misleading advertising.”  Pet. App. 345a. 

Accordingly, whether respondents in each of the 

cases below can satisfy the RICO proximate causation 

requirement depends pivotally upon whether the 

causal connection between Pfizer’s marketing and 

respondents’ alleged injuries must be merely 

foreseeable or instead must be direct.  In holding that 

petitioners’ focus on the number of steps involved 

“misconstrues” this Court’s direct relation test, Pet. 

App. 28a, the court of appeals’ decisions show the need 

for this Court’s guidance as to which RICO proximate 

causation test now governs—directness or 

foreseeability—especially in light of the fact that 

neither test commanded a majority in Hemi Group.   

B. The Court Of Appeals’ Proximate Cause 

Decisions Conflict With Decisions Of 

Other Circuits 

The decisions below also conflict with decisions of 

other circuits concerning RICO’s proximate cause 

requirement.  As noted above, see supra pp. 3-4, the 

Second Circuit held in Lilly, 620 F.3d 121, that 

economic injuries claimed by third-party payors based 

on the allegedly fraudulent off-label promotion of the  
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prescription drug Zyprexa failed to establish proximate 

cause, even if the plaintiffs’ injuries were “the 

foreseeable and natural consequence of petitioners’ 

scheme.”  Id. at 129.3  Lilly emphasized that the chain 

of causation was “interrupted by the independent 

actions of prescribing physicians,” id. at 135, and that 

there were numerous potential independent factors 

influencing those actions, including “[a]n individual 

patient’s diagnosis, past and current medication being 

taken by the patient, the physician’s own experience 

with prescribing Zyprexa, and the physician’s 

knowledge regarding the side effects of Zyprexa,” id.   

Similarly, in United Food & Commercial Workers 

Central Pennsylvania & Regional Health & Welfare 

Fund v. Amgen, Inc., 400 F. App’x 255 (9th Cir. 2010), 

an employee health and welfare fund and others that, 

like respondents, pay for prescription drugs, sued a 

drug manufacturer under RICO for allegedly 

fraudulent promotion of prescription drugs for off-label 

uses.  Much as in the cases here, the connection 

between this alleged misconduct and the plaintiffs’ 

alleged injury—overpayment for  prescriptions—

involved multiple “independent links,” including 

“doctors’ decisions to prescribe [the drug off-label].”  Id. 

at 257.  The plaintiffs argued that RICO’s proximate 

causation requirement was satisfied because the injury 

they suffered from paying for prescriptions for off-label 

uses was the “direct, natural, and foreseeable result” of 

                                            
3  Brief for Plaintiffs-Appellees, UFCW Local 1776 v. Eli Lilly & 

Co., No. 09-0222-cv, at 36 (2d Cir. June 19, 2009) (arguing that 

RICO’s proximate cause requirement was satisfied because their 

injury was “the foreseeable and natural consequence of 

petitioners’ scheme”) (quotation omitted). 
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the manufacturer’s fraudulent scheme.4  The Ninth 

Circuit rejected that argument, citing the plurality 

opinion in Hemi Group and holding that “[t]his causal 

theory is too attenuated to satisfy the Supreme Court’s 

proximate causation requirement in the RICO 

context.”  Id.5 

At least four other circuits similarly have 

recognized that RICO’s direct-relation test for 

proximate causation is not satisfied by mere 

foreseeability.  See Green Leaf Nursery v. E.I. DuPont 

De Nemours & Co., 341 F.3d 1292, 1307 (11th Cir. 

2003) (affirming dismissal of RICO claims despite 

allegations of direct targeting “because the directness 

inquiry is not a question of specific intent”); Perry v. 

American Tobacco Co., 324 F.3d 845, 850 (6th Cir. 

2003) (“foreseeability . . . is distinct from the 

requirement of a direct injury”); Serv. Employees Int’l 

Union Health & Welfare Fund v. Philip Morris Inc., 

249 F.3d 1068, 1076 (D.C. Cir. 2001) (“Foreseeability 

and direct injury . . . are  distinct concepts, both of 

which generally must be established by a plaintiff.”) 

                                            
4  Brief of Appellants, United Food & Commercial Workers Cent. 

Pa. & Reg’l Health & Welfare Fund v. Da-Vita, Inc., No. 09-56118, 

at 34 (9th Cir. Jan. 4, 2010).   

5  District courts in other circuits have likewise held the RICO 

proximate cause requirement unsatisfied where the connection 

between pharmaceutical company promotions and prescribing 

decisions is indirect and interrupted by the independent actions of 

prescribing physicians.  See, e.g., Ironworkers Local Union No. 68 

v. AstraZeneca Pharms. LP, 585 F. Supp. 2d 1339, 1344 (M.D. Fla. 

2008), aff’d on other grounds, 634 F.3d 1352 (11th Cir. 2011); In re 

Yasmin & Yaz (Drospirenone) Mktg., Sales Practices & Prods. 

Liab. Litig., MDL No. 2100, 2010 WL 3119499, at *6-7 (S.D. Ill. 

Aug. 5, 2010). 
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(quotation omitted); Allegheny Gen. Hosp. v. Philip 

Morris, Inc., 228 F.3d 429, 441 (3d Cir. 2000) (“specific 

intent to harm does not magically . . . cause alleged 

antitrust [and RICO] injuries to be direct”); see also 

Steamfitters Local Union No. 420 Welfare Fund v. 

Philip Morris, Inc., 171 F.3d 912, 927 (3d Cir. 1999) 

(“Although [some of] the alleged wrongdoing was more 

directly aimed at the Funds, the injury itself certainly 

was no more direct than the indirect injury that arose 

from the defendants’ actions toward smokers.”). 

The decisions below cannot be reconciled with these 

decisions.  Like the plaintiffs in Lilly and Amgen, 

respondents allege that they were forced to overpay for 

prescriptions as a result of misleading off-label 

promotion, but the court of appeals held that this 

chain satisfied RICO’s proximate cause requirement 

merely because respondents’ prescription payments 

were intended and foreseeable.  This conflict among 

the courts of appeals warrants the Court’s review. 

C. The Proximate Cause Question Raised By 

The Decisions Below Is Important and 

Recurring 

The question presented by the decisions below 

concerning the touchstone of RICO’s proximate cause 

requirement—directness or foreseeability—further 

warrants review by this Court because it affects a 

large number of cases, involving massive potential 

damages, in which the lower courts are in need of this 

Court’s guidance.  More than 7,500 civil RICO suits 

have been filed in the past decade alone.    The vast 

amounts—approximately $250 billion—spent each 

year on prescription drugs, and the relative ease with 

which RICO claims may be based on mail or wire 

fraud, has led to a growing number of RICO claims 
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seeking treble damages based on alleged fraudulent 

off-label promotion by pharmaceutical companies.  

While the lower courts have for the most part rejected 

such claims on various grounds,6 the First Circuit’s 

rulings below are an open invitation to forum shopping 

that will likely result in a dramatic escalation in such 

claims.  See Thomas M. Greene, A New Weapon in 

Pharma Cases, 47 TRIAL 40, 44 (Nov. 2011) (authored 

by respondents’ counsel in Harden) (predicting 

increased RICO litigation against pharmaceutical 

companies because “RICO’s powerful remedies make it 

an attractive tool” for civil litigants in such cases).  If 

left unreviewed, the decisions below threaten to upend 

the ability of the lower courts to deal with such cases 

with certainty and expedition. 

                                            
6  See, e.g., Lilly, 620 F.3d at 135-36; Amgen, Inc., 400 F. App’x at 

257; Ironworkers Local Union No. 68 v. AstraZeneca Pharms., LP, 

634 F.3d 1352, 1360 (11th Cir. 2011); In re Schering-Plough Corp. 

Intron/Temodar Consumer Class Action, 678 F.3d 235, 248 (3d 

Cir. 2012); Se. Laborers Health & Welfare Fund v. Bayer Corp., 

444 F. App’x 401, 410 (11th Cir. 2011); Health Care Serv. Corp. v. 

Pharmacia & Upjohn, Inc. (In re Bextra and Celebrex Mktg. Sales 

Practices and Prods. Liab. Litig.), No. 11-CV-00310, 2012 WL 

3154957, at *5-7 (N.D. Cal. Aug. 2, 2012); Health Care Serv. Corp. 

v. Pfizer, Inc., 2:10-CV-221, 2012 WL 2505555 (E.D. Tex. Apr. 23, 

2012), report and recommendation adopted, 2012 WL 2504884 

(E.D. Tex. June 28, 2012); Health Care Serv. Corp. v. Olivares, No. 

2:10-CV-221-TJW-CE, 2011 WL 4591913, at *6-7 (E.D. Tex. Sept. 

2, 2011), report and recommendation adopted, 2011 WL 4591915 

(E.D. Tex. Sept. 30, 2011); Dist. 1199P Health & Welfare Plan v. 

Janssen, 784 F. Supp. 2d 508, 523-25 (D.N.J. 2011); In re Yasmin 

& Yaz, 2010 WL 3119499, at *5-8; In re Actimmune Mktg. Litig., 

614 F. Supp. 2d 1037, 1049-53 (N.D. Cal. 2009), aff’d, 464 F. App’x 

651 (9th Cir. 2011); S. Ill. Laborers’ & Employers Health & 

Welfare Fund v.  Pfizer Inc., No. 08cv5175, 2009 WL 3151807, at 

*5-7 (S.D.N.Y. Sept. 30, 2009). 
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II. THE COURT OF APPEALS’ DECISIONS 

CONFLICT WITH OTHER DECISIONS ON 

THE IMPORTANT AND RECURRING 

QUESTION OF THE SUFFICIENCY OF 

AGGREGATE STATISTICAL PROOF  

This Court has expressed concern in other contexts 

with a “Trial by Formula” approach to litigation that 

relies on aggregate models in place of individualized 

inquiries into the transactions or occurrences that 

purportedly caused a plaintiff’s injury.  Wal-Mart 

Stores, Inc. v. Dukes, 131 S. Ct. 2541, 2560-61 (2011) 

(holding that the defendant in an employment 

discrimination case “is entitled to individualized 

determinations of each employee’s eligibility for 

backpay”); see also, e.g., Philip Morris USA v. 

Williams, 549 U.S. 346, 353 (2007) (holding that Due 

Process requires that the defendant be afforded “‘an 

opportunity to present every available defense’” 

(citation omitted)); cf. Comcast Corp. v. Behrend, 133 

S. Ct. 1426, 1433 (2013) (holding that “any [statistical] 

model supporting a ‘plaintiff’s damages case must be 

consistent with its liability case’”). 

The court of appeals’ decisions trigger similar 

problems insofar as they rely upon Dr. Rosenthal’s 

aggregate analysis as the core proof of causation and 

damages in all three decisions.  Despite Dr. 

Rosenthal’s admitted failure to measure the impact of 

the alleged misrepresentations actually at issue, or to 

account for the numerous independent factors that 

influence individual physicians’ prescribing decisions, 

the decisions below held that her mathematical 

analysis was sufficient to establish causation and 

damages and shifted the burden to Pfizer to 

demonstrate alternative causes.  If allowed to stand, 
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these decisions will invite the widespread use of such 

procedures in RICO and other fraud actions. 

A. The Court Of Appeals’ Decisions Conflict 

With Decisions Of Other Lower Courts 

Concerning The Use Of Aggregate 

Evidence To Prove Fraud Causation And 

Damages 

The court of appeals’ decisions create a conflict with 

the decisions of the Second Circuit and other lower 

courts as to the use of aggregate proof to show 

collective fraud. 

For example, in denying certification of a class of 

third party payors, the Second Circuit held in Lilly 

that plaintiffs could not establish causation and 

damages through “generalized proof” of the impact of 

marketing on prescriptions.  620 F.3d at 134-35.  The 

court there reasoned that this is so because prescribing 

decisions are based on multiple considerations, many 

of which were independent of any fraudulent 

promotion by Lilly.  Id.; see also id. at 136 (noting that 

plaintiffs “cannot use generalized proof when 

individual physicians prescribing Zyprexa may have 

relied on Lilly’s alleged misrepresentations to different 

degrees, or not at all”).  Indeed, the Second Circuit 

went so far as to hold that “evidence show[ing] that at 

least some doctors were not misled by Lilly’s alleged 

misrepresentations . . . makes general proof of but-for 

causation impossible.”  Id. at 135. 

As the decision below acknowledged, Pet. App. 74a, 

numerous district courts in other circuits have also 

held that third-party payors asserting fraudulent drug 
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promotion claims cannot prove causation or damages 

through aggregate evidence.7 

The decisions below cannot be reconciled with such 

rulings.  Here, as in Lilly, it was undisputed that 

individual physicians base their prescribing decisions 

upon numerous considerations.  Pet. App. 164a, 328a, 

345a.  Also as in Lilly, respondents sought to establish 

causation through aggregate statistical analysis 

showing that promotional spending increases 

prescriptions in general.  Pet. App. 35a-47a, 71a-74a, 

89a-90a.  Unlike in Lilly, however, the decisions below 

held that such generalized evidence could be sufficient 

to prove but-for causation, even if not a single 

prescribing physician testified that pharmaceutical 

marketing fraud influenced any prescribing decisions.  

Id. 

The Harden decision attempted to distinguish Lilly 

on the ground that the plaintiffs in that case “allege a 

‘quantity effect’ rather than an ‘excess price’ theory.”   

Pet. App. 74a.  But, while the Lilly plaintiffs advanced 

excess-price as well as quantity-effect theories, see 620 

                                            
7   See, e.g., Ironworkers Local Union No. 68, 585 F. Supp. 2d at 

1344; Pa. Emps. Benefit Trust Fund v. AstraZeneca Pharms., LP, 

No. 6:09-cv-5003-Or1-22DAB, 2009 WL 2231686, at *5-6 (M.D. 

Fla. July 20, 2009); In re Schering-Plough Corp. Intron/Temodar 

Consumer Class Action, Master File No. 2:06-cv-5774 (SRC), 2009 

WL 2043604, at *24-26 (D.N.J. July 10, 2009); Se. Laborers 

Health & Welfare Fund v. Bayer Corp., 655 F. Supp. 2d 1270, 

1280-83 (S.D. Fla. 2009); Dist. 1199P Health & Welfare Plan, 784 

F. Supp. 2d at 524-25; Pa. Emps. Benefit Trust Fund v. Eli Lilly & 

Co., No. 2970, 2009 WL 4768195, at *1-2 (Pa. Ct. C.P. Dec. 10, 

2009); In re Actimmune Mktg. Litig., 614 F. Supp. 2d at 1052-54; 

Health Care Serv. v. Pfizer, 2012 WL 2505555, at *3-4; Health 

Care Serv.  v. Olivares, 2011 WL 4591913, at *6-7. 



 30 

 

F.3d at 133-36, the Second Circuit held that neither 

theory was susceptible to generalized proof, see id. at 

133 (holding that the “excess price theory [was] not 

susceptible to generalized proof”); id. at 136 (holding 

that plaintiffs “cannot use generalized proof” to 

establish their quantity-effect theory).  Similarly, 

contrary to Kaiser’s suggestion, Pet. App. 46a, while 

Lilly’s ruling concerning aggregate proof came up in 

connection with class certification, it was not limited to 

that context.  In any event, the distinction fails 

because respondents’ claims here that they overpaid 

for prescriptions as a result of the alleged 

misrepresentations are “in the nature of a structural 

class action.”  Hood ex rel. Mississippi v. Eli Lilly & 

Co., 671 F. Supp. 2d 397, 433 (E.D.N.Y. 2009). 

Accordingly, the court of appeals’ rulings on 

aggregate proof conflict with Lilly and similar district 

court decisions.  Unlike Lilly, the decisions below also 

depart from the well-established principle that fraud 

claims are unsuitable for generalized proof—and, thus, 

class treatment—“[i]f there is any material variation 

in the representations made, or in the degrees of 

reliance thereon.”  Joseph M. McLaughlin, 

MCLAUGHLIN ON CLASS ACTIONS § 5:54 (9th ed. 2012); 

accord Fed. R. Civ. P. 23(b)(3) advisory committee’s 

note (“a fraud cause may be unsuited for treatment as 

a class action if there was material variation in the 

representations made or in the kinds or degrees of 

reliance by the persons to whom they were 

addressed”).  In each case below, there were material 

variations in both the asserted misrepresentations and 

individual doctors’ supposed reliance on those 

misrepresentations.  The Rosenthal statistical analysis 

ignored these variations by correlating increases in 

prescriptions over time with overall increased 
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spending on detailing, advertisements, and 

distribution of retail samples.  Pet. App. 11a & n.4.   

The court of appeals held that such variations in 

injury and reliance do not matter because, once a tort 

plaintiff has presented evidence of causation, “he 

doesn’t have to offer evidence which positively excludes 

every other possible cause” of an event.  Pet. App. 43a, 

73a (quotation omitted).  Thus, the court of appeals, in 

allowing the aggregate analysis, in effect shifted the 

burden to Pfizer to prove that the alleged 

misrepresentations were not the cause of those 

decisions, instead of requiring respondents to prove 

that they were—provided merely that respondents 

suggested that they had “suffered the sort of injury 

that would be the expected consequence of the 

defendant’s wrongful conduct,” Pet. App. 43a, 73a 

(quotation omitted).  The court of appeals thus 

imposed upon Pfizer the burden of disaggregating the 

various bases of the numerous, individualized 

decisions of physicians who prescribe prescription 

drugs for off-label use.  Nothing in RICO or any other 

fraud law contemplates such a restructuring of 

burdens of proof through the use of aggregate 

evidence. 

B. The Question Of The Sufficiency Of 

Aggregate Statistical Proof Is Also 

Important And Recurring 

The court of appeals’ liberal approach to allowing 

aggregate proof of fraud causation and damages to 

substitute for individualized proof further warrants 

this Court’s review because it threatens to invite 

similar trial by formula in other drug promotion cases.  

The question of aggregate proof frequently arises 

where, as here, third-party payors sue pharmaceutical 
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manufacturers for fraudulent promotion under RICO 

and seek to prove causation and damages through 

generalized proof.  See supra p. 29 n.7.  The question 

also frequently arises in other contexts—for example, 

in fraud class actions in which plaintiffs seeking to 

certify a class must show that causation or reliance is 

susceptible to generalized proof in order to satisfy Rule 

23(b)(3)’s commonality and superiority requirements.   

See supra p. 30. 

Until the decisions below, other lower courts had 

overwhelmingly rejected such liberal use of aggregate 

evidence to eliminate the requirement of 

individualized proof.  See supra p. 29 n. 7.  By allowing 

plaintiffs to prove causation and damages simply by 

pointing to promotional spending by manufacturers 

concerning off-label usage, without showing that 

prescribing physicians relied upon any 

misrepresentations, the decisions below now invite an 

unlimited escalation in RICO and related cases against 

pharmaceutical companies for off-label promotion 

using the shortcut of aggregate proof.  Whether 

aggregate statistical evidence can suffice to show RICO 

causation in the absence of individualized proof thus is 

a question of recurring importance warranting this 

Court’s review. 
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CONCLUSION 

The Court should grant this petition for a writ of 

certiorari. 
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APPENDIX A 

UNITED STATES COURT OF APPEALS 
FOR THE FIRST CIRCUIT 

———— 

Nos. 11-1904, 11-2096 

———— 

IN RE: NEURONTIN MARKETING AND 
SALES PRACTICES LITIGATION 

———— 

KAISER FOUNDATION HEALTH PLAN, INC.;  
KAISER FOUNDATION HOSPITALS; KAISER FOUNDATION 

HEALTH PLAN OF COLORADO; KAISER FOUNDATION 
HEALTH PLAN OF GEORGIA, INC.; KAISER FOUNDATION 

HEALTH PLAN OF THE MID-ATLANTIC STATES, INC.; 
KAISER FOUNDATION HEALTH PLAN OF NORTHWEST; 

KAISER FOUNDATION HEALTH PLAN OF OHIO, 
Plaintiffs, Appellees, 

v. 

PFIZER, INC.; WARNER-LAMBERT COMPANY, LLC, 
Defendants, Appellants. 

———— 

April 3, 2013 

———— 

Appeals from the United States District Court  
for the District of Massachusetts 

Hon. Patti B. Saris, U.S. District Judge 

———— 

Kathleen Sullivan, with whom Mark S. Cheffo, 
Katherine A. Armstrong, Quinn Emanuel Urquhart 
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Oliver & Hedges LLP, and Skadden, Arps, Slate, 
Meagher & Flom LLP were on brief, for appellants. 

David C. Frederick, with whom Scott K. Attaway, 
W. Joss Nichols, Caitlin S. Hall, Linda P. Nussbaum, 
Kellogg, Huber, Hansen, Todd, Evans & Figel, 
P.L.L.C. and Grant & Eisenhofer, P.A. were on brief, 
for appellees. 

———— 

Before 

LYNCH, Chief Judge, 
SOUTER, Associate Justice, 
and LIPEZ, Circuit Judge. 

LYNCH, Chief Judge. This is an appeal from 
verdicts of over $140 million, reached by both a jury 
and a court, compensating Kaiser, a major health 
plan provider and insurer, for the injury Kaiser 
suffered by its payment for four categories of off-label 
Neurontin prescriptions which had been induced by a 
fraudulent scheme by Pfizer, the manufacturer of 
Neurontin. These verdicts followed a settlement that 
Warner-Lambert, a subdivision of Pfizer, had reached 
in a criminal case brought by the United States, in 
which Warner-Lambert pled guilty to two counts and 
agreed to pay a $240 million criminal fine concerning 
the off-label marketing of Neurontin; Pfizer agreed to 
pay an additional $190 million in civil fines. This is 
one of several related appeals regarding Neurontin, 
which result in separate opinions, of which this is the 
lead. We affirm the verdicts for Kaiser. 

 

                                            
 Hon. David H. Souter, Associate Justice (Ret.) of the Supreme 

Court of the United States, sitting by designation. 
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I. 

On February 1, 2005, Kaiser Foundation Health 
Plan, Inc. and Kaiser Foundation Hospitals (together, 
“Kaiser”), Aetna, Inc. (“Aetna”), and The Guardian 
Life Insurance Company of America (“Guardian”) 
filed a coordinated complaint in the U.S. District 
Court in Massachusetts against Pfizer, Inc. and 
Warner-Lambert Company (together, “Pfizer”), assert-
ing injury from the fraudulent marketing of 
Neurontin for off-label uses. The coordinated plain-
tiffs asserted violations of, inter alia, the Racketeer 
Influenced and Corrupt Organizations Act (“RICO”), 
18 U.S.C. § 1962, and the California Unfair Com-
petition Law (“UCL”), Cal Bus. & Prof. Code § 17200. 
Ultimately, Kaiser prevailed, but Aetna and Guard-
ian’s claims were dismissed on summary judgment, 
and Aetna’s dismissal is the subject of a separate 
appeal. 

In a related case in which we issue a separate 
opinion, Harden Manufacturing Corporation (“Hard-
en”) filed a class action complaint on May 14, 2004, in 
the same court, against Pfizer and Parke-Davis (as a 
division of Warner-Lambert) on behalf of a broad 
purported class consisting of “[a]ll entities through-
out the United States and its territories who, for 
purposes other than resale, purchased, reimbursed 
and/or paid for Neurontin for indications not approved 
by the FDA (‘the Class’) during the period from 
January 1, 1994 through the present (‘the Class 
Period’).” Harden asserted claims under RICO, as 
well as state-law claims for common law fraud, 
violation of consumer protection statutes, and unjust 
enrichment. 

Both the class complaint and the coordinated com-
plaint were part of a larger multidistrict litigation 



4a 
(“MDL”) concerning the marketing and sale of 
Neurontin, which was consolidated in the District of 
Massachusetts in November 2004. In each case,  
the defendants moved for summary judgment. On 
January 8, 2010, on defendants’ motion the district 
court dismissed the claims of Guardian and Aetna; 
the court denied summary judgment as to Kaiser’s 
claims. See In re Neurontin Mktg. & Sales Practices 
Litig. (Neurontin Coordinated SJ), 677 F. Supp. 2d 
479 (D. Mass. 2010). On December 10, 2010, the court 
granted summary judgment against all of the Harden 
purported class plaintiffs except two, whose claims 
are not relevant to this appeal. See In re Neurontin 
Mktg. & Sales Practices Litig. (Neurontin Class SJ), 
754 F. Supp. 2d 293, 311 & n.4 (D. Mass. 2010). 

Beginning on February 22, 2010, the district court 
held a jury trial on Kaiser’s RICO claims against the 
defendants. On March 25, 2010, after a five-week 
trial, the jury concluded that “Kaiser prove[d] that 
Pfizer violated RICO with respect to its promotion of 
Neurontin for” bipolar disorder, migraine, neuropathic 
pain,1 and dosages exceeding 1800 mg per day,  
and that these “violation[s] of RICO cause[d] Kaiser 
injury.” See In re Neurontin Mktg. & Sales Practices 
Litig. (Kaiser Findings), No. 04-cv-10739-PBS, 2011 
WL 3852254, at *1 (D. Mass. Aug. 31, 2011). The  
jury awarded Kaiser damages in the amount of 
$47,363,092, which the court trebled to $142,089,276. 
Id. The jury also rendered an advisory verdict in 
favor of Kaiser on its state UCL claim, finding that 

                                            
1 Neuropathic pain is pain caused by damage to the nerves, as 

opposed to nociceptive pain, which is pain caused by an injury. 
In re Neurontin Mktg. & Sales Practices Litig. (Kaiser Findings), 
No. 04-cv-10739-PBS, 2011 WL 3852254, at *38, *1 n.1 (D. 
Mass. Aug. 31, 2011). 
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Pfizer had engaged in fraudulent business acts or 
practices which caused Kaiser damages with respect 
to bipolar disorder, migraine, neuropathic pain, and 
doses over 1800 mg, but no liability with respect to 
nociceptive pain. 

On November 3, 2010, the district court found in 
Kaiser’s favor on its claims under the UCL, issuing 
extensive findings of fact and conclusions of law. 
In re Neurontin Mktg. & Sales Practices Litig., 748 
F. Supp. 2d 34 (D. Mass. 2010), amended and super-
seded by Kaiser Findings, 2011 WL 3852254. The 
district court ordered defendants to pay $95,286,518 
in restitution, Kaiser Findings, 2011 WL 3852254, at 
*2, but because this figure reflected the same damage 
claims encompassed by the jury verdict on Kaiser’s 
RICO claim, the court did not add it to the jury 
award, id. at *60 n.25. On February 22, 2011, the 
court entered judgment in favor of Kaiser on its 
RICO and UCL claims, and on July 27, 2011, the 
court denied Pfizer’s motion for a new trial or, in the 
alternative, to alter or amend judgment. 

On September 20, 2011, Pfizer filed a notice of 
appeal as to the court’s entry of judgment in favor of 
Kaiser on its RICO and UCL claims, and as to the 
court’s denial of Pfizer’s motion for a new trial. This 
opinion concerns only that appeal. 

II. 

We review de novo defendants’ contention that 
Kaiser’s RICO and UCL claims failed as a matter of 
law, taking the evidence in the light most favorable 
to the verdict. Tuli v. Brigham & Women’s Hosp.,  
656 F.3d 33, 38 (1st Cir. 2011). Where defendants 
challenge the district court’s findings of fact, we 
review these findings for clear error. Fed. R. Civ. P. 



6a 
52(a)(6). We begin by setting out the district court’s 
findings of fact and the jury’s conclusions. 

A. The Defendants’ Fraudulent Marketing 
Campaign 

Parke-Davis, an operating division of Warner-
Lambert Company, developed Neurontin2 during the 
1980s and early 1990s as an anti-epileptic drug. 
Kaiser Findings, 2011 WL 3852254, at *5. To secure 
approval from the Food and Drug Administration 
(“FDA”) for a drug for a particular indication, a drug 
manufacturer must submit two favorable double-
blind randomized controlled trials (“DBRCTs”). Id. 
On December 30, 1993, the FDA approved Neurontin 
as an adjunctive therapy in the treatment of partial 
seizures in adults with epilepsy, setting the maxi-
mum dose at 1800 mg/day. Id. The FDA found  
that certain patients taking Neurontin experienced 
depressive side effects, and the FDA issued a 
warning to physicians in January 2008 to “[b]e aware 
of the possibility of the emergence or worsening of 
depression, suicidality, or any unusual changes in 
behavior” resulting from the use of anti-epileptic 
drugs including Neurontin. Id. (alteration in original) 
(internal quotation marks omitted). In 1996, Parke-
Davis applied to the FDA for approval of Neurontin 
as a monotherapy for the treatment of seizures, and 
sought an increase in Neurontin’s effective dose 
range and maximum recommended dose; the FDA 
rejected this application. Id. at *6. 

Pfizer acquired Warner-Lambert in 2000. Id. at *5. 
In 2001, Pfizer filed an application with the FDA 
seeking approval of Neurontin for the broad indica-
                                            

2 Neurontin’s generic name is gabapentin. Kaiser Findings, 
2011 WL 3852254, at *5. 
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tion of neuropathic pain; after receiving negative 
feedback from the FDA and non-FDA experts, Pfizer 
withdrew its application. Id. at *10. The FDA did 
approve Neurontin for the treatment of post-herpetic 
neuralgia (“PHN”), a type of neuropathic pain 
associated with shingles, in 2002. Id. 

In 1994, Parke-Davis had estimated that Neurontin 
would generate $500 million in profits over the 
duration of its patent. Id. at *6. In order to increase 
Neurontin’s earning potential, Parke-Davis began in 
1995 to develop strategies to market Neurontin for 
off-label conditions—that is, conditions not included 
on the official label approved by the FDA. Id.  
As Parke-Davis was implementing these strategies, 
Pfizer acquired Warner-Lambert, and so, Parke-Davis. 
Id. at *5. These marketing strategies apparently 
worked; in the year 2003, Neurontin sales exceeded 
$2 billion. Id. at *6. Pfizer’s Neurontin team estimated 
that only about ten percent of Neurontin prescript-
tions that year were for the FDA-approved on-label 
uses for epilepsy or PHN, and that more than a third 
of prescriptions were for the off-label uses of 
neuropathic pain, migraine or headache, or bipolar 
disorder. 

Both the jury and the district court found that 
Parke-Davis, Warner-Lambert, and Pfizer had 
“engaged in the fraudulent marketing of Neurontin” 
for the treatment of bipolar disorder, beginning in 
July 1998, id. at *17; for the treatment of neuro-
pathic pain, beginning in November 1997, id. at *23; 
for the treatment of migraines, beginning in April 
1999, id. at *25; and for doses greater than 1800 
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mg/day, beginning in November 1997, id. at *28.3 
This fraudulent marketing included, but was not 
limited to, three strategies, each of which included 
subcomponents: (1) direct marketing (or “detailing”) 
to doctors, which misrepresented Neurontin’s effect-
iveness for off-label indications; (2) sponsoring mis-
leading informational supplements and continuing 
medical education (“CME”) programs; and (3) sup-
pressing negative information about Neurontin while 
publishing articles in medical journals that reported 
positive information about Neurontin’s off-label 
effectiveness. See id. at *12, *17, *18, *25, *28. 

The defendants’ fraudulent marketing campaign 
also targeted third-party payors (“TPPs”), including 
Kaiser, a non-profit healthcare provider which is also 
one of the largest health maintenance organizations 
(“HMOs”) in the United States. Id. at *2. As to 
these targets, additional mechanisms were used to 
influence both formulary decisions and prescribing 
decisions. In 1994, in a memo discussing the pro-
motion of Neurontin as an anti-convulsant, Parke-
Davis’s marketing team listed Kaiser as second on 
its list of “Top 10 HMOs Targeted for Neurontin.” 
Id. at *11. In 2004, Pfizer developed an “Operating 
Plan” for marketing a number of drugs, including 
Neurontin, to Kaiser; tellingly, the plan featured, as 
a strategy, “develop[ing] relationships with [decision-
makers affiliated with Kaiser] who are not considered 
whistle blowers.” Id. (emphasis added) (internal 
quotation marks omitted). Pfizer also employed 
physicians associated with Kaiser to serve on speakers’ 

                                            
3 The court and the jury found that Kaiser had not proven 

that Pfizer fraudulently marketed Neurontin for nociceptive 
pain. Kaiser Findings, 2011 WL 3852254, at *26. 
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bureaus and publish misleading articles about 
Neurontin. Id. 

B. Kaiser’s Management of Neurontin on Its 
Formularies 

Kaiser is composed of two separate corporations: 
the Kaiser Foundation Health Plan, which owns six 
regional health plans and directly provides medical 
coverage to beneficiaries in California and Hawaii, 
providing medical insurance to about 8.6 million 
members; and Kaiser Foundation Hospitals, which 
operates health care facilities and pharmacies. Id. at 
*2. The Kaiser Foundation Health Plan and its 
subsidiaries do not employ physicians themselves, 
but have exclusive contractual relationships with 
regional Permanente Medical Groups (“PMGs”). Id. 
at *3. 

Each PMG has its own Pharmacy and Therapeutics 
(“P & T”) Committee which manages each PMG’s form-
ulary, or list of medications that treating physicians 
may prescribe. Id. Representatives from both entities 
sit on the P & T Committees and participate in 
formulary management. Kaiser Foundation Hospitals 
has a Drug Information Service (“DIS”) that 
researches and communicates information about 
drugs, including monographs about new drugs or new 
drug uses, to physicians and P & T Committees. Id. 
DIS monographs summarize available evidence—
including publicly available evidence and unpub-
lished information obtained from pharmaceutical 
manufacturers—on drug safety and efficacy, and  
P & T Committees rely heavily on these monographs 
in making formulary decisions. Id. 

PMG formularies may list drugs (1) without 
restrictions; (2) with restrictions limiting prescribing 
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to a particular group of physicians; or (3) with 
guidelines for appropriate prescribing. Id. at *4. 
Kaiser will pay for off-formulary prescriptions and no 
prior authorization is required for any prescription. 
Nonetheless, an internal Kaiser study found that 
95% of prescriptions written by PMG physicians 
comply with formularies. Id. 

After the FDA approved Neurontin for epilepsy in 
1993, the P & T Committee of each regional PMG 
added Neurontin to its formulary, with one regional 
PMG—Hawaii—not adding Neurontin to its formu-
lary until 2000. Id. The Southern California PMG 
initially restricted prescribing of Neurontin to 
neurologists. Id. In September of 1997, however, its 
P & T Committee permitted anesthesiologists to 
prescribe Neurontin for reflex sympathetic dystrophy, 
a particular pain syndrome. Id. In June of 1999,  
the Committee removed prescribing restrictions on 
Neurontin and added guidelines reserving its use  
for neuropathic pain patients who were unresponsive 
to or intolerant of other treatments. Id. Then, in 
September of 1999, the P & T Committee removed all 
remaining formulary restrictions on Neurontin. Id. at 
*5. Prescriptions of Neurontin increased dramatically 
thereafter. Id. at *31. 

The district court found that “Kaiser relied on 
Pfizer’s misrepresentations and omissions during  
the development of drug monographs in both June 
and September 1999,” id. at *29, and that Pfizer’s 
misrepresentations “directly affected decisions about 
Neurontin’s placement on formulary without restrict-
ions,” id. at *30. 
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C. Physicians’ Prescribing Behavior as to 

Neurontin 

The jury and court found that the prescribing of 
Neurontin had in fact been causally affected by the 
fraudulent marketing scheme, which included the 
sponsorship of CME events attended by physicians 
and direct marketing to physicians. Id. at *12. 
Defendants stress that no physician in this case, or in 
the Neurontin MDL as a whole, testified that he or 
she prescribed Neurontin because of defendants’ 
fraudulent off-label marketing. Id. at *32. But Kaiser 
presented other evidence as to causation, and 
evidence as to why such individual testimony was 
unreliable. 

The primary evidence was the expert testimony  
of Dr. Meredith Rosenthal, who holds a Ph.D. in 
health economics from Harvard University and is a 
professor at the Harvard School of Public Health. Id. 
Dr. Rosenthal “use[d] aggregate data and statistical 
approaches to link patterns in promotional spending 
[4] to patterns in prescribing for the drug.” Id. 
(internal quotation mark omitted). Her regression 
analysis found a causal connection between the 
fraudulent marketing and the quantity of prescrip-
tions written for off-label indications. She also 
testified as to why Pfizer’s proposed physician-by-
physician analysis of causation was not a scien-
tifically valid approach to causation. 

Dr. Rosenthal used “gold standard” national data 
on Neurontin prescriptions, and employed the as-

                                            
4 Dr. Rosenthal’s promotional spending data included “spending 

on detailing of doctors, advertisements in professional journals, 
and the retail value of samples.” Kaiser Findings, 2011 WL 
3852254, at *32 n.19. 
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sumptions 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.” Id. at *32-33. The 
district court found both assumptions to be reason-
able. Id. at *32-33. 

As is customary for such experts, Dr. Rosenthal 
testified that she “assumed that the allegations in the 
complaint are true” for purposes of conducting her 
analysis, but offered no view as to whether or not 
there had been a fraudulent marketing scheme. She 
further explained that her assignment was only to 
calculate the percentage of prescriptions caused by 
Pfizer’s fraudulent off-label marketing and not to 
convert that percentage into a damages number for 
Kaiser, which was the task of another expert witness, 
Dr. Raymond Hartman, Ph.D. 

Dr. Rosenthal explained the difference between 
correlation and causation and stated that her analy-
sis established causation by performing a regression 
analysis on sales information against promotional 
spending on detailing, professional journal advertis-
ing, and the retail value of samples, while controlling 
for other variables. Her analysis excluded the many 
off-label prescriptions by physicians who received 
legitimate on-label promotion. She concluded that 
the “percentage[s] of Neurontin prescriptions that 
were caused by Pfizer’s fraudulent marketing of 
Neurontin” were, by off-label indication, as follows: 
99.4% of prescriptions for bipolar disorder; 70% of 
prescriptions for neuropathic pain; 27.9% of prescrip-
tions for migraine; and 37.5% of prescriptions for 
doses over 1800 mg/day. Id. at *33. Thus, three out of 
ten Neurontin prescriptions written by neurologists 
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for migraine would not have been written or filled but 
for the alleged misconduct. As for Neurontin pre-
scriptions written by psychiatrists for bipolar dis-
order between November 1995 and December 2004, 
99.4% would not have been written had there been no 
fraud. 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 prescriptions and the share of prescrip-
tions that were affected by the alleged misconduct.”5 

Turning to Pfizer’s insistence that only doctor-by-
doctor evidence could prove causation, Dr. Rosenthal 
testified as to the well-recognized unreliability in the 
field of healthcare economics of asking doctors indi-
vidually whether they were influenced by the many 
methods of off-label marketing. She said 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. As a result, it is preferable 
“[t]o examine objectively the causal association 
between promotion and sales using . . . econometric 
models.” Dr. Rosenthal utilized the standard practice 
of using “aggregate data and . . . statistical approaches 
to link patterns in promotional spending to patterns 
in prescribing for the drug.” Dr. Rosenthal testified 
that it was “neither standard nor appropriate to look 
physician by physician.” 

In opposition to Dr. Rosenthal’s expert testimony, 
Pfizer introduced the expert testimony of Dr. Michael 
C. Keeley, Ph.D., who testified as to alleged flaws in 
Dr. Rosenthal’s methodology. Dr. Keeley testified 

                                            
5 These calculations applied to Kaiser as well as to other 

payors across the country. 
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that when he re-ran Dr. Rosenthal’s regression 
analysis with different assumptions, he did not 
find a statistically significant relationship between 
Pfizer’s promotion of Neurontin and prescriptions of 
Neurontin. Dr. Keeley did not present his own causa-
tion or damages model, however. The court rejected 
Dr. Keeley’s criticisms and accepted Dr. Rosenthal’s 
calculations. Id. at *58. 

The court also found that subsidiary evidence 
tended to show a causal link. For example, 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%. Id. at *30. 

D. Criminal Proceedings and Related 
Proceedings Against the Defendants 
Concerning Neurontin 

Dr. David Franklin was employed as a medical liai-
son at Parke-Davis for about five months in 1996; on 
August 13, 1996, he filed a sealed qui tam action 
against Parke-Davis under the False Claims Act 
(“FCA”), 31 U.S.C. §§ 3729-3733. United States ex rel. 
Franklin v. Parke-Davis, Div. of Warner-Lambert  
Co., 147 F. Supp. 2d 39, 43-44, 46 (D. Mass. 2001). 
Franklin alleged that Parke-Davis engaged in a 
fraudulent scheme to promote off-label uses of 
Neurontin, and that this campaign caused false 
claims to be submitted to the Veterans Administra-
tion and to the federal government for Medicaid 
reimbursement. Id. at 43. Franklin’s suit remained 
under seal for more than three years, as the govern-
ment considered whether to intervene, and was then 
unsealed on December 21, 1999, with the government 
participating only as an amicus curiae. Id. at 46. On 
June 16, 2004, Franklin, Parke-Davis, Pfizer, and the 
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United States entered into a stipulation of dismissal, 
under which Franklin received a relator’s share of 
$24,640,000. 

On May 13, 2004, the U.S. Department of Justice 
filed a criminal information charging Warner-Lambert 
with illegal off-label promotion of Neurontin. Kaiser 
Findings, 2011 WL 3852254, at *11. Pfizer caused 
Warner-Lambert to plead guilty to two felony  
counts of marketing Neurontin for unapproved uses, 
with Warner-Lambert “expressly and unequivocally 
admit[ting]” that it promoted the sale and use of 
Neurontin for neuropathic pain, bipolar disorder, and 
migraine. Id. To be clear, this plea did not admit to 
fraudulent marketing. Warner-Lambert agreed to 
pay a $240 million criminal fine, and Pfizer paid  
$190 million in additional civil fines. Id. News of this 
action, plea, and settlement caused Kaiser to take 
certain steps, as described below. 

E. Kaiser’s Actions To Reduce Neurontin 
Prescriptions 

Neurontin prescriptions written by PMG physicians 
increased dramatically after September 1999 (the 
fraudulent marketing campaign began in 1997). This 
notable increase led some Kaiser regions to “examine 
their members’ use of Neurontin” and make efforts to 
limit it. Id. at *31. By the spring of 2002, the 
Northern California PMG had barred Pfizer drug 
representatives from detailing its physicians regarding 
Neurontin, and the same PMG’s Drug Utilization 
Group (“DRUG”) began a campaign to promote  
only the appropriate use of Neurontin, which other 
regional PMGs joined. Id. 

In late 2002, Kaiser learned about Franklin’s qui 
tam action and escalated its efforts to limit prescribing 
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of Neurontin for neuropathic pain, bipolar disorder, 
migraine, and nociceptive pain. Id. Kaiser shared 
materials about Neurontin produced by DRUG and 
the Southern California PMG’s Drug Utilization 
Action Team (“DUAT”) with all regional PMGs.  
The district court found that though Neurontin use 
continued to increase nationally, Kaiser’s efforts to 
limit its use “result[ed] in a 33-34% decrease in new 
starts of Neurontin.” Id. 

The P & T Committees did not remove Neurontin 
from their formularies or impose restrictions on its 
use after learning about the allegations of defend-
ants’ fraudulent off-label marketing of Neurontin. 
Favorable information about using Neurontin to treat 
neuropathic pain remained on Kaiser’s website until 
the eve of trial. Id. at *30. The district court found, 
however, that Kaiser employees did not know about 
the full scope of defendants’ fraud. Rather, they 
learned of the full scope of the fraud through  
(1) discovery in this suit, and (2) the publication, in 
November of 2009, of an article in the New England 
Journal of Medicine reporting defendants’ use of 
scholarly publications to disseminate misleading 
information about Neurontin. Id. at *31, *7 & n.4. 

F. Injury and Damages Sustained by Kaiser 
Due to Defendants’ Fraud 

The court and the jury found that Kaiser had 
suffered both injury and quantifiable damages as a 
result of defendants’ actions. 

After reviewing the evidence at trial—including the 
results of DBRCTs and other clinical trials, anecdotal 
accounts of clinical success, regulatory approval in 
other countries, and expert opinions, id. at *34-45—
the district court found that “there is no reliable 
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scientific evidence that Neurontin is effective for 
bipolar disorder, migraine, or at high doses,” and that 
although there was evidence that Neurontin was 
effective in treating some kinds of neuropathic pain, 
“there is no reliable scientific evidence to support a 
broad indication of neuropathic pain,” id. at *34. The 
court also found that “PMG physicians would have 
almost certainly prescribed alternative medication to 
their patients had they not prescribed Neurontin.” Id. 
at *33. 

In addition to Dr. Rosenthal’s expert testimony on 
causation and injury, Kaiser presented testimony by 
a second expert, Dr. Hartman, who provided evidence 
as to the damages incurred by Kaiser. His analysis 
used a list6 of alternative drugs that “were more 
appropriate for each off-label indication than Neu-
rontin” in order to determine the average cost of the 
alternative medications that would have been pre-
scribed in the absence of defendants’ fraud. Id. Dr. 
Hartman then multiplied the quantity of affected 
prescriptions (as determined by Dr. Rosenthal) by  
the average excess cost of each Neurontin pres-
cription as compared to alternative medications. Id. 
He concluded that Kaiser’s damages from defendants’ 
fraud totaled $62,457,082, with Kaiser sustaining the 
following damages from fraud-induced prescriptions 
for each off-label indication: $17,822,647 for bipolar 
disorder; $39,774,623 for neuropathic pain; $1,260,464 
for migraine; and $3,599,348 for doses over 1800 
mg/day. Id. at *34. In fact, the total awarded by the 
jury was less than this sum. 

                                            
6 This list had been developed by the chairperson of Kaiser’s 

DIS, Dr. Marta Millares. Kaiser Findings, 2011 WL 3852254, at 
*33. 
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Dr. Keeley, Pfizer’s expert, testified that Dr. 

Hartman’s calculations were flawed because he did 
not have data that permitted him to determine which 
alternative drugs would have been prescribed in 
place of Neurontin. Dr. Keeley did not present his 
own estimate of Kaiser’s damages, however. 

Pfizer argued to the jury that Neurontin was 
effective for the off-label uses at issue, and that as a 
result, (1) Pfizer’s promotional campaign involved no 
misrepresentations about Neurontin’s effectiveness; 
(2) even if Pfizer made misrepresentations, Kaiser 
doctors prescribed Neurontin for off-label uses 
because it was effective in their clinical experience, 
not because of Pfizer’s misrepresentations; and  
(3) because Kaiser’s damages theory was based on 
Neurontin’s complete ineffectiveness for off-label 
uses, Kaiser’s damages calculations were invalid if 
Neurontin was sometimes effective for these uses. 
The jury rejected Pfizer’s arguments and awarded 
Kaiser $47,363,092 in damages, which the court 
trebled to $142,089,276. Id. at *1. 

Pfizer argued to the district court that since doctors 
consider “multiple sources, types, and levels of 
scientific evidence” in making treatment decisions, 
and the effectiveness of a drug is a patient-specific 
inquiry, the court should not confine its analysis of 
Neurontin’s effectiveness for off-label uses to whether 
DBRCTs demonstrated efficacy. Kaiser responded 
that DBRCTs were the “gold-standard for determining 
efficacy” and that “[l]ower-tier evidence is insufficient, 
especially in place of existing DBRCTs.” 

Pfizer further argued to the court that because 
Neurontin was not “completely and categorically 
ineffective” for off-label uses, Pfizer had not misled 
Kaiser about Neurontin’s efficacy and Kaiser had not 
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proved that it suffered economic injury. Pfizer also 
argued that Dr. Rosenthal’s and Dr. Hartman’s 
testimony was flawed and hence not probative of 
causation or damages. The court rejected Pfizer’s 
arguments and accepted Dr. Rosenthal’s and Dr. 
Hartman’s calculations as the basis for its own 
damages award of $95,286,518. Id. at *58-60. 

III. 

Pfizer seeks to vacate the court and jury findings of 
liability and damages on a number of theories. It 
argues that Kaiser’s claims fail as a matter of law, 
that the evidence was insufficient, and that there 
were trial errors. At the heart of the appeal is the 
claim that, as a matter of law, Kaiser cannot meet 
the RICO or UCL causation requirements, and so 
Pfizer was entitled to a directed verdict. On appeal, 
Pfizer does not challenge the conclusions of the jury 
and district court that it engaged in a fraudulent 
scheme with respect to its promotion of Neurontin for 
off-label uses.7 

A. RICO Causation 

The civil damages provision of RICO provides that 
“[a]ny person injured in his business or property by 
reason of a violation of section 1962 of this chapter 
                                            

7 As noted, Pfizer argued to the jury and the district court 
that Neurontin was effective for off-label uses and that Pfizer 
therefore made no material misrepresentations. It does not 
make this argument on appeal. Instead, it argues on appeal only 
that Neurontin’s effectiveness means Kaiser did not prove  
that it suffered economic injury from paying for off-label pre-
scriptions of Neurontin. Pfizer does state on appeal, in passing, 
that Kaiser “presented no evidence of fraudulent detailing (sales 
calls) to PMG doctors,” but it does not squarely challenge the 
district court’s contrary finding and, in any event, makes this 
argument only to attack the “fit” of Kaiser’s expert testimony. 
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may sue therefor . . . and shall recover threefold the 
damages he sustains and the cost of the suit, 
including a reasonable attorney’s fee.” 18 U.S.C. 
§ 1964(c). In relevant part, section 1962 prohibits 
“any person employed by or associated with any 
enterprise engaged in, or the activities of which 
affect, interstate or foreign commerce” from “con-
duct[ing] or participat[ing], directly or indirectly, in 
the conduct of such enterprise’s affairs through a 
pattern of racketeering activity.” Id. § 1962(c). A 
“racketeering activity” can consist of a wide range of 
predicate offenses, including, as alleged in this case, 
mail and wire fraud, see id. § 1961(1), and a “pattern” 
of such activity requires at least two racketeering 
acts, id. § 1961(5). 

Our RICO causation analysis is controlled by the 
Supreme Court’s decisions in Holmes v. Securities 
Investor Protection Corp., 503 U.S. 258 (1992), and its 
progeny.8 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). In Holmes, the 
Supreme Court held that the civil RICO provision’s 
“by reason of” language contains both but-for causa-
tion and proximate causation requirements. 503 U.S. 
at 268. In our view, these are two quite distinct 
questions. Here, the harm to Kaiser plainly was 
foreseeable, and foreseeability is needed for, but does 
not end the inquiry as to, proximate causation. The 
proximate causation question in this appeal concerns 
whether the chain of events between Pfizer’s 

                                            
8 The parties apply the same analysis on the proximate 

causation questions to both Kaiser’s RICO claim and its UCL 
claim, so we proceed on the assumption that this approach is 
correct. 
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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. The but-for causation question, in contrast, is 
whether, absent Pfizer’s fraud, Kaiser would have 
paid for fewer off-label Neurontin prescriptions. 

Pfizer’s primary argument is that, as a matter of 
law, there is no proximate causation in this case 
because there are too many steps in the causal chain 
connecting its misrepresentations to the injury to 
Kaiser, particularly because that injury rests on  
the actions of independent actors—the prescribing 
doctors. As to but-for causation, Pfizer argues that its 
evidence at trial “falsified” Kaiser’s theories of causa-
tion, and that some of the evidence Kaiser presented 
to prove but-for causation was inadmissible. We take 
these arguments in sequence. 

B. Proximate Causation 

In Holmes, the Supreme Court upheld entry of 
summary judgment for the defendant on RICO claims 
brought by a plaintiff who was subrogated to the 
rights of others, based on the plaintiff’s failure to 
meet the proximate cause requirement. Id. at 262-64, 
271-74. The Holmes plaintiff alleged that the defend-
ant had engaged in an enterprise to manipulate the 
prices of certain stocks, id. at 261, and complained 
that this conduct caused the plaintiff to have to pay 
the claims of customers of two broker-dealers that 
had become insolvent once the fraud was revealed, 
see id. at 262-63. The Court determined that, even if 
this plaintiff were allowed to stand in the shoes of a 
better-situated plaintiff (namely, the customers), the 
link was too remote between the alleged stock 
manipulation scheme and the harm to the customers, 
because that harm was itself contingent on the harm 
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suffered by the broker-dealers who had purchased 
the manipulated stock. See id. at 271. The only 
connection between the RICO conduct and the 
claimed harm was the broker-dealers’ insolvency. Id. 

The Holmes Court stated that, “[a]t bottom, the 
notion of proximate cause reflects ‘ideas of what 
justice demands, or of what is administratively 
possible and convenient.’” Id. at 268 (quoting W. 
Keeton, et al., Prosser & Keeton on Law of Torts  
§ 41, at 264 (5th ed. 1984)). As a result, the Court 
explained, it was “us[ing] ‘proximate cause’ to label 
generically the judicial tools used to limit a person’s 
responsibility for the consequences of that person’s 
own acts.” Id. 

Because of “the infinite variety of claims that may 
arise” in which a court must analyze proximate 
causation, it is “virtually impossible to announce a 
black-letter rule that will dictate the result in every 
case.” Id. at 272 n.20 (quoting Associated Gen. 
Contractors of Cal., Inc. v. Cal. State Council of 
Carpenters, 459 U.S. 519, 536 (1983)) (internal quo-
tation marks omitted). Instead, the Court set out 
certain principles, derived from the common law and 
from interpretations of analogous statutes, to govern 
the proximate cause inquiry under RICO. 

The Court noted that RICO’s civil provision drew 
its language directly from the Clayton and Sherman 
Acts, which had for decades been interpreted as 
incorporating proximate cause requirements. Id. at 
267-68; see Associated Gen. Contractors, 459 U.S. at 
531-34. In the antitrust context, the Court had 
identified a number of factors that bear on the 
proximate cause question, including whether the 
injury was of the sort that the statutes sought to 
redress, Associated Gen. Contractors, 459 U.S. at 538; 
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the “directness or indirectness of the asserted injury,” 
including whether the “links” in the “chain of 
causation” were clear or were only “vaguely defined,” 
id. at 540; the identity of the “immediate victims” of 
the antitrust conduct, id. at 541; whether the injuries 
complained of may have been caused by “independent 
factors,” id. at 542; and whether the plaintiffs were 
part of “an identifiable class of persons whose self-
interest would normally motivate them to vindicate 
the public interest in antitrust enforcement,” id. 

The Holmes Court used various phrases to define 
what it takes to meet RICO’s proximate cause 
standard, such as “some direct relation between the 
injury asserted and the injurious conduct alleged,” 
503 U.S. at 268, and whether “the link is too remote” 
between the conduct and the harm suffered, id. at 
271. The Court noted that the proximate cause 
analysis at common law often included such a 
“demand for some direct relation”; that is, 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.” Id. at 268. Later, in Anza v. Ideal 
Steel Supply Corp., 547 U.S. 451, the Court similarly 
found proximate cause lacking where the RICO 
conduct alleged had directly harmed a party other 
than the plaintiff and the plaintiff’s alleged injury 
was only a collateral result of the direct harm. In that 
case, the defendant’s scheme to underpay sales taxes 
had directly injured the state by depriving it of tax 
revenue, whereas the plaintiff’s alleged harm related 
to the competitive effects of the defendant charging 
lower prices without sales tax. See id. at 458. 

Importantly, the Holmes Court also provided three 
functional factors with which to assess whether 
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proximate cause exists under RICO. First, the Court 
noted concerns about proof, reasoning that “the less 
direct an injury is, the more difficult it becomes  
to ascertain the amount of a plaintiff’s damages 
attributable to the violation, as distinct from other, 
independent, factors.” 503 U.S. at 269. Second were 
concerns about administrability and the avoidance  
of multiple recoveries: “[R]ecognizing claims of the 
indirectly injured would force courts to adopt com-
plicated rules apportioning damages among plaintiffs 
removed at different levels of injury from the vio-
lative acts, to obviate the risk of multiple recoveries.” 
Id. Third, the Court focused on the societal interest 
in deterring illegal conduct and whether that interest 
would be served in a particular case: “[T]he need  
to grapple with [the previous two] problems [may  
be] simply unjustified by the general interest in 
deterring injurious conduct, since 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 269-70. 

Holmes makes it clear that both the directness 
concern and the three functional factors are part of 
the proximate cause inquiry. See id. at 271-74. 
Indeed, the Court warned that its “use of the term 
‘direct’ should merely be understood as a reference to 
the proximate-cause enquiry that is informed by the 
concerns” of justice and administrability. Id. at 272 
n.20; see id. at 268. Holmes and its successor, Anza, 
both found a lack of proximate cause when examining 
the attenuated relationship between the plaintiffs 
and the direct victim or victims of the alleged fraud. 

In Bridge v. Phoenix Bond & Indemnity Co., 128  
S. Ct. 2131, the Court considered the RICO claims of 
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such direct victims. It also relatedly addressed the 
question of whether first-party reliance on a defend-
ant’s misrepresentations is required under RICO, 
and answered that question “no.”9 

In Bridge, the plaintiffs alleged that the defendants 
had engaged in a scheme to make misrepresentations 
to county tax authorities in order to win more bids  
at tax lien auctions than they would have been able 
to win absent the fraud. See id. at 2135-36. The 
plaintiffs were other bidders at the auctions whose 
bids had tied with defendants’ bids, and whose 
claimed injury was the deprivation of their fair share 
of winning bids. Id. at 2136. 

A unanimous Court held that first-party reliance  
is not an element of proximate cause in a private 
RICO claim predicated on mail fraud. Id. at 2134. 
Thus, even where the plaintiffs did not receive the 
misrepresentations at issue—the county was the 
party that had relied on the misrepresentations—the 
plaintiffs had sufficiently alleged proximate causa-

                                            
9 We disagree with Pfizer’s argument that “attempting to 

prove non-party doctors’ reliance through inferences from 
aggregate sales data invokes the ‘fraud on the market’ doctrine.” 
The fraud-on-the-market doctrine, utilized in securities law, 
“relieves the plaintiff of the burden of proving individualized 
reliance on a defendant’s misstatement, by permitting a 
rebuttable presumption that the plaintiff relied on the ‘integrity 
of the market price’ which reflected that misstatement.” In  
re PolyMedica Corp. Sec. Litig., 432 F.3d 1, 7 (1st Cir. 2005) 
(discussing Basic Inc. v. Levinson, 485 U.S. 224 (1988)). While 
reliance “is an essential element of the § 10(b) private cause of 
action,” Amgen Inc. v. Conn. Retirement Plans & Trust Funds, 
___ S. Ct. ___, 2013 WL 691001, at *4 (2013) (internal quotation 
marks omitted), first-party reliance is not an element of a 
private RICO claim predicated on mail fraud, Bridge, 128 S. Ct. 
at 2134, so the analogy is inapt. 
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tion under RICO. Id. at 2138, 2143-44. Here, like the 
defendants in Bridge, Pfizer argues that its supposed 
misrepresentations went to prescribing doctors, and 
so the causal link to Kaiser must have been broken. 
Even putting aside the evidence of Pfizer’s direct 
communications to Kaiser, we think Bridge fore-
closes this argument. The Bridge Court rejected the 
attempt to impose a direct reliance requirement on 
top of the statutory language providing a private 
right of action under RICO, finding no support for it 
in the common law. See id. at 2139-41. We likewise 
find none here. 

Bridge also supports the conclusion that Kaiser 
meets the proximate cause requirement for several 
additional reasons. First, Bridge held that the 
plaintiffs there “clearly were injured by [defendants’] 
scheme,” as they lost valuable property they would 
not otherwise have lost. Id. at 2139. In so holding,  
the Court analogized to a business being harmed by 
misrepresentations made by a rival to its suppliers 
and competitors but not to the business itself. See id. 
The Court rejected the argument that no RICO injury 
could exist in such circumstances. In doing so, it 
commented on the fact that a business so injured 
would be “the primary and intended victim[ ] of the 
scheme to defraud.” Id. Here, Kaiser was likewise a 
“primary and intended victim[ ] of [Pfizer’s] scheme 
to defraud.”10 Its injury was a “foreseeable and 
natural consequence” of Pfizer’s scheme, id. at 2144—
a scheme that was designed to fraudulently inflate 
the number of Neurontin prescriptions for which 

                                            
10 In using this language, we do not suggest that a defendant 

can escape RICO liability to a foreseeably and actually injured 
plaintiff by saying it did not “intend” such a result. Pfizer could 
not plausibly make such a claim here in any event. 
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TPPs paid. The evidence that Pfizer had specifically 
targeted Kaiser for Neurontin sales in general 
supports the conclusion that Kaiser’s injury was a 
natural consequence of Pfizer’s fraudulent scheme, 
but such evidence was not required, given the 
mechanisms by which Pfizer’s marketing plan 
operated. As Judge Posner stated in the Bridge case, 
after remand: “The doctrine of proximate cause . . . 
protects the ability of primary victims of wrongful 
conduct to obtain compensation. . . .” BCS Servs.,  
Inc. v. Heartwood 88, LLC, 637 F.3d 750, 756 (7th 
Cir. 2011). Here Kaiser was a primary victim. 

Further, the Bridge Court saw no risk of multiple 
recoveries or other policy reasons to limit recovery. 
See 128 S. Ct. at 2144 (citing Holmes, 503 U.S.  
258; Anza, 547 U.S. 451). Nor did it see a “more 
immediate victim . . . better situated to sue.” Id. So 
too here: 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. 
Because Kaiser was both the natural and foreseeable 
victim of the fraud and the intended victim of the 
fraud, there is no risk of duplicative recovery. See id. 
Neither the individual physicians, nor the DIS mem-
bers, 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.11 See Holmes, 503 U.S. at 

                                            
11 There are, of course, other potential victims of Pfizer’s 

scheme, such as uninsured individuals who paid for their own 
prescriptions. But any such injury would be different in kind 
from Kaiser’s injury and could not be considered “multiple” in 
that respect. At oral argument, Pfizer raised the possibility that 
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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. See id. at 269-
70. And, as we explain below, Kaiser was able to 
present sufficient evidence to ascertain the amount of 
its damages attributable to Pfizer’s conduct. See id. 
at 269. 

In our view, Kaiser has met both the direct rela-
tionship and functional tests articulated in Holmes 
and its progeny. We reject Pfizer’s core defense that 
there are too many steps in the causal chain between 
its misrepresentations and Kaiser’s alleged injury to 
meet the proximate cause “direct relation” require-
ment as a matter of law. Pfizer characterizes this 
causal relationship as involving at least four steps: 
Pfizer communicating tainted information about 
Neurontin to Kaiser’s DIS; the DIS producing 
monographs that rely on the misrepresentations; 
those monographs influencing the PMGs in their 
formulary decisions; and the prescribing physicians 
(who exercise independent medical judgment) acting 
within the formulary to issue the prescriptions.  
We think this characterization misconstrues the way 
in which the Court has framed the direct relation 
test. Moreover, the adoption of Pfizer’s view would 
undercut the core proximate causation principle of 
allowing compensation for those who are directly 
injured, whose injury was plainly foreseeable and 
was in fact foreseen, and who were the intended 
victims of a defendant’s wrongful conduct.12 

                                            
premium payers might also sue as victims of Pfizer’s scheme, 
but the question of whether any injury to such payers was 
proximately caused by this scheme is not before us in this case. 

12 The Supreme Court’s recent decision in Hemi Group, LLC 
v. City of New York, 130 S. Ct. 983, does not, as Pfizer argues, 
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In fact, the causal chain in this case is anything 

but attenuated. Pfizer has always known that, 
because of the structure of the American health care 
system, physicians would not be the ones paying  

                                            
lead to a contrary conclusion. As an initial matter, that case 
produced a 4-1-3 decision with no majority on the proximate 
cause question. See id. at 995 (Ginsburg, J., concurring in part 
and concurring in the judgment) (providing fifth vote to 
overturn the decision below, “[w]ithout subscribing to the 
broader range of the Court’s proximate cause analysis”). But in 
any event, the factual situation here is easily distinguished. 

In Hemi Group, the defendant’s alleged RICO conduct was 
using the mails to violate the federal Jenkins Act, which 
requires out-of-state cigarette vendors to report customer 
information to the customers’ states of residence. See id. at 987 
(plurality opinion). Thus, if the defendant’s scheme could even 
be said to have a foreseen or intended victim, it was New York 
State (to whom Hemi Group owed the Jenkins Act reports), not 
the plaintiff New York City. Cf. id. at 990 (identifying the state 
as a “better situated” plaintiff). 

Further, Hemi Group raised a policy problem not at issue 
here: in that case, allowing the city to bring what was 
essentially a Jenkins Act claim under the rubric of RICO would 
have risked “turning RICO into a tax collection statute.” Id. at 
993 n.2; see id. at 995 (Ginsburg, J., concurring in part and 
concurring in the judgment) (stating that Justice Ginsburg 
would have rejected the city’s claim because it was an attempt 
to make an “end-run” around the scope of the Jenkins Act). 
Kaiser’s case involves no such unusual policy risk. If anything, 
the risk cuts in the other direction: 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. That could mean that no viable 
plaintiffs would remain to “vindicate the law as private 
attorneys general.” 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. 
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for the drugs they prescribed. Pfizer’s fraudulent 
marketing plan, meant to increase its revenues and 
profits, only became successful once Pfizer received 
payments for the additional Neurontin prescriptions 
it induced. Those payments came from Kaiser and 
other TPPs. See Bridge, 128 S. Ct. at 2144 (noting 
that other auction bidders, not the county officials 
who immediately relied on defendants misrepresen-
tations, were the intended victims of defendants’ 
RICO conduct); BCS Servs., 637 F.3d at 756. Kaiser 
sought only economic recovery in this case, and its 
economic injury occurred when it paid for fraudu-
lently induced Neurontin prescriptions.13 

With respect to the mechanisms by which Pfizer 
marketed Neurontin to PMG doctors through detail-
ing and educational programs, Pfizer fraudulently 
marketed to physicians with the intent that those 
physicians would write prescriptions paid for by 
Kaiser. The fraudulent scheme worked as intended, 
inducing a huge increase in Neurontin prescriptions 
for off-label uses. Pfizer now argues that because 
doctors exercise independent medical judgment in 
making decisions about prescriptions, the actions of 

                                            
13 While first-party reliance was not needed, the evidence 

as to Kaiser’s reliance on Pfizer’s misrepresentations was 
particularly strong, and it came directly from Pfizer itself.  
Pfizer had specifically identified Kaiser as a potential target for 
increased Neurontin sales and had developed a five-point plan 
for promoting Neurontin to Kaiser. That plan included making 
contact with members of the DIS and the P & T Committees. 
Kaiser Findings, 2011 WL 3852254, at *11. This strategy shows 
that Pfizer did not view the various arms within Kaiser as 
“third and even fourth parties,” Hemi Grp., 130 S. Ct. at 992 
(plurality opinion); rather, it viewed the Kaiser organization as 
a single entity to which Pfizer could pitch Neurontin in order to 
create effects that would reach prescribing physicians. 



31a 
these doctors are independent intervening causes. 
But Pfizer’s scheme relied on the expectation that 
physicians would base their prescribing decisions in 
part on Pfizer’s fraudulent marketing. The fact that 
some physicians may have considered factors other 
than Pfizer’s detailing materials in making their pre-
scribing decisions does not add such attenuation to 
the causal chain as to eliminate proximate cause. 
Rather than showing a lack of proximate causation, 
this argument presents a question of proof regarding 
the total number of prescriptions that were attribut-
able to Pfizer’s actions. This is a damages question. 
Cf. Anza, 547 U.S. at 466 (Thomas, J., concurring in 
part and dissenting in part) (“Proximate 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.”). 

The doctrine of proximate cause, as Judge Posner 
has noted, “does its work” in situations where 

too many unexpected things had to happen 
between the defendant’s wrongdoing and the 
plaintiff’s injury, in order for the injury to 
occur—so many unexpected things that the 
defendant couldn’t have foreseen the effect of his 
wrongdoing and therefore couldn't have been 
influenced, in deciding how much care to employ 
in the activity that produced the wrongful act, by 
the prospect of inflicting such an injury as 
occurred. 

BCS Servs., 637 F.3d at 754. That is not the situation 
here. Holding Pfizer liable will have an effect in 
deterring wrongful conduct. And the effect of that 
wrongful conduct was clear in foresight, not hind-
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sight. See id. at 755. Upholding the finding of 
proximate cause here will “protect[ ] the ability of 
primary victims of wrongful conduct to obtain 
compensation; simplif[y] litigation; recognize[ ] the 
limitations of deterrence . . . and eliminate[ ] some 
actual or possible but probably minor causes as 
grounds of legal liability.” Id. at 756. The district 
court correctly concluded that Kaiser met the proxi-
mate causation requirement. 

C. But-For Causation 

Kaiser introduced several categories of evidence  
at trial which clearly demonstrated but-for causation. 
It produced evidence that (1) its employees directly 
relied on Pfizer’s misrepresentations in preparing 
monographs and formularies, which, in turn, influ-
enced doctors’ prescribing decisions; and (2) Pfizer’s 
fraudulent off-label marketing directed to physicians 
caused PMG doctors to issue more Neurontin pres-
criptions than they would have absent such market-
ing. The latter type of evidence came from Dr. 
Rosenthal’s report14 as well as inferences from other 

                                            
14 Kaiser has argued that the district court did not actually 

use the Rosenthal report as evidence of causation, but rather 
used it only to quantify damages. The district court’s findings 
are not clear on this point. Compare Kaiser Findings, 2011 WL 
3852254, at *32 (“To meet its burden of proving causation, 
plaintiffs offered the testimony of Professor Meredith Rosenthal 
. . . .”), with id. at *54 (describing causation question as “what 
misrepresentations and omissions Kaiser and DIS relied on [,] . . . 
whether that reliance caused Kaiser to suffer injury[, and] . . . 
whether or not PMG physicians would have nonetheless 
prescribed Neurontin to their patients if DIS had not published 
monographs recommending Neurontin or if the P & T Com-
mittees had added guidelines or restrictions to Neurontin’s 
formulary status”). The jury charge on causation and damages 
did not mention the aggregate evidence one way or another. We 
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data. Pfizer has argued both that the direct reliance 
evidence was insufficient and that Dr. Rosenthal’s 
aggregate evidence was inadmissible and insufficient. 
Pfizer’s insufficiency claims rest on the argument 
that certain evidence, introduced at trial and 
considered by the jury and district court, “falsified” 
Kaiser’s theories of causation. We reject both of 
Pfizer's arguments. 

1. But-For Reliance Evidence 

Kaiser presented ample evidence of the ways in 
which its reliance on Pfizer’s misrepresentations 
regarding the effectiveness of Neurontin for the four 
relevant off-label uses met the but-for causation 
requirement. Kaiser received Pfizer’s misrepresen-
tations through Pfizer’s contacts with Kaiser’s DIS, 
which disseminated information throughout the 
Kaiser organization. See Kaiser Findings, 2011 WL 
3852254, at *3-4. The DIS also relied on publicly 
available information about Neurontin, id. at *3, 
which, because of Pfizer’s publication strategy, omit-
ted important information about negative study 
results, see id. at *7-8. 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. 

Kaiser specifically presented evidence that the  
DIS shared with all regions at least two monographs 
that recommended Neurontin for bipolar disorder 
and that recommended removal of any formulary 
restrictions on Neurontin. See id. at *28-29. These 
monographs were compiled without Pfizer having 
                                            
will proceed on the understanding that the aggregate evidence 
both went to causation and set the basis for damages. 
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disclosed certain adverse material information. Id. 
“In making formulary decisions, P & T Committees 
rely heavily on DIS’s monographs,” id. at *3, and 
PMG physicians comply with the formulary at a 95 
percent rate, id. at *4. 

There was also evidence 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. For one, when DIS answered physicians’ 
questions through its inquiry service, DIS relied on 
half-truths communicated to it by Pfizer. See id. at 
*29. Second, after PMG physicians attended a medi-
cal education conference in May 1999, new Neurontin 
prescriptions increased by 62 percent. Id. at *30. And 
significantly, when Kaiser conducted the DRUG and 
DUAT campaigns to reduce Neurontin usage after 
the negative information about Neurontin came to 
light, new prescriptions of Neurontin fell by about 33 
percent. At the same time, such prescriptions contin-
ued to rise nationally. Id. at *31. 

From this evidence, the district court concluded 
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 
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result of its reliance on Pfizer’s intentional 
misrepresentations and omissions. 

Id. at *30. This finding was not clearly erroneous. 
Further, a reasonable jury could have reached the 
same conclusion. 

Pfizer argues that Kaiser’s DRUG and DUAT 
campaigns to reduce prescriptions of Neurontin were 
not evidence of but-for causation because they were 
motivated by the desire to contain costs, not by 
concerns about Neurontin’s efficacy for off-label uses. 
Pfizer also argues that once evidence of the DRUG 
and DUAT campaigns is properly discounted, there is 
no evidence that the Kaiser PMGs took steps to 
restrict Neurontin on their formularies, which 
“falsifies” Kaiser’s causal theory of direct reliance. 

Pfizer did present evidence that Kaiser continued 
to permit and even recommend the prescription of 
Neurontin for certain off-label uses after it became 
aware of Pfizer’s fraud, as well as evidence that 
Kaiser’s efforts to limit Neurontin prescriptions were 
driven in part by its cost. But Kaiser presented 
evidence that it did not learn the full scope of Pfizer’s 
fraud until November 2009, Kaiser Findings, 2011 
WL 3852254, at *31, and that its efforts to limit 
Neurontin prescriptions were motivated by concerns 
about its efficacy for off-label uses. It was within the 
factfinder’s province to weigh this evidence. Pfizer’s 
evidence did not, as a matter of law or of evidence, 
“falsify” Kaiser’s theory of reliance upon Pfizer’s 
misrepresentations. 

2. Regression Analysis Aggregate Evidence 

Pfizer relies heavily on its argument that the 
aggregate statistical evidence presented by Dr. 
Rosenthal was also insufficient to show causation (or 
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injury) as a matter of law, and was inadmissible as 
well. 

a. Admissibility of Rosenthal Testimony 

We review a district court’s ruling on the admis-
sibility of an expert witness’s testimony for abuse of 
discretion. In re Pharm. Indus. Average Wholesale 
Price Litig. (AWP), 582 F.3d 156, 198 (1st Cir. 2009). 
Under Daubert v. Merrell Dow Pharmaceuticals, Inc., 
509 U.S. 579, 113 S. Ct. 2786, 125 L. Ed. 2d 469 
(1993), expert testimony must have a “reasoning or 
methodology” that is “scientifically valid,” id. at 592-
93, and that methodology must also have a “valid 
scientific connection to the pertinent inquiry”—that 
is, a proper “fit” with the facts of the case, id. at 591-
92. Admissibility does not turn on a determination 
by the trial court of “which of several competing 
scientific theories has the best provenance,” nor does 
it turn on convincing the trial court that the proffered 
expert is correct. Milward v. Acuity Specialty Prods. 
Grp., Inc., 639 F.3d 11, 15 (1st Cir. 2011) (quoting 
Ruiz-Troche v. Pepsi Cola of P.R. Bottling Co., 161 
F.3d 77, 85 (1st Cir. 1998)) (internal quotation mark 
omitted). 

It is clear that Dr. Rosenthal’s evidence met several 
requirements of Federal Rule of Evidence 702. Dr. 
Rosenthal is a witness with the requisite “knowledge, 
skill, experience, training, or education,” Fed. R. 
Evid. 702, and her opinion would assist the trier of 
fact to understand the evidence or to determine a fact 
in issue, Fed. R. Evid. 702(a). Yet Pfizer argues that 
Dr. Rosenthal’s testimony should have been excluded, 
attacking both the methodology and the “fit” of the 
Rosenthal report. 

As to the methodology, regression analysis is a well 
recognized and scientifically valid approach to under-
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standing statistical data, and courts have long 
permitted parties to use statistical data to establish 
causal relationships. See, e.g., Wards Cove Packing 
Co., Inc. v. Atonio, 490 U.S. 642, 657-58 (1989) 
(holding that under Title VII of the Civil Rights Act 
of 1964, “specific causation” is shown and a “prima 
facie case” is “establish[ed]” when plaintiff identifies 
a specific employment practice linked to a statistical 
disparity); Watson v. Fort Worth Bank & Trust,  
487 U.S. 977, 994 (1988) (opinion of O’Connor, J.) 
(explaining that, to establish a prima facie case under 
Title VII, “[o]nce the employment practice at issue 
has been identified, causation must be proved; that 
is, the plaintiff must offer statistical evidence of a 
kind and degree sufficient to show that the practice 
in question has caused the exclusion of applicants for 
jobs or promotions because of their membership in a 
protected group”); Duren v. Missouri, 439 U.S. 357, 
366-67 (1979) (permitting petitioner to establish prima 
facie violation of fair cross-section requirement of 
Sixth and Fourteenth Amendments by using “statistics 
and other evidence” to show that “the under-
representation of women, generally and on his venire, 
was due to their systematic exclusion in the jury-
selection process”); Times-Picayune Pub. Co. v. 
United States, 345 U.S. 594, 621 (1953) (in antitrust 
case, looking to “economic statistics” to determine 
whether “demonstrably deleterious effects on compe-
tition may be inferred”); In re High Fructose Corn 
Syrup Antitrust Litig., 295 F.3d 651, 660-61 (7th Cir. 
2002) (permitting use of regression analysis to show 
causation in antitrust case); Conwood Co., L.P. v. 
U.S. Tobacco Co., 290 F.3d 768, 794 (6th Cir. 2002) 
(finding regression analysis “to be admissible on the 
issue of causation” in antitrust case (emphasis omit-
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ted) (quoting Jahn v. Equine Servs., PSC, 233 F.3d 
382, 390 (6th Cir. 2000))). 

Pfizer argues that Dr. Rosenthal’s analysis is 
nonetheless unreliable in this instance because it did 
not account for other factors that may have led a 
doctor to prescribe Neurontin for off-label use, par-
ticularly because the model did not include a “time 
trend.”15 Pfizer also argues that the methodology 
must be unsound because the data contradict the 
results of Dr. Rosenthal’s regression in three ways: 
(1) gabapentin prescriptions continued to grow after 
October 2004, when marketing spending plummeted 
as Neurontin lost patent protection; (2) the model 
improperly controlled for a spike in promotional 
spending in 2003, when Neurontin prescriptions 
remained relatively flat; and (3) the model attributed 
85% of Neurontin prescriptions for nociceptive pain 
to alleged fraudulent marketing, but the factfinders 
found that there was no fraudulent marketing for 
that indication. 

The district court acted well within its discretion in 
concluding that Dr. Rosenthal’s methods met the 
scientific validity standard under Rule 702. “So long 
as an expert’s scientific testimony rests upon ‘good 
grounds, based on what is known,’ it should be tested 
by the adversarial process, rather than excluded  
for fear that jurors will not be able to handle the 
scientific complexities.” Milward, 639 F.3d at 15 
(citation omitted) (quoting Daubert, 509 U.S. at 590. 
Pfizer’s own expert witness admitted that peer-
                                            

15 Dr. Rosenthal described a “time trend” as a variable that  
is “introduced to capture some conglomeration of variables 
believed to have a pattern over time. . . . [I]t’s a hypothetical 
based on the idea that there are some things [other than 
promotional spending] over time that drive sales.” 
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reviewed, published studies do not always contain 
time trends. Moreover, Dr. Rosenthal explained her 
reason for declining to use a time trend: because the 
case involved only a single drug (as opposed to other 
studies involving multiple drugs), the time trend 
would likely be a confounding variable, because its 
inclusion would produce results showing that promo-
tional spending had no statistically significant effect 
on prescriptions—a conclusion that would not com-
port with basic economics. Indeed, Pfizer’s own 
documents and testimony show that it expected and 
believed that off-label marketing of Neurontin would 
increase off-label prescriptions, and that its marketing 
had that result. The choice not to use a time trend 
did not make Dr. Rosenthal’s methodology unreliable. 

Pfizer’s objections regarding data that allegedly 
contradict the reliability of the model also do not 
show that the district court abused its discretion. 
These objections presented a question for the jury. 
The post-October 2004 increase in gabapentin pres-
criptions does not render the regression analysis 
inadmissible. Indeed, the increase can be explained 
by the fact that gabapentin became a generic drug at 
that time, and the generic’s lower price would be 
expected to increase gabapentin sales even though 
marketing efforts for Neurontin had ceased. This 
change in circumstances does not negate the causal 
relationship between marketing and prescriptions 
that the model revealed for the pre-October 2004 
period. 

There was also nothing methodologically suspect 
about Dr. Rosenthal’s controlling for a spike in pro-
motional spending in 2003, because that spike was 
likely the result of “strategic interaction” between the 
marketing efforts for Neurontin and for Pfizer’s 



40a 
launch of a new anti-epileptic drug, Lyrica. As Dr. 
Rosenthal explained, this was the most plausible 
reason why promotional spending for Neurontin 
would increase even as it neared the end of its patent 
life. 

Finally, Pfizer’s argument about the 85% figure for 
nociceptive pain misunderstands the structure of the 
model. In conducting her analysis, Dr. Rosenthal 
assumed—at the plaintiffs direction—that all off-
label marketing was fraudulent,16 then analyzed the 
relationship between marketing and prescriptions. 
Such an approach to proving injury from an under-
lying assumption of unlawful behavior (to be proven 
to the fact-finder) is well accepted in the antitrust 
context from which RICO has drawn many of its 
causation principles. See, e.g., Associated Gen. 
Contractors, 459 U.S. at 528, 535-46 (noting that 
appellate court had “properly assumed” that defend-
ant’s alleged conduct “might violate the antitrust 
laws,” id. at 528, 103 S. Ct. 897, then going on to 
separately evaluate whether plaintiff had sufficiently 
alleged antitrust injury). Ultimately, Pfizer’s attacks 
on Dr. Rosenthal’s methodology were all grist for  
the trier of fact; they warranted “test[ing] by the 
adversarial process, rather than exclu[sion].” Milward, 
639 F.3d at 15. 

As to the “fit” between Dr. Rosenthal’s model and 
the facts at issue in the case, Pfizer objects that:  
(1) Dr. Rosenthal did not analyze the effect of the dis-
torted studies or educational events on prescriptions, 
but rather the effect of promotional spending on 
prescriptions; (2) she did not analyze the effect of 
formulary expansion on the number of prescriptions 

                                            
16 Her analysis excluded the marketing for on-label uses. 
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written; (3) the analysis used national drug utiliza-
tion data, as opposed to drug utilization data of 
Kaiser; (4) the analysis assumes all off-label marketing 
expenditures for Neurontin were for fraudulent 
marketing; and (5) the diagnostic codes used to 
determine what condition the drug was prescribed for 
indicate a patient’s primary condition, so Neurontin 
could have been prescribed for an on-label use, but 
appear to be off-label. The basic thrust of Pfizer’s 
argument is that Dr. Rosenthal’s analysis does not 
provide insight into the quantity of prescriptions 
written as a result of Pfizer’s alleged fraudulent 
marketing. 

None of these arguments demonstrate that the 
district court abused its discretion under the “fit” 
criterion in admitting Dr. Rosenthal’s testimony. The 
use of promotional spending as a variable was a 
reasonable “fit” to represent Pfizer’s fraud because 
Pfizer targeted its promotional activities toward 
PMG physicians and toward Kaiser itself, and the 
money it spent on promotion helped to implement its 
fraudulent publication strategy. See Kaiser Findings, 
2011 WL 3852254, at *11-28. The analysis did not 
require Kaiser to quantify the “publication strategy” 
as distinct from other promotional activities in order 
to effectively model the causal relationship. In fact, 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. 

Next, the use of national drug data was reasonable, 
and the district court did not abuse its discretion in 
so holding. See id. at *32. Dr. Rosenthal used data 
that was prepared by independent consulting com-
panies, and this type of data is used by Pfizer itself in 
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its own strategic planning and marketing efforts. 
Kaiser did not independently keep track of the usage 
for which each prescription was written, so Dr. 
Rosenthal used what she considered the best 
alternative, derived from national databases that  
the district court described as the “gold standard.”  
Id. Pfizer does not challenge the district court’s 
determination that it was reasonable to assume that 
Kaiser’s patient population and physician distribution 
are similar to the national mix. See id. The district 
court also permissibly found a “fit” in Dr. Rosenthal’s 
use of the databases’ diagnostic codes (particularly 
with respect to bipolar disorder) to determine the 
percentage of prescriptions written for each indication. 
Indeed, Pfizer’s own estimate was that bipolar 
disorder accounted for 14.7 percent of Neurontin 
prescriptions, which is “quite close” to Dr. Rosenthal’s 
estimate of 16 percent. See id. at *32 n.20. 

Finally, that Dr. Rosenthal’s report assumed all of 
Pfizer’s off-label marketing was fraudulent marketing 
is not a basis to find that the district court erred in 
admitting the report. Pfizer is incorrect that this 
assumption means that Dr. Rosenthal was “assum[ing] 
the very conclusion she was attempting to prove.” Dr. 
Rosenthal’s analysis sought to determine whether 
Pfizer’s marketing had a causal effect on prescribing 
behaviors, not whether the marketing was in fact 
fraudulent. Pfizer’s objection does not go to the ques-
tion of whether Dr. Rosenthal’s regression had a close 
enough “fit” to satisfy Daubert; rather, it is a question 
of damages. 

b. Sufficiency of Aggregate Evidence 

Having found that Dr. Rosenthal’s testimony was 
admissible, we turn to Pfizer’s argument that it was 
insufficient evidence to support the jury’s and district 
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court’s findings of causation. We reject the argument, 
while pointing out that her testimony was not the 
only evidence of but-for causation. 

Pfizer insists that Dr. Rosenthal’s testimony 
cannot be credited because it does not take into 
account the patient-specific, idiosyncratic decisions of 
individual prescribing physicians. Thus, according to 
Pfizer, the report was legally insufficient proof of 
causation. Indeed, Pfizer purports to find support for 
its position in the district court’s rulings entering 
summary judgment against Aetna and Harden. See 
Neurontin Class SJ, 754 F. Supp. 2d at 310-11; 
Neurontin Coordinated SJ, 677 F. Supp. 2d at 485, 
494-95. 

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.’” 
BCS Servs., 637 F.3d at 757 (alteration in original) 
(quoting Carlson v. Chisholm-Moore Hoist Corp., 281 
F.2d 766, 770 (2d Cir. 1960) (Friendly, J.)). “Once 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. at 
758. 

Pfizer’s argument is a repetition of its assertion 
that there is an intervening cause—individual 
physicians’ independent medical judgment—which 
precludes a finding of causation based on aggregate 
evidence. But “the burden of proving an ‘intervening 
cause’—something which snaps the ‘causal chain’ 
(that is, operates as a ‘superseding cause,’ wiping out 
the defendant's liability) that connects the wrongful 
act to the defendant’s injury—is on the defendant.” 
Id. at 757 (citation omitted). Pfizer did offer the 
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testimony of doctors who said that their decisions to 
prescribe Neurontin were not influenced by Pfizer’s 
fraudulent marketing, and the jury and district court, 
within their powers, rejected the argument. 

Pfizer also argues that its testimony from doctors 
who stated that they prescribed Neurontin for off-
label uses without relying on Pfizer’s misrepresenta-
tions “falsified” Kaiser’s statistical analysis. Not so. 
The existence of some doctors who purportedly were 
not influenced by Pfizer’s misinformation would  
not defeat the inference that this misinformation  
had a significant influence on prescribing decisions 
which injured Kaiser. Indeed, Dr. Rosenthal noted 
the scientific invalidity of looking to physician-by-
physician accounts of their prescribing decisions. 
Weighing the individual testimony presented by 
Pfizer against the aggregate evidence presented by 
Kaiser was a task for the jury and district court. 

Pfizer next argues that the Rosenthal report merely 
demonstrated “correlation” and not “causation.” But 
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. Cf. id. at 758 (“The object of [the defend-
ants’] conspiracies was to obtain liens that would 
otherwise go to [the plaintiffs and other] bidders—
there could be no other reason for wanting to pack 
the room in violation of the County’s rule. . . . How 
likely is it that [plaintiffs] lost no bids to bidders who 
had 13 arms in the room but should have had only 
three?”). 

More generally, Pfizer argues that Kaiser’s use of 
aggregate evidence is precluded by the decisions of 
other courts in pharmaceutical marketing RICO 
fraud cases. Pfizer relies on a series of cases that it 
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argues have rejected evidence like Kaiser’s. See,  
e.g., In re Schering Plough Corp. Intron/Temodar 
Consumer Class Action, 678 F.3d 235 (3d Cir. 2012); 
Ironworkers Local Union 68 v. AstraZeneca Pharm., 
LP, 634 F.3d 1352 (11th Cir. 2011); UFCW Local 
1776 v. Eli Lilly & Co., 620 F.3d 121 (2d Cir. 2010); 
Se. Laborers Health & Welfare Fund v. Bayer Corp., 
655 F. Supp. 2d 1270 (S.D.Fla.2009). But 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. 

In particular, Pfizer leans heavily on the Second 
Circuit’s decision in UFCW Local 1776 v. Eli Lilly & 
Co., 620 F.3d 121, which reversed a district court’s 
certification of a class of TPP plaintiffs who claimed 
that Eli Lilly’s fraudulent marketing of Zyprexa 
caused them to pay an inflated price for that drug 
and to pay for prescriptions that would not have 
otherwise been written. Id. at 123, 137. To begin, the 
district court in Eli Lilly granted class certification 
on the former (excess pricing) claim, and the Second 
Circuit reversed on that basis. See id. at 133. By 
contrast, the claimed injury to Kaiser resembles the 
latter (excess quantity) theory. The Second Circuit 
found a lack of but-for causation only on the excess 
pricing theory, because doctors do not generally 
consider the price of a drug when they make 
prescribing decisions. Id. at 133-34. On the other 
hand, doctors would certainly consider information 
about the efficacy of a drug when deciding whether to 
prescribe it for their patients. 

As to the excess quantity theory, the Second 
Circuit described the plaintiffs’ aggregate evidence of 
causation as involving only an extrapolation from the 
fact that the number of off-label prescriptions for 
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Zyprexa fell after Eli Lilly’s fraud became known. See 
id. at 135. This does not come close to resembling Dr. 
Rosenthal’s evidence, which examined contempora-
neous data that reflected what was actually happening 
with regard to spending and prescriptions while 
Pfizer’s fraud was ongoing. Finally, the Second 
Circuit specifically noted that, “while [the excess 
quantity] theory cannot support class certification, it 
is not clear that the theory is not viable with respect 
to individual claims by some TPPs.” Id. at 136. 
Kaiser’s case, of course, is just such an individual 
claim by a TPP. 

The other cases on which Pfizer relies are 
distinguishable. The Eleventh Circuit, addressing 
alleged fraudulent marketing claims involving the 
drug Seroquel, specifically declined to decide the case 
on causation grounds. Ironworkers, 634 F.3d at 1359-
60. Instead, that court held that the TPP plaintiffs 
had failed to show economic injury because the 
prescriptions at issue were merely less cost-effective 
than the alternatives, rather than being “medically 
unnecessary or inappropriate.”17 Ironworkers, 634  
F.3d at 1360. Kaiser, in contrast, staked much of its 
case on proving that Neurontin was ineffective for 
the promoted off-label uses, and the district court so 
found. See Kaiser Findings, 2011 WL 3852254, at 
*34-45. 

The Third Circuit addressed the causation question 
as a matter of Article III standing rather than RICO 
                                            

17 The Eleventh Circuit also decided that the TPPs had 
assumed the risk of paying for all prescriptions of covered drugs, 
even those induced by fraud, through the process of setting and 
collecting premiums. Ironworkers, 634 F.3d at 1364. Without 
commenting on such a theory, we note that neither party in this 
litigation has raised it. 
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doctrine. In re Schering Plough, 678 F.3d at 246. It 
also did not address the use of aggregate evidence at 
all, finding merely that the TPP plaintiff in that case 
had not connected the pharmaceutical company’s 
alleged fraudulent marketing scheme as to two drugs 
to the TPP’s payment for a third drug owned by the 
same company. Id. at 247-48. The Ninth Circuit, in 
an unpublished decision, did not mention aggregate 
evidence. United Food & Commercial Workers Cent. 
Pa. & Reg’l Health & Welfare Fund v. Amgen, Inc., 
400 F. App’x. 255, 257-58 (9th Cir. 2010).18 

Courts’ treatment of aggregate evidence is not as 
Pfizer represents. Earlier we cited to the use of such 
aggregate evidence to show causation under several 
causes of action. We see no reason to reach a different 
conclusion for the specific subset of RICO claims 
based on fraudulent marketing. 

IV. 

At trial, Pfizer argued that it had not committed 
fraud because Neurontin was effective for the off-
label uses at issue. The jury and court rejected the 
argument, and on appeal Pfizer does not contest  
the finding of fraud. Nonetheless, it uses the question 
of Neurontin’s effectiveness to argue that Kaiser 
failed to prove that it suffered economic injury.  

                                            
18 Further, some courts appear to have conflated the prox-

imate and but-for causation inquiries in evaluating aggregate 
evidence and the role of doctors’ medical judgments. See, e.g., 
Se. Laborers, 655 F. Supp. 2d at 1280-81 (stating that court was 
performing proximate cause inquiry, but proceeding to analyze 
but-for cause question of whether doctors would have prescribed 
drug at issue in the absence of misrepresentations). And to the 
extent that some district courts may have endorsed Pfizer’s 
position that aggregate evidence is legally insufficient to prove 
but-for causation, we disagree, at least on the facts of this case. 
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Pfizer contends that because Neurontin was actually 
effective for the off-label uses at issue, Kaiser 
suffered no economic injury from paying for 
prescriptions for these uses. Pfizer claims that the 
court applied an erroneous burden of proof and an 
erroneous medical standard in making its findings as 
to Neurontin’s effectiveness.19 We disagree. 

Pfizer asserts that the district court erroneously 
shifted the burden of proof to it when the court 
allowed Kaiser to prove its economic injury by 
showing that “there is no reliable scientific evidence 
that Neurontin is effective” for the conditions at 
issue, Kaiser Findings, 2011 WL 3852254, at *34, 
rather than requiring Kaiser to show that Neurontin 
was actually ineffective for these conditions in all 
cases.20 See, e.g., In re Schering Plough Corp. 
Intron/Temodar Consumer Class Action, No. 2:06-cv-
5774, 2010 WL 2346624, at *4 (D.N.J. June 9, 2010) 
                                            

19 Pfizer also advances a somewhat confusing argument about 
the lack of jury instructions on efficacy. Because we decide that, 
for the purpose of proving injury, Kaiser adequately proved 
Neurontin’s inefficacy for the relevant indications, we need not 
determine exactly what standard the jury may have used. 

20 Pfizer also argues, briefly, that Kaiser presented another 
theory of injury: that cheaper, alternative drugs could have  
been used even if Neurontin was effective. Pfizer asserts that 
this theory has been rejected by numerous courts, citing, for 
example, Ironworkers, 634 F.3d at 1360; and Dist. 1199P Health 
& Welfare Plan v. Janssen, L.P., 784 F. Supp. 2d 508, 520 (D. 
N.J. 2011). Kaiser does not explicitly defend the cheaper 
alternative drug theory in any detail, devoting only one footnote 
in its brief to the theory and relying on only one case, Desiano  
v. Warner-Lambert Co., 326 F.3d 339 (2d Cir. 2003), without 
delving into the trial evidence. Because neither party has 
properly briefed the issue, and because we can dispose of the 
damages question on the fully briefed effectiveness theory 
instead, we do not pass on the “cheaper alternatives” theory. 
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(“[A] lack of data or evidence affirmatively proving 
that a Subject Drug was effective in treating a 
condition [is] not the same as the actual ineffective-
ness of the Subject Drug.”). 

The district court did not place the burden on 
Pfizer to show that Neurontin was effective. Kaiser 
produced expert witnesses and evidence showing that 
Neurontin was no more effective than placebo for  
the indications at issue—i.e., that it was ineffective. 
See Kaiser Findings, 2011 WL 3852254, at *35-45 
(reviewing such evidence). Pfizer then produced its 
own evidence to attempt to rebut Kaiser’s evidence. 

Pfizer’s second argument asserts that the district 
court rested its conclusion on the FDA approval 
standard—two positive DBRCTs showing efficacy—to 
determine whether Neurontin was effective, and that 
this meant the court’s conclusion was fatally flawed. 
Pfizer argues that the proper standard was the 
standard governing the practice of medicine, not the 
standard for FDA approval.21 In clinical practice, 
Pfizer argues, FDA-type trials are not dispositive; 
instead, physicians rely on their own experience, 
other doctors’ positive clinical experiences, and other 
evidence. Relatedly, Pfizer argues that Kaiser’s use of 
“negative” studies to show ineffectiveness was not 
legally sufficient because such studies do not “establish 
the drug’s inefficacy for treating the condition in all 
other patients and circumstances.” 

Kaiser responds that the district court did not 
frame the issue of ineffectiveness only in terms of 
DBRCTs, but rather considered a number of different 
types of evidence, including clinical trials that did not 
                                            

21 We acknowledge the brief of amicus curiae Pharmaceutical 
Research and Manufacturers of America on this issue. 
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meet the DBRCT requirements and reports of clinical 
judgments such as case studies. The court was aware 
of Pfizer’s critique of DBRCTs; it was also aware that, 
due to the placebo effect, some patients would report 
improvements regardless of whether the drug was 
scientifically effective for their conditions, making 
non-DBRCT evidence less probative of effectiveness. 
Kaiser argues that the court properly chose the 
weight to give each type of medical evidence. Kaiser’s 
is the more accurate description of the record. We 
conclude that the totality of the evidence supported 
the district court’s ultimate conclusion that Kaiser 
met its burden of showing that Neurontin was 
ineffective for the four off-label indications. 

Randomized controlled studies like DBRCTs are 
widely accepted as “ideally suited” for showing 
causation and as a “good measure of the treatment 
effect.” D. Kaye & D. Freedman, Reference Guide on 
Statistics, in Federal Judicial Center, Reference 
Manual on Scientific Evidence 211, 218, 220 (3d ed. 
2011). Where, as here, numerous DBRCTs indicate 
that a drug is ineffective, that provides powerful 
scientific evidence of inefficacy, particularly as 
compared to anecdotal experiences, which can be 
tainted by the placebo effect. As one witness in this 
trial testified, “the default position [in medical 
decisionmaking] is that a drug is ineffective unless 
it’s proven otherwise.” Experiments start with a null 
hypothesis that the drug is no more effective than 
placebo. In this case, DBRCTs repeatedly showed 
that there was not enough evidence to reject the null 
hypothesis for the indications at issue. See Kaiser 
Findings, 2011 WL 3852254, at *35-45. Pfizer’s 
claimed evidence of Neurontin’s efficacy came from 
less convincing sources. 
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Thus, the totality of the evidence strongly sup-

ports a conclusion that Neurontin was not effective 
for the four off-label conditions as to which the 
district court and jury found liability. We 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. 

V. 

Because Kaiser met both causation requirements 
with legally sufficient evidence and proved that it 
suffered economic injury from Pfizer’s fraudulent 
scheme, we move to the separate challenges to the 
amount of damages awarded. “On that phase of  
the case the plaintiff has a more relaxed burden of 
proof . . . , especially if as in this case the defendants’ 
conduct has made it difficult for the plaintiff to prove 
the precise extent of his damages.” BCS Servs., 637 
F.3d at 759; see also Thermo Electron Corp. v. Schia-
vone Constr. Co., 958 F.2d 1158, 1166 (1st Cir. 1992). 
Under such circumstances, damages do not need to 
be proven “with mathematical certainty, provided an 
award has a rational basis in the evidence.” Thermo 
Electron, 958 F.2d at 1166 (quoting Jay Edwards, 
Inc. v. New Eng. Toyota Distrib., Inc., 708 F.2d 814, 
819 (1st Cir. 1983)) (internal quotation mark 
omitted); see Restatement (Second) of Torts § 912 cmt. 
a. “Otherwise ‘the more grievous the wrong done, the 
less likelihood there would be of a recovery.’” BCS 
Servs., 637 F.3d at 759 (quoting Bigelow v. RKO 
Radio Pictures, Inc., 327 U.S. 251, 265 (1946)). 

Pfizer argues that the district court erred in its 
calculation of damages, primarily because Dr. Hartman 
used a list of alternatives to Neurontin created by Dr. 
Millares (the chairman of the DIS) but no expert 
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testified that the drugs on the list were at least as 
effective or as well tolerated as Neurontin. Moreover, 
Pfizer argues, there was no evidence that PMG 
doctors would have prescribed those lower-cost 
alternative drugs but for Pfizer’s conduct; indeed, 
those doctors may have prescribed more expensive 
drugs instead of Neurontin. Pfizer claims that these 
assumptions made the estimation of damages too 
speculative. See Irvine v. Murad Skin Research Labs., 
Inc., 194 F.3d 313, 320 (1st Cir. 1999). Our review  
of the district court’s admission of Dr. Hartman’s 
testimony is for abuse of discretion, AWP, 582 F.3d at 
197, and there was none here. 

The burden of proof as to damages is lower than 
that for causation, and the factfinder is afforded  
a greater deal of freedom to estimate damages  
where the defendant, as here, has created the risk of 
uncertainty. See Ocean Spray Cranberries, Inc. v. 
PepsiCo, Inc., 160 F.3d 58, 63 (1st Cir. 1998). The 
damages inquiry does not allow a defendant to 
benefit from the scope of its wrongdoing; this is why 
“[e]ven ‘speculation has its place in estimating 
damages, and doubts should be resolved against the 
wrongdoer.’” BCS Servs., 637 F.3d at 759 (quoting 
Mid-Am. Tablewares, Inc. v. Mogi Trading Co., 100  
F.3d 1353, 1365 (7th Cir. 1996)). 

The district court did not err in accepting Dr. 
Hartman’s methodology for calculating damages. In 
fact, Pfizer never offered an alternative: it did not 
provide its own list of substitute drugs, nor did it 
offer testimony about the Kaiser list’s exclusion of 
lamotrigine (the only drug Pfizer names on appeal as 
improperly excluded). 
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VI. 

Pfizer raises two other issues on appeal, concerning 
the district court’s denial of Pfizer’s motion to 
transfer venue before trial and its denial of Pfizer’s 
motion for a new trial. 

A. Denial of Pfizer’s Motion to Transfer 
Venue 

The coordinated plaintiffs filed their complaint in 
the Massachusetts district court on February 1, 2005. 
More than four years later, on December 4, 2009, 
Pfizer filed a motion to transfer venue to California 
pursuant to 28 U.S.C. § 1404. 

Pfizer’s motion followed more than two months  
of discussions among the coordinated plaintiffs, the 
defendants, and the Massachusetts district court 
regarding the possibility of holding a bellwether trial 
as to one TPP’s claims against the defendants. The 
court stated on September 18, 2009, that it favored 
holding a trial on Kaiser’s claims, a view joined by 
plaintiffs on October 2, 2009.22 Defendants opposed, 
saying that any bellwether trial should not be on 
Kaiser’s claims because “Kaiser is the most atypical 
of the named TPPs.” During none of these discussions 
did Pfizer suggest that venue should be transferred 
to California. 

On November 12, 2009, the district court ordered 
that “[t]he trial in the action brought by coordinated 
plaintiff Kaiser will begin [before it] on February 22, 
2010.” About a month later, Pfizer moved to transfer 

                                            
22 While the coordinated plaintiffs represented that they 

would prefer to all proceed to trial at one time, they agreed that 
if the court were to initially hold only one trial, it should be 
Kaiser’s. 
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venue pursuant to 28 U.S.C. § 1404, arguing for the 
first time that transfer was favored by (1) Kaiser’s 
residence in California, (2) California’s greater inter-
est in the litigation, (3) the greater familiarity of 
California federal courts with the California UCL, 
and (4) the convenience of witnesses. The district 
court, with years of experience in the case, denied 
this motion, explaining that (1) Kaiser did not wish 
to transfer venue; (2) transfer would result in consid-
erable delay as any transferee judge familiarized 
herself with the case; and (3) defendants would not 
be prejudiced, since they had access to videotaped 
deposition testimony of non-party witnesses. Kaiser 
Findings, 2011 WL 3852254, at *11 n.6. 

On appeal, Pfizer argues that this was error be-
cause it violated the MDL transfer requirements 
pursuant to 28 U.S.C. § 1407(a) and the rule of Lexe-
con Inc. v. Milberg Weiss Bershad Hynes & Lerach, 
523 U.S. 26 (1998), and because it was an abuse of 
discretion, in any event, under 28 U.S.C. § 1404. 

Pfizer is wrong on the law. Section 1407(a) pro-
vides that an action “transferred to any district for 
coordinated or consolidated pretrial proceedings . . . 
shall be remanded by the panel at or before the 
conclusion of such pretrial proceedings to the district 
from which it was transferred unless it shall have 
been previously terminated.” The Court held in 
Lexecon that a district court conducting such pretrial 
proceedings could not “invoke § 1404(a) to assign a 
transferred case to itself for trial.” 523 U.S. at 28. 
The coordinated plaintiffs filed their complaint in the 
District of Massachusetts; it was not transferred to 
this district for pretrial proceedings, and so § 1407(a) 
and Lexecon do not govern here. 
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There was no abuse of discretion as to § 1404.  

See Coady v. Ashcraft & Gerel, 223 F.3d 1, 11 (1st 
Cir. 2000). Kaiser opposed defendants’ motion to 
transfer, and coordinated plaintiffs Aetna and Guard-
ian were domiciled in New York and Connecticut, 
respectively. The Massachusetts district court had 
considerable experience with complex claims against 
defendants arising out of the fraudulent marketing of 
Neurontin, and coordinated plaintiffs’ claims were 
national in scope, not localized to California. 

B. Denial of Pfizer’s Motion for New Trial 
Based on Purportedly New Evidence 
Regarding the Cochrane Review of 
Neuropathic Pain 

There was no abuse of discretion in the district 
court’s denial of defendants’ March 22, 2011 motion 
for new trial. At trial, Pfizer had presented expert 
testimony that Neurontin was effective for the broad 
treatment of neuropathic pain, which relied in part 
on a 2005 review by the Cochrane Collaboration,  
an independent organization, that concluded that 
adequate evidence supported Neurontin’s efficacy  
for neuropathic pain. Kaiser Findings, 2011 WL 
3852254, at *42. The district court discounted this 
testimony because the 2005 Cochrane Review was 
based on incomplete information, given defendants’ 
suppression of negative information about Neurontin’s 
efficacy for the broad treatment of neuropathic pain. 
Id. at *42-43. 

In 2011, the Cochrane Collaboration published 
another review of the effects of gabapentin in treat-
ing chronic neuropathic pain. This revised review 
was “updated with the inclusion of unpublished 
information made available through litigation” and 
concluded that “[g]abapentin provides pain relief of a 
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high level in about a third of people who take [it] for 
painful neuropathic pain.” 

The district court denied defendants’ motion for a 
new trial, explaining that a credible meta-analysis 
from the Cochrane Collaboration based on the 
entirety of the scientific evidence concerning 
Neurontin’s use in treating broad neuropathic  
pain was unavailable to defendants at the time of 
trial only because “Pfizer itself did not provide the 
Cochrane Group with all available studies prior to 
the trial because it fraudulently suppressed these 
studies.” That reason was sufficient. 

VII. 

The judgment of the district court is affirmed. 
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APPENDIX B 

UNITED STATES COURT OF APPEALS 
FOR THE FIRST CIRCUIT 

———— 
No. 11-1806 

———— 
IN RE NEURONTIN MARKETING AND 

SALES PRACTICES LITIGATION 
———— 

HARDEN MANUFACTURING CORPORATION, 
INDIVIDUALLY AND ON BEHALF OF ITSELF AND ALL 

OTHERS SIMILARLY SITUATED; ASEA/AFSCME LOCAL 
52HEALTH BENEFITS TRUST; LOUISIANA HEALTH 
SERVICE INDEMNITY COMPANY, D/B/A BLUE CROSS 

BLUE SHIELD OF LOUISIANA, 
Plaintiffs, Appellants, 

INTERNATIONAL UNION OF OPERATING ENGINEERS, 
LOCAL NO. 68 WELFARE FUND, ON BEHALF OF ITSELF 

AND ALL OTHERS SIMILARLY SITUATED; LORRAINE KOPA, 
ON BEHALF OF HERSELF AND ALL OTHERS SIMILARLY 

SITUATED; GERALD SMITH, ON BEHALF OF HIMSELF AND 
ALL OTHERS SIMILARLY SITUATED; JEANNE RAMSEY, ON 

BEHALF OF HERSELF AND ALL OTHERS SIMILARLY 
SITUATED; CAROLYN HOLLAWAY, ON BEHALF OF 

HERSELF AND ALL OTHERS SIMILARLY SITUATED; GARY 
VARNAM, ON BEHALF OF HIMSELF AND ALL OTHERS 

SIMILARLY SITUATED; JAN FRANK WITYK, ON BEHALF OF 
HERSELF AND ALL OTHERS SIMILARLY SITUATED, 

Plaintiffs, 

v. 
PFIZER, INC.; WARNER-LAMBERT COMPANY LLC, 

Defendants, Appellees. 
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———— 

April 3, 2013 

———— 

Thomas M. Greene, with whom Michael Tabb, 
Ilyas J. Rona, Ryan P. Morrison, and Greene LLP 
were on brief, for appellants. 

John H. Beisner, with whom Mark S. Cheffo, 
Katherine A. Armstrong, and Skadden, Arps, Slate, 
Meagher & Flom LLP were on brief, for appellees. 

———— 

Before 

LYNCH, Chief Judge, 
SOUTER, Associate Justice, 
and LIPEZ, Circuit Judge. 

———— 

LYNCH, Chief Judge. 

This appeal by Harden Manufacturing Corporation 
and others (together, “Harden plaintiffs”) is one of 
three that arose from multidistrict litigation (“MDL”) 
concerning the off-label marketing of Neurontin, an 
anticonvulsant drug manufactured by Pfizer, Inc. 
Today we issue our decisions in Kaiser Foundation 
Health Plan, Inc. v. Pfizer, Inc. (Kaiser), 712 F.3d 21, 
Nos. 11-1904, 11-2096, 2013 WL 1320408 (1st Cir. 
2013), and Aetna, Inc. v. Pfizer, Inc. (Aetna), 712 F.3d 
51, No. 11-1595, 2013 WL 1320403 (1st Cir. 2013), 
which are relevant to this appeal. We assume 
familiarity with both opinions, which dispose of many 

                                            
 Hon. David H. Souter, Associate Justice (Ret.) of the 

Supreme Court of the United States, sitting by designation. 
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of Pfizer’s arguments, and limit our discussion here 
to the issues particular to this appeal. 

The Harden plaintiffs, representing a putative 
class of third-party payors (“TPPs”), ask us to reverse 
both the district court’s grant of summary judgment 
to Pfizer and the court’s denial of class certification 
on the plaintiffs’ claims under section 1962 of the 
Racketeer Influenced and Corrupt Organizations  
Act (RICO), 18 U.S.C. §§ 1961-1968, the New Jersey 
Consumer Fraud Act (NJCFA), N.J. Stat. Ann. §§ 56:8-
1 to 56:8-195, and state common law claims of fraud 
and unjust enrichment. The core of the plaintiffs’ 
claims, as in Kaiser and Aetna, is the allegation that 
Pfizer engaged in a fraudulent off-label marketing 
campaign that caused the TPPs to pay for Neurontin 
prescriptions that were ineffective for the off-label 
conditions at issue, and that the plaintiffs suffered 
injury when they paid for those prescriptions. The 
details of these allegations are described in the 
district court’s opinion in In re Neurontin Mktg. & 
Sales Practices Litig. (Harden II), 257 F.R.D. 315, 
317-18 (D. Mass. 2009). The Harden plaintiffs’ appeal 
is limited to only the claims regarding the off-label 
use of Neurontin for bipolar disorder, as to both the 
summary judgment and the class certification issues. 

The plaintiffs argue that the district court erred in 
concluding that they failed to present a genuine issue 
of material fact as to whether their injuries were 
caused by Pfizer’s conduct. They also argue that the 
district court abused its discretion in denying class 
certification on the basis of a finding that individual 
issues of causation and damages would predominate. 

Based on the same reasoning we set forth in Kaiser 
and Aetna, and applying the facts of record here, we 
reverse the grant of summary judgment as to the 
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plaintiffs’ RICO claim. Based on the record evidence, 
the Harden plaintiffs are not so differently situated 
from Kaiser that they should be precluded from 
proving their case to a jury. The district court 
considered the Harden plaintiffs’ failure to show any 
direct reliance on Pfizer’s misrepresentations in 
making decisions about their formularies, together 
with the plaintiffs’ use of aggregate evidence of 
causation, to be inadequate to survive summary 
judgment. We disagree. We also vacate the grant of 
summary judgment as to the state law claims. In 
light of our decision regarding summary judgment, 
we vacate the denial of class certification and remand 
for further proceedings consistent with this opinion. 

I. 

The putative class representatives in this appeal 
are Harden Manufacturing Corporation, a self-
insured employer; ASEA/AFSCME Local 52 Health 
Benefits Trust, a public employee union health bene-
fits trust; and Louisiana Health Service Indemnity 
Corporation, d/b/a Blue Cross Blue Shield of Louis-
iana, a nonprofit health insurance provider.1 See In re 
Neurontin Mktg. & Sales Practices Litig. (Harden 
III), 754 F. Supp. 2d 293, 307-08 (D. Mass. 2010). The 
Harden plaintiffs are all TPPs; that is, they pay for 
the costs of drugs prescribed for their members. They 
currently seek to represent a nationwide class of 
TPPs who reimbursed for Neurontin prescriptions for 
the off-label condition of bipolar disorder between 
1994 and 2004. 

                                            
1 In the district court, the putative class representatives also 

included International Union of Operating Engineers Local No. 
68 Welfare Fund, another union health provider. This plaintiff 
has voluntarily withdrawn from the appeal. 
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We review the record on summary judgment as it 

stood when the district court ruled. Lewis v. City of 
Boston, 321 F.3d 207, 214 n.7 (1st Cir. 2003). In this 
case, the district court completed the trial that formed 
the basis of the Kaiser appeal before rendering sum-
mary judgment as to the Harden plaintiffs, and the 
court relied on the facts adduced in that trial when 
granting summary judgment here.2 See Harden III, 
754 F. Supp. 2d at 296. Accordingly, in this decision 
we adopt the facts concerning Pfizer’s development 
and marketing of Neurontin as we explained them in 
Kaiser, 712 F.3d at 27-28, 31. 

Harden filed its class action complaint against 
Pfizer3 in U.S. District Court in Massachusetts on 
May 14, 2004. On August 8, 2005, the present named 
plaintiffs moved to certify a nationwide class under 
Fed. R. Civ. P. 23(a) and 23(b)(3). At that time, the 
proposed class consisted of all TPPs that had pur-
chased or reimbursed for Neurontin for a number of 
off-label uses between January 1, 1994 and December 
31, 2004.4 In re Neurontin Mktg. & Sale Practices 
Litig. (Harden I), 244 F.R.D. 89, 91-92 (D. Mass. 2007). 
The district court initially denied the motion without 
                                            

2 This situation stands in contrast to the state of the record in 
Aetna, where the district court granted summary judgment on 
Aetna’s claims before proceeding with the Kaiser trial. See 
Aetna, 712 F.3d at 53-54. 

3 Warner-Lambert Company, a subdivision of Pfizer, was also 
named as a defendant. Warner-Lambert developed Neurontin in 
the 1980s and early 1990s before the company was acquired by 
Pfizer in 2000. In re Neurontin Mktg. & Sales Practices Litig. 
(Kaiser Findings), No. 04-cv-10739-PBS, 2011 WL 3852254, at 
*5 (D. Mass. Aug. 31, 2011). 

4 The class certification motion also included a class of 
individual patient-consumer plaintiffs. Since the consumers 
have not appealed, we do not address their claims. 
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prejudice on August 29, 2007, finding, inter alia, that 
the commonality requirement was not met. Id. at 
105, 115. 

Significantly, Pfizer had also argued in response to 
this motion that class certification was inappropriate 
because the Harden plaintiffs could not prove causa-
tion on a class-wide basis, but rather would have to 
prove for each class member: (1) that its physicians 
were personally exposed to off-label marketing that 
contained false statements or material omissions,  
(2) that such statements or omissions in the marketing 
materials caused those doctors to issue the prescrip-
tions, and (3) that the prescriptions were ineffective 
for those doctors’ patients. Id. at 109. At the time the 
district court decided the motion, the plaintiffs had 
commissioned, but had not yet received, an expert 
report from Dr. Meredith Rosenthal, which the plain-
tiffs expected to use to prove causation by aggregate 
data analysis.5 Id. at 109-110. While the district court 
expressed some reservations about the Harden plain-
tiffs’ proposed method of proof, it did not make any 
definitive rulings on causation due to the limited 
record. See id. at 110-15. 

On December 19, 2007, the Harden plaintiffs 
renewed their motion for class certification. The 
district court denied the motion on May 13, 2009. 
Harden II, 257 F.R.D. at 333. The court found that 
the plaintiffs had overcome the commonality problem 
by splitting the TPP class into multiple subclasses 
that were specific to the off-label indications for 
which Neurontin had been prescribed, id. at 319, but 
that this time, the motion failed on the basis of 

                                            
5 Dr. Rosenthal’s qualifications and the details of her 

completed report are discussed in Kaiser, 712 F.3d at 19-31. 
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predominance, see id. at 317, 331-33. The court 
concluded that the plaintiffs could not use statistical 
evidence to establish class-wide causation in a 
consumer fraud claim under either RICO or the 
NJCFA. See id. at 323-33. While Dr. Rosenthal’s 
regression analysis showed that “essentially all” 
Neurontin prescriptions for bipolar disorder were the 
result of Pfizer’s off-label marketing, id. at 329, the 
court found that the Rosenthal report nonetheless 
could not provide class-wide evidence of causation 
because it did not take account of doctors’ individual 
prescribing decisions or the possibility that some of 
Pfizer’s off-label marketing might not have been 
fraudulent, see id. at 330-31. The court then reasoned 
that the TPPs could alternatively show causation by 
evidence that they had directly relied on Pfizer’s mis-
representations in deciding how to treat Neurontin 
on their formularies (the lists of drugs for which 
TPPs agree to reimburse). See id. at 333. But because 
of the TPPs’ heterogeneity in their processes of 
constructing and managing their formularies, id. at 
332, such reliance could not be shown by proof 
common to the class, id. at 333. 

On May 28, 2009, the Harden plaintiffs moved for 
reconsideration as to the bipolar subclass only. This 
motion would not be resolved until after a series of 
other proceedings. 

In March 2009, while the second class certification 
motion was pending, Pfizer had moved for summary 
judgment on the Harden plaintiffs’ claims, as well as 
on the claims of the other TPP plaintiffs in the MDL, 
including Kaiser and Aetna. Pfizer argued, as rele-
vant in this appeal, “that [p]laintiffs ha[d] failed to 
create a triable issue of fact as to causation.” In re 
Neurontin Mktg. & Sales Practices Litig. (Neurontin 
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Coordinated SJ), 677 F. Supp. 2d 479, 485 (D. Mass. 
2010). Similar to its arguments in the class certifica-
tion context, Pfizer argued that Dr. Rosenthal’s report 
was inadequate to raise a genuine issue of fact as to 
causation because it could not distinguish which pre-
scriptions were actually influenced by the allegedly 
fraudulent marketing campaign. Id. at 493-96. With-
out the Rosenthal report, Pfizer argued, there was no 
evidence of causation, because the individual doctors 
who had provided evidence had not stated that they 
relied on any of Pfizer’s alleged misrepresentations. 
Pfizer also contended that the TPP plaintiffs had 
failed to show a sufficiently direct relationship 
between Pfizer’s alleged conduct and the plaintiffs’ 
alleged injuries to support a finding of proximate 
causation, and that plaintiffs had failed to raise a 
genuine issue of fact as to whether Neurontin was 
ineffective for the off-label conditions at issue, which 
would preclude a finding of compensable injury. 

The Harden plaintiffs responded that their statis-
tical and circumstantial evidence sufficed to create  
a triable issue of fact as to causation because it 
demonstrated, as a general matter, that Pfizer’s 
marketing was what caused doctors to prescribe 
Neurontin for off-label conditions, which led directly 
to the TPPs’ injury of having to pay for prescriptions 
that were ineffective. See Harden III, 754 F. Supp. 2d 
at 310. They argued that it should be for a jury to 
weigh individual doctors’ stated reasons for prescribing 
Neurontin against the Rosenthal report’s data 
analysis and the plaintiffs’ other evidence of Pfizer’s 
fraudulent marketing campaign. Unlike in the Kaiser 
and Aetna cases, the Harden plaintiffs did not claim 
that they had directly relied on any misrepresentations 
by Pfizer in making decisions about whether to 
include or restrict Neurontin on their formularies. Id. 
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at 307-08, 311. They also argued that they had 
introduced “overwhelming” evidence that Neurontin 
was ineffective for the off-label conditions at issue.6 

On January 8, 2010, the district court granted 
Pfizer’s summary judgment motion with respect to 
Aetna and denied it with respect to Kaiser, holding 
that “in a misrepresentation action involving fraud-
ulent marketing of direct claims to doctors, a plaintiff 
TPP or class must prove through individualized evi-
dence that the misrepresentation caused specific 
physicians, TPPs, or consumers to rely on the fraud, 
and cannot rely on aggregate or statistical proof.” 
Neurontin Coordinated SJ, 677 F. Supp. 2d at 494. 
Kaiser’s claims were allowed to continue to trial 
because Kaiser had presented sufficient evidence that 
it had directly relied on Pfizer’s published materials 
in determining which restrictions, if any, to place on 
Neurontin’s formulary status. See id. at 496-97. 

The district court went on to hold a five-week trial, 
at which a jury concluded that Pfizer had fraudulently 
marketed Neurontin for four off-label conditions, 
including bipolar disorder, and that this conduct  
had violated RICO. In re Neurontin Mktg. & Sales 
Practices Litig. (Kaiser Findings), No. 04-cv-10739-
PBS, 2011 WL 3852254, at *1 (D. Mass. Aug. 31, 
2011). The district court reached the same conclusion 
in a bench trial on Kaiser’s state law claim. See id. at 
*60. During the Kaiser trial, the district court 
accepted Dr. Rosenthal’s report as evidence and 
permitted Dr. Rosenthal to testify as an expert 
                                            

6 Significantly, neither Pfizer’s memoranda in support of sum-
mary judgment nor the Harden plaintiffs’ responses explicitly 
addressed the elements of the plaintiffs’ claims under the 
NJCFA or state common law. The Harden plaintiffs cited only 
one case construing NJCFA, in passing, in a footnote. 
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witness. Id. at *32-33. That and other evidence of 
causation is described in our Kaiser opinion. See 
Kaiser, 712 F.3d at 29-32, 39-45. We affirmed the 
jury’s and district court’s verdicts. See id., 712 F.3d at 
25-26. 

On December 10, 2010, after the Kaiser trial had 
concluded, the district court returned to Pfizer’s 
summary judgment motion respecting the Harden 
plaintiffs, and it granted summary judgment to 
Pfizer. Harden III, 754 F. Supp. 2d at 296, 311. The 
court reiterated its finding from the earlier summary 
judgment decision that the Rosenthal report alone 
could not support the TPPs’ causation argument, 
concluding that while the report “demonstrates the 
likelihood of some injury, . . . it does not suffice to 
demonstrate the extent of harm caused by the fraud, 
as opposed to run-of-the-mill off-label detailing. Most 
courts have rejected such aggregate proof.” Id. at 310-
11. Because the Harden plaintiffs “ha[d] not directly 
relied on misrepresentations by defendants,”7 and 
could not use the Rosenthal report to show reliance 
by physicians, the court held that the Harden 
plaintiffs had failed to present a triable issue of fact 
as to causation. Id. at 311. 

Then, on May 17, 2011, the district court addressed 
the Harden plaintiffs’ May 28, 2009 motion for recon-

                                            
7 On December 20, 2010, one of the Harden plaintiffs—Blue 

Cross Blue Shield of Louisiana—filed a motion to reconsider the 
summary judgment ruling, asserting that it had shown direct 
reliance on Pfizer’s misrepresentations in the development of its 
formulary. The district court denied this motion on April 20, 
2011. None of the other Harden plaintiffs moved the court to 
recon-sider the summary judgment ruling on this basis, and 
none—including Blue Cross Blue Shield of Louisiana—challenge 
on appeal the finding that they failed to show direct reliance. 
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sideration of the denial of class certification as to the 
subclass of TPPs who had paid for off-label prescrip-
tions of Neurontin for bipolar disorder.8 In re Neurontin 
Mktg. & Sales Practices Litig. (Harden IV), No. 04-cv-
10981-PBS, 2011 WL 1882870, at *1 (D. Mass. May 
17, 2011). Relying on evidence adduced since the 
prior class certification denial, including evidence 
presented at the Kaiser trial, the district court 
determined that “[p]laintiffs have proved that it is 
more likely than not likely [sic] that they were 
harmed by Pfizer’s conduct because many doctors 
would not have prescribed Neurontin for bipolar dis-
order if they had known there was no reliable 
scientific evidence supporting its use.” Id. at *5. 
However, the court went on to find that the Rosenthal 
report still did not satisfy the predominance require-
ment as to causation or damages. Id. at *4-5. It held 
that, “in order to differentiate those prescriptions 
that were caused by fraud from those that were 
attributable to non-fraudulent off-label marketing or 
other independent factors, a factfinder would have to 
perform a granular doctor-by-doctor analysis.” Id. at 
*5. Such an inquiry would be unmanageable in a 
class action litigation. Id. Moreover, “complex issues 
related to calculating damages” would also make the 
class unmanageable, and thus the Harden plaintiffs 
had failed to satisfy Fed. R. Civ. P. 23(b)(3)’s super-
iority requirement. Id. at *6. 

On June 28, 2011, the district court entered a 
separate judgment in favor of Pfizer on all of the 

                                            
8 Pfizer argued that this motion was moot as a result of the 

December 2010 summary judgment decision, but the district 
court did not rule on this argument. In re Neurontin Mktg. & 
Sales Practices Litig. (Harden IV), No. 04-cv-10981-PBS, 2011 
WL 1882870, at *1 (D. Mass. May 17, 2011). 
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Harden plaintiffs’ claims, and the plaintiffs filed a 
timely appeal on July 7, 2011. 

II. 

On appeal, the Harden plaintiffs argue that the 
district court erred in concluding that they did not 
raise a triable issue of fact as to but-for or proximate 
causation. We review a grant of summary judgment 
de novo, drawing all reasonable inferences in favor of 
the non-moving party. Podiatrist Ass’n, Inc. v. La 
Cruz Azul de P.R., Inc., 332 F.3d 6, 13 (1st Cir. 2003). 
We will reverse a grant of summary judgment if we 
find that the nonmovant has “established a genuine 
issue of material fact that a reasonable jury could 
resolve in [its] favor.” Collins v. Univ. of N.H., 664 
F.3d 8, 19 (1st Cir. 2011) (emphasis omitted) (quoting 
Coffin v. Bowater, Inc., 501 F.3d 80, 97 (1st Cir. 
2007)) (internal quotation mark omitted). 

A. RICO Proximate Causation 

The district court found that the Harden plaintiffs 
had presented adequate evidence that Pfizer fraudu-
lently promoted Neurontin for off-label treatment of 
bipolar disorder; that this conduct likely caused harm 
to the plaintiffs; and that such harm would be the 
expected consequence of Pfizer’s conduct. See Harden 
IV, 2011 WL 1882870, at *5; Harden III, 754 F. Supp. 
2d at 310; Harden I, 244 F.R.D. at 111. Based on 
these findings, the Harden plaintiffs argue, the court 
should have determined that the plaintiffs survived 
summary judgment on the proximate causation issue. 
Pfizer responds that the causal chain here is too 
attenuated to establish proximate cause because it is 
based on the individual prescribing decisions of 
thousands of physicians who exercise independent 
medical judgment. 
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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 proximate causation question in 
this appeal is essentially 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. 

First, the Harden plaintiffs need not have demon-
strated that they directly relied on Pfizer’s misrepre-
sentations in order to survive summary judgment. 
The Supreme Court has held that direct reliance is 
not an element of proximate cause in a civil RICO 
cause of action based on mail fraud, as the plaintiffs’ 
case is here. See Bridge, 128 S. Ct. at 2134. It is true 
that Kaiser, unlike the Harden plaintiffs, presented 
evidence that it had directly relied on Pfizer’s 
misrepresentations in the course of managing its 
formulary, but that evidence, while helpful in 
Kaiser’s presentation to the jury, was not essential to 
Kaiser’s ability to prove proximate cause. See Kaiser, 
712 F.3d at 37, 37-40. The absence of direct reliance 
evidence in this case does not mean that the Harden 
plaintiffs’ remaining evidence of causation was 
insufficient, as a matter of law or fact, to reach a 
jury. 

RICO’s proximate cause inquiry includes both the 
question of whether there is “some direct relation 
between the injury asserted and the injurious 
conduct alleged,” Holmes, 503 U.S. at 268, and the 
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consideration of three functional factors that reflect 
concerns of justice and administrability, id. at 269-
70. Here, a reasonable jury could have found that the 
injury to the Harden plaintiffs was direct because the 
plaintiffs have adduced evidence that they were “the 
primary and intended victims of [Pfizer’s] scheme  
to defraud.” Bridge, 128 S. Ct. at 2139. The causal 
chain in this case is not so attenuated as to support 
summary judgment for Pfizer because, as we 
explained in Kaiser, Pfizer knew that the structure of 
the American health care system meant that almost 
all off-label Neurontin prescriptions written by 
physicians would be paid for by TPPs. See Kaiser, 712 
F.3d at 39. The Harden plaintiffs’ evidence showed 
that Pfizer’s marketing strategy specifically aimed to 
increase Neurontin’s market share in prescriptions 
for bipolar disorder—prescriptions for which TPPs 
would pay. See Harden IV, 2011 WL 1882870, at *5 
(finding that Pfizer “engage[d] in a nationwide 
fraudulent marketing campaign” aimed at increasing 
the number of Neurontin prescriptions for bipolar 
disorder even though “there [was] no reliable scien-
tific evidence to support the use of Neurontin to  
treat bipolar disorder”). Under these circumstances, 
drawing all reasonable inferences in the plaintiffs’ 
favor, a factfinder could conclude that the Harden 
plaintiffs’ injury was a “foreseeable and natural 
consequence” of Pfizer’s scheme. Bridge, 128 S. Ct.  
at 2144; see BCS Servs., Inc. v. Heartwood 88, LLC, 
637 F.3d 750, 758 (7th Cir. 2011) (“Once a plaintiff 
presents evidence that he suffered the sort of injury 
that would be the expected consequence of the 
defendant’s wrongful conduct, he has done enough to 
withstand summary judgment on the ground of 
absence of causation.”). 
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Pfizer argues that because doctors exercise 

independent medical judgment in making decisions 
about prescriptions, the actions of these doctors 
break the causal chain. But as we held in Kaiser, 712 
F.3d at 38-39, the fact that some physicians may 
have considered factors other than Pfizer’s detailing 
materials does not add such attenuation to the causal 
chain as to eliminate proximate cause. Rather, this 
argument presents a question of proof, to be resolved 
at trial, regarding the total number of prescriptions 
(if any) that were attributable to Pfizer’s actions. 

As to the functional factors in the proximate cause 
analysis, see Holmes, 503 U.S. at 269-70, Pfizer 
likewise has not shown that there are no genuine 
issues of material fact. The plaintiffs presented evi-
dence at the summary judgment stage that they 
would be able to calculate damages attributable to 
Pfizer’s conduct.9 See Holmes, 503 U.S. at 269. While 
the parties dispute whether there is any risk  
of duplicative recovery and whether the Harden 
plaintiffs are in the best position to bring suit, see id. 
at 269-70, the Harden plaintiffs’ evidence that they 
were among the primary victims of Pfizer’s scheme is 
enough to raise triable issues on these questions. 

B. RICO But-For Causation 

The Harden plaintiffs argue that the district court 
erred in requiring them to provide doctor-by-doctor 
evidence of reliance in order to survive summary 
judgment on but-for causation. The but-for causation 
question here, as in Kaiser, is whether Pfizer’s 

                                            
9 The class plaintiffs submitted the report of damages expert 

Dr. Raymond Hartman. As with Dr. Rosenthal’s report, the 
district court accepted Dr. Hartman’s report as evidence of 
damages in the Kaiser trial. See Kaiser, 712 F.3d at 32-33, 33. 
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allegedly fraudulent marketing campaign caused the 
plaintiffs to pay for more Neurontin prescriptions  
for bipolar disorder than they otherwise would have 
paid for. The Harden plaintiffs maintain that the 
Rosenthal report, along with other circumstantial 
evidence, provided strong, admissible evidence of but-
for causation, and once the plaintiffs made that 
showing, any burden of demonstrating that physicians 
actually prescribed Neurontin for non-fraudulent 
reasons—i.e., that a superseding cause interrupted 
the chain of causation—fell upon Pfizer. Pfizer argues 
that physicians’ decisions to prescribe Neurontin are 
not “superseding causes,” but essential links in the 
Harden plaintiffs’ chain of causation, and that the 
individualized nature of physicians’ prescribing deci-
sions renders aggregate proof inappropriate. 

These arguments again track the same ground we 
covered in Kaiser. We conclude here, as we did there, 
that the Rosenthal report is capable of providing 
proof of but-for causation.10 The Harden plaintiffs 
need not prove causation through the testimony of 
individual doctors. The combination of the aggregate 
evidence and the circumstantial evidence was enough 
for the Harden plaintiffs to overcome summary 
judgment. 

                                            
10 In Kaiser, 712 F.3d at 41-45, we analyzed the admissibility 

of Dr. Rosenthal’s report and testimony under Fed. R. Evid. 702 
and Daubert v. Merrell Dow Pharmaceuticals, Inc., 509 U.S. 579 
(1993). Pfizer will, of course, have an opportunity to argue 
against its admissibility at the trial of the Harden plaintiffs’ 
claims, if Pfizer has objections specific to this case. However, at 
this stage of the litigation, we adopt our conclusions from Kaiser 
in determining that the Harden plaintiffs could rely on the 
report to defend against summary judgment. 
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As we explained in Kaiser, 712 F.3d at 45-46, 

Pfizer’s argument misapprehends the nature of the 
but-for causation inquiry. 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.’” BCS Servs., 637 F.3d 
at 757 (alteration in original) (quoting Carlson v. 
Chisholm-Moore Hoist Corp., 281 F.2d 766, 770 (2d 
Cir. 1960) (Friendly, J.)). “Once 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. at 758. 

Although Pfizer presented testimony from doctors 
who stated that they prescribed Neurontin for off-
label uses without relying on Pfizer’s misrepresen-
tations, the existence of these individual doctors does 
not defeat the implication—clearly presented through 
Dr. Rosenthal’s regression analysis—that Pfizer’s 
misinformation had a significant influence on thou-
sands of other prescribing decisions. And in addition 
to the aggregate statistical evidence, the Harden 
plaintiffs also presented circumstantial evidence that 
supported an inference of causation. For instance, the 
plaintiffs offered documents showing that psychia-
trists had almost never prescribed Neurontin for 
bipolar disorder until after Pfizer began its 
marketing campaign, at which point prescriptions 
jumped by 1700% in two years. Ultimately, it is a 
jury’s task to weigh the individual testimony 
presented by Pfizer against the aggregate and 
circumstantial evidence presented by the Harden 
plaintiffs. 

More generally, Pfizer argues that the Harden 
plaintiffs’ use of the Rosenthal report to show but-for 
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causation was precluded by the decisions of other 
courts in pharmaceutical marketing RICO fraud 
cases. We reject these arguments here for the same 
reasons we did in Kaiser. First, regression analysis is 
a widely accepted method of showing causation under 
several causes of action, and we see no reason to 
reach a different conclusion for a specific subset of 
RICO claims based on fraudulent pharmaceutical 
marketing. See Kaiser, 712 F.3d at 41-43. Second, the 
other pharmaceutical RICO cases are largely inappo-
site to a case such as this, especially where the plain-
tiffs allege a “quantity effect” rather than an “excess 
price” theory.11 See id. at 45-47; compare UFCW Local 
1776 v. Eli Lilly & Co., 620 F.3d 121, 133-36 (2d Cir. 
2010). To the extent that some district courts in other 
circuits may have endorsed Pfizer’s position that 
aggregate evidence is legally insufficient to prove 
but-for causation, we disagree, at least on the facts of 
this case. 

C. RICO Injury 

Finally, Pfizer argues that the Harden plaintiffs 
did not show that Neurontin was always ineffective 
for all bipolar patients, and hence cannot show that 
they suffered any injury. Although the district court 
did not decide Pfizer’s motion for summary judgment 
on this basis, Pfizer urges it as an alternate ground 
for affirmance. See Hoyos v. Telecorp Commc’ns, Inc., 
488 F.3d 1, 5 (1st Cir. 2007) (appellate court may 

                                            
11 In the RICO pharmaceutical marketing context, a “quantity 

effect” theory is an allegation that a defendant’s fraud caused a 
plaintiff to pay for more prescriptions than it would have absent 
the fraud, whereas an “excess price” theory is an allegation that 
the defendant’s fraud caused the plaintiff to pay more for the 
drug than it was worth. See UFCW Local 1776 v. Eli Lilly & Co., 
620 F.3d 121, 129 (2d Cir. 2010). 



75a 
affirm summary judgment on any basis apparent in 
the record). 

For the reasons stated in Kaiser, we reject Pfizer’s 
position that these plaintiffs must prove the 
individual, subjective ineffectiveness of each off-label 
prescription in order to establish injury. See Kaiser, 
712 F.3d at 47-49. Given that conclusion, Pfizer’s 
argument is premature. The Harden plaintiffs have 
proffered clinical trial evidence that Neurontin is 
ineffective for bipolar disorder, which is certainly 
enough to raise a genuine issue of fact on the 
effectiveness issue. The question of whether the 
Harden plaintiffs suffered injury is for the jury. 

D. State Law Claims 

The Harden plaintiffs’ complaint included a claim 
under the NJCFA as well as state common law 
claims for fraud and unjust enrichment. Pfizer’s 
summary judgment motion did not specifically argue 
that the plaintiffs had failed to raise a triable issue of 
fact as to their state law claims, and the plaintiffs’ 
opposition to Pfizer’s motion likewise did not argue 
that they had overcome the summary judgment 
hurdle on those claims. The district court granted 
summary judgment to Pfizer on the state law claims 
without separate discussion.12 See Harden III, 754  
F. Supp. 2d at 311. In their opening brief to this 
court, the Harden plaintiffs did not explicitly argue 
that the district court erred in granting summary 

                                            
12 The district court had earlier denied class certification on  

the NJCFA claim on the basis that, under New Jersey law, the 
plaintiffs could not rely on aggregate evidence to prove classwide 
causation, see Harden II, 257 F.R.D. at 332, but the court did not 
address this issue on summary judgment, see generally Harden 
III, 754 F. Supp. 2d 293. 
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judgment on the state law claims, although they 
argued that the court erred in denying class 
certification on those claims. In response, Pfizer 
argued for the first time that the state claims failed 
as a matter of law, under a number of theories. 

Under these circumstances—where both the district 
court record and the briefing before us is substantially 
incomplete on the state law issues—we believe the 
best course of action is to vacate the district court’s 
grant of summary judgment on the Harden plaintiffs’ 
NJCFA and state common law claims. We remand so 
that the district court may decide any questions of 
state law in the first instance. 

III. 

The Harden plaintiffs also appeal the district 
court’s denial of class certification, arguing that the 
district court erred in concluding that (1) common 
evidence could not demonstrate causation and 
damages, and (2) a class action was not the superior 
method of adjudication. This court reviews denials  
of class certification for abuse of discretion. Waste 
Mgmt. Holdings, Inc. v. Mowbray, 208 F.3d 288, 295 
(1st Cir. 2000). An abuse of discretion may occur 
“when a court . . . relies upon an improper factor, 
omits consideration of a factor entitled to substantial 
weight, . . . mulls the correct mix of factors but makes 
a clear error of judgment in assaying them[,]. . . [or] 
adopts an incorrect legal rule.” Id. (citation omitted). 

Importantly, the district court’s decisions on class 
certification cover very similar issues as those 
involved in the summary judgment decision. In par-
ticular, the district court’s denials of the Harden 
plaintiffs’ second motion for class certification and 
motion for reconsideration pivoted on the determina-
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tion that the Rosenthal report could not provide proof 
of causation or damages. See Harden IV, 2011 WL 
1882870, at *4; Harden II, 257 F.R.D. at 331-32. This 
conclusion is what led the court to decide that a class 
action would be “unmanageable” due to the require-
ment of a “granular doctor-by-doctor analysis.” Harden 
IV, 2011 WL 1882870, at *5. The legal requirements to 
establish proximate and but-for causation under 
RICO were key factors across both the summary 
judgment and class certification decisions, and in 
both instances the district court relied on many of the 
same decisions from other circuits that we have 
found to be inapposite for the case at hand. 

In light of our holdings in Kaiser regarding RICO 
causation principles, we vacate the district court’s 
denial of class certification13 and remand for further 
proceedings. We express no view as to whether the 
plaintiffs can, on remand, meet the requirements of 
Rule 23. 

IV. 

The district court’s grant of summary judgment in 
favor of Pfizer is reversed as to the Harden plaintiffs’ 
RICO claims and vacated as to their NJCFA and 
state common law claims. The district court’s denials 
of the Harden plaintiffs’ renewed motion for class 
certification and motion for reconsideration are 
vacated, and the case is remanded for further pro-
ceedings consistent with this opinion. So ordered. 

                                            
13 Because we reverse the district court’s grant of summary 

judgment on the RICO claim and vacate summary judgment on 
the state law claims, we need not consider whether, as Pfizer 
has alleged, the summary judgment decision mooted the 
plaintiffs’ motion for reconsideration. See Harden IV, 2011 WL 
1882870, at *1. 
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APPENDIX C 

UNITED STATES COURT OF APPEALS, 
FIRST CIRCUIT 

———— 
No. 11-1595 

———— 

IN RE NEURONTIN MARKETING AND 
SALES PRACTICES LITIGATION 

———— 

AETNA, INC.,  
Plaintiff, Appellant, 

v. 

PFIZER, INC.; WARNER-LAMBERT COMPANY, LLC,  
Defendants, Appellees. 

———— 

April 3, 2013 

———— 

Appeal from the United States District Court 
for the District of Massachusetts 

[Hon. Patti B. Saris, U.S. District Judge] 

———— 

Before 

Lynch, Chief Judge, 
Souter, Associate Justice,  
and Lipez, Circuit Judge 

———— 

                                                            
 Hon. David H. Souter, Associate Justice (Ret.) of the Supreme 

Court of the United States, sitting by designation. 
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Peter D. St. Phillip (argued), with whom Richard W. 

Cohen, Gerald Lawrence, and Uriel Rabinovitz of 
Lowey Dannenberg Cohen & Hart, P.C. were on brief, 
for appellant. 

Mark S. Cheffo, with whom Katherine A. Armstrong 
and Skadden, Arps, Slate, Meagher & Flom LLP were 
on brief, for appellees. 

LYNCH, Chief Judge. 

In Kaiser Foundation Health Plan, Inc. v. Pfizer, Inc. 
(Kaiser), 712 F.3d 21, Nos. 11-1904, 11-2096, 2013 WL 
1320408 (1st Cir. 2013), a related appeal in which we 
also issue an opinion today, we affirmed a court and 
jury verdict against Pfizer, Inc. (“Pfizer”), under 
section 1962 of the Racketeer Influenced and Corrupt 
Organizations Act (RICO), 18 U.S.C. §§ 1961-68, and 
a state statute, for fraudulent marketing of off-label 
uses of its drug Neurontin. The arguments presented 
in Kaiser and in another related appeal in which we 
issue an opinion today, Harden Manufacturing Co. v. 
Pfizer, Inc., No. 11-1806 (1st Cir. 2013), on most issues 
are the same as or parallel to those presented in this 
appeal, which concerns the claims of Aetna, Inc. 
(“Aetna”) against Pfizer. Many of the arguments made 
by Pfizer against Aetna in this case were rejected in 
Kaiser. 

This case comes to us on Aetna’s appeal from a grant 
of summary judgment in favor of Pfizer and against 
Aetna. In the Kaiser case, after trial, Pfizer lost. While 
the trial record in Kaiser was somewhat larger than 
the record here, the record on summary judgment in 
this case was very similar and included much the same 
expert and other evidence as to causation. 

The outcome of this case turns on whether Aetna, a 
health insurer which makes claims of harm from 
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third-party payments for its insureds’ fraudulently 
induced prescriptions, is so differently situated from 
Kaiser that summary judgment was correctly entered 
against it, thus precluding it from proving its case to a 
jury. The district court largely distinguished this case 
from Kaiser’s on the basis that Kaiser had much 
stronger evidence of misrepresentations made directly 
to Kaiser and reliance by Kaiser on those misrep-
resentations in its formulary decisions. 

We conclude that Aetna presented evidence of 
causation and damages sufficient to survive summary 
judgment on its RICO claim, and reverse the dismissal 
of this claim. We vacate the district court’s dismissal 
of Aetna’s claim under the Pennsylvania Insurance 
Fraud Statute (PIFS), 18 Pa. Cons. Stat. § 4117. 

I. 

We assume familiarity with the description of this 
case’s procedural history and facts set forth in Kaiser, 
712 F.3d at 25-33. On February 1, 2005, Aetna filed a 
coordinated complaint with Kaiser Foundation Health 
Plan, Inc. and Kaiser Foundation Hospitals (together, 
“Kaiser”) and Guardian Life Insurance Company of 
America (“Guardian”) in the U.S. District Court of 
Massachusetts against Pfizer and Warner-Lambert 
Company (together, “Pfizer”). The coordinated plain-
tiffs asserted that they had suffered injury from the 
fraudulent marketing of Neurontin for off-label uses, 
and alleged violations of, inter alia, RICO and the 
PIFS. The coordinated complaint was part of a multi-
district litigation (“MDL”) which had been consoli-
dated in the District of Massachusetts on November 
24, 2004. 

On March 2, 2009, Pfizer filed a motion seeking 
summary judgment on all of the coordinated plaintiffs’ 
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pending claims. On January 8, 2010, the district court 
granted Pfizer’s motion in part, dismissing the claims 
of Guardian and Aetna, but denying summary 
judgment as to Kaiser’s claims. See In re Neurontin 
Mktg. & Sales Practices Litig. (Neurontin Coordinated 
SJ ), 677 F. Supp. 2d 479, 499 (D. Mass. 2010). The 
court entered judgment against Guardian and Aetna 
and in favor of Pfizer on February 9, 2011, and on April 
20, 2011, the court denied Aetna’s motion to alter or 
amend judgment and motion for reconsideration. On 
May 19, 2011, Aetna timely filed a notice of appeal as 
to the district court’s judgment against Aetna and the 
court’s denial of Aetna’s motion for reconsideration. 

II. 

We review a district court’s grant of summary judg-
ment de novo, “drawing all reasonable inferences in 
favor of the non-moving party while ignoring ‘con-
clusory allegations, improbable inferences, and unsup-
ported speculation.’” Sutliffe v. Epping Sch. Dist., 584 
F.3d 314, 325 (1st Cir. 2009) (quoting Sullivan v. City 
of Springfield, 561 F.3d 7, 14 (1st Cir. 2009)). We must 
reverse a grant of summary judgment if we find that 
“the nonmovant has ‘established a genuine issue of 
material fact that a reasonable jury could resolve in 
their favor.’” Rockwood v. SKF USA Inc., 687 F.3d 1, 9 
(1st Cir. 2012) (emphasis omitted) (quoting Collins v. 
Univ. of N.H., 664 F.3d 8, 19 (1st Cir. 2011)). We 
assume familiarity with the background facts concern-
ing Neurontin’s development and FDA approval de-
scribed in Kaiser, 712 F.3d at 27-28. These were not 
disputed at summary judgment. We describe only the 
facts relevant to Aetna’s appeal. 
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A. Neurontin’s Effectiveness for Off-Label 

Uses 

As the district court noted, Aetna presented studies 
showing that Neurontin was not more effective than a 
placebo in treating certain off-label indications. These 
studies included: four clinical studies regarding 
bipolar disorder, Neurontin Coordinated SJ, 677 F. 
Supp. 2d at 489; six clinical trials regarding neuro-
pathic pain, id.; four clinical trials regarding nocicep-
tive pain, id. at 490; three studies regarding migraine, 
id.; and three clinical trials regarding doses above 
1800 mg per day, id. at 490-91. 

B. Defendants’ Marketing of Neurontin for 
Off-Label Uses 

Beginning in late 1995 and early 1996, Parke-Davis, 
a subsidiary of Warner-Lambert, began marketing 
Neurontin as an effective treatment for bipolar dis-
order and other mood disorders, neuropathic and 
nociceptive pain, migraines and other headaches, and 
doses above 1800 mg per day, though the FDA had not 
approved Neurontin for these off-label uses. These 
marketing efforts continued after Pfizer purchased 
Parke-Davis in 2000, through at least 2001, and are 
described in Kaiser, 712 F.3d at 27-28. 

As the district court stated, Aetna “presented evi-
dence that Defendants communicated half truths that 
are actionable under the RICO statute” in conducting 
this marketing, including by “suppressing negative 
information while submitting for publication in mono-
graphs positive information about off-label indica-
tions.” Neurontin Coordinated SJ, 677 F. Supp. 2d at 
492; see also id. at 495, 498-99. Pfizer does not argue 
to the contrary on appeal. 
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C. Defendants’ Targeting of Third-Party 

Payors (“TPPs”), Including Aetna 

Defendants’ efforts to promote Neurontin, for both 
on-label and off-label uses, demonstrated their under-
standing that TPPs, including Aetna, would both play 
a role in determining demand for Neurontin (by man-
aging access to formularies, or lists of drugs for which 
TPPs would pay) and ultimately pay for most 
prescriptions of Neurontin. 

In 1993, Parke-Davis listed Aetna as the number 
four managed care plan it intended to target to encour-
age the use of Neurontin as an anticonvulsant. In 1994, 
Parke-Davis commissioned a survey of the pharmacy 
directors of ten managed care plans, including Aetna. 
This study concluded that these plans, including 
Aetna, were unlikely to place formulary restrictions on 
anticonvulsants. A 1998 Parke-Davis business plan 
stated that, “[i]n general, formulary access is not an 
issue for Neurontin so share building programs can be 
carried out unrestricted.” Pfizer prepared a marketing 
business plan regarding Aetna in 2002 that noted that 
Pfizer’s “sales representatives have open access to the 
providers” in Aetna’s network. That same year, Pfizer 
established a Neurontin Outcomes Research Task 
Force that sought to support the marketing of 
Neurontin for neuropathic pain and to prepare “for a 
more vigorous defense of reimbursement” to managed 
care plans. In 2003, as Neurontin’s patent neared 
expiration, defendants commissioned a study by a 
market research company of how TPPs would react to 
a new tablet form of the drug intended to compete with 
generic forms of the drug. The market research 
company conducted focus groups with TPP representa-
tives, including representatives from Aetna. Pfizer 
prepared “HMO Opportunity Reports” for Neurontin 
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that tracked formulary status, projected annual sales 
and prescriptions, potential profits, and market share 
for various HMOs, including Aetna. Pfizer also 
tracked sources of revenue for Neurontin sales; in 
2001, Pfizer recorded that 69% of its Neurontin 
revenues came from TPPs. 

D. Aetna’s Decision to Pay for Neurontin 
Prescriptions 

Aetna, a large TPP, provides health payment bene-
fits to more than 13 million people across the country. 
Aetna added Neurontin to its formulary—a list of 
drugs it agreed to pay for under its member con-
tracts—soon after the FDA approved Neurontin in 
1993 for use as an add-on therapy in the treatment of 
epilepsy. 

Aetna had a formulary development team comprised 
of pharmacists who developed clinical reviews of drug 
classes to present to Aetna’s Pharmacy and Therapeu-
tics Committee (“P & T Committee”). These reviews 
presented all the clinical information available to 
Aetna about a drug class, and included all the drugs 
within a class used for a particular therapeutic pur-
pose. The formulary development team looked at 
package inserts, drug compendia, and online collec-
tions of clinical research, and also met with drug 
manufacturers to get information that had not been 
published. 

Aetna’s P & T Committee met monthly to determine 
what would be included on formularies, as well as 
appropriate coverage restrictions on drug classes, by 
majority vote. The Committee reviewed clinical drug 
reviews, previous clinical policy bulletins the Commit-
tee had issued, and any other formulary documents 
(such as formulary guides disseminated to doctors). 
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The Committee considered the safety, efficacy, on-
labeled indications, and off-label indications of drugs, 
as well as cost information and the other drugs within 
a class. To control drug prescriptions, Aetna used 
formulary controls and mailings to physicians. 

Aetna initially decided not to place formulary 
restrictions on the anticonvulsant drug class, which 
included Neurontin. In late 2003, however, Aetna 
decided to manage the class of anticonvulsants be-
cause it wanted to encourage the use of first-line 
monotherapy drugs. Neurontin was moved to “non-
preferred” status. That is, Aetna imposed quantity (i.e., 
dose) limits on Neurontin prescriptions in 2004, and 
step edits (under which other drugs needed to be tried 
before Neurontin could be prescribed) in 2006. Some 
other anticonvulsants were moved to non-preferred 
status at the same time. 

Michael Brodeur, the head of formulary develop-
ment and clinical pharmacy policies at Aetna, had 
communications with Pfizer and Warner-Lambert, but 
did not remember any specific communications about 
Neurontin. Aetna conceded that defendants, in any 
communications to Aetna about Neurontin, had not 
made any direct misrepresentations to it, its P & T 
Committee, or its formulary development team. Before 
January 2004, Aetna did not manage the drug class 
which included Neurontin. But Brodeur stated that, 
had the facts concerning the manufacturers’ mislead-
ing marketing campaign surfaced earlier, he believed 
this would have led Aetna to start to manage this drug 
class at an earlier date. 

E. Statistical Evidence of Causation 

The summary judgment record included the sta-
tistical evidence presented by experts Dr. Meredith 
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Rosenthal, Ph.D., and Dr. Raymond Hartman, Ph.D., 
that we described in Kaiser, 712 F.3d at 29-31, 32-33. 
For the reasons stated in Kaiser, that evidence could 
be found by a reasonable factfinder to show that 
Pfizer’s marketing of Neurontin for off-label indica-
tions caused a sharp increase in the number of 
prescriptions that Aetna paid for or reimbursed. 

Dr. Rosenthal, an associate professor of health eco-
nomics and policy at the Harvard School of Public 
Health, submitted an expert report in which she used 
“standard econometric methods” to quantify the im-
pact of defendants’ promotional activities on the 
number of off-label prescriptions of Neurontin written. 
Dr. Rosenthal’s data on promotional spending in-
cluded defendants’ expenditures on detailing and 
advertising in professional journals. Her database 
included prescriptions paid for by Aetna, as did Dr. 
Hartman’s. 

Dr. Rosenthal’s analysis demonstrated that defend-
ants’ marketing of Neurontin for the off-label indica-
tions of bipolar, neuropathic pain, nociceptive pain, 
migraine, and doses over 1800 mg per day caused 43 
million off-label prescriptions of Neurontin between 
1995 and 2004. This total included prescriptions for 
Neurontin for these uses paid for by Aetna. She con-
cluded that nationally during this period, defendants’ 
off-label marketing caused 99.4% of the Neurontin 
prescriptions written by psychiatrists for bipolar; 
27.9% of the Neurontin prescriptions written by 
neurologists for migraine; 70.0% of the Neurontin pre-
scriptions for neuropathic pain; 84.7% of the Neuron-
tin prescriptions for nociceptive pain; and 37.5% of the 
Neurontin prescriptions for doses exceeding 1800 mg 
per day. 
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III. 

In ruling on defendants’ motion for summary judg-
ment, the district court concluded that Aetna had 
“presented evidence that Defendants communicated 
half truths that are actionable under the RICO stat-
ute,” Neurontin Coordinated SJ, 677 F. Supp. 2d at 
492, and that plaintiffs “presented sufficient evidence 
to support [their] RICO claim that Neurontin was 
ineffective for the off-label indications,” so that they 
sustained injury from paying for off-label prescriptions 
of Neurontin, id. at 498. 

However, the court also determined that: 

There is no evidence in the record that Guardian 
or Aetna at any point directly relied on Pfizer’s 
“half truths,” communicated through its alleged 
manipulation and withholding of studies that 
suggested Neurontin’s ineffectiveness for off-label 
indications. Rather, their causation argument is 
wholly dependent on individualized proof that 
their members’ prescribing physicians relied on 
defendants’ misrepresentations. Because the Court 
has concluded that the evidence provided in 
support of this theory, namely the aggregate evi-
dence presented in Dr. Meredith Rosenthal’s 
report, is legally insufficient to effectively segre-
gate damages caused by Defendants’ misrep-
resentations from damages caused by other 
sources, Guardian and Aetna cannot rely solely on 
the aggregate evidence to prove causation. 
Accordingly, the motion for summary judgment 
with respect to Guardian and Aetna will be 
allowed. 

Id. at 497 (emphasis added) (footnote omitted). The 
district court determined that “[w]hile each of the 
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Coordinated Plaintiffs can prove through aggregated 
proof that the fraudulent marketing campaign likely 
caused them injury, they cannot prove which doctor’s 
prescriptions were caused by Defendants’ alleged 
fraudulent misrepresentations or omissions and which 
were not.” Id. at 495. Because Aetna did not present 
proof of its direct reliance upon defendants’ misrepre-
sentations,1 as Kaiser did, the court concluded that 
Aetna’s evidence of but-for causation—which relied 
largely on aggregate statistical evidence—was insuffi-
cient as a matter of law. The district court granted 
defendants’ motion for summary judgment as to 
Guardian and Aetna’s claims, including Aetna’s claim 
under the PIFS (though the court did not discuss this 
claim separately). Id. at 499. 

Aetna argues on appeal that the district court erred 
in rejecting its aggregate evidence of causation and 
damages under RICO and in requiring Aetna to 
present stronger evidence of direct misrepresentations 
and reliance as to its formulary. Aetna also argues 
that the court erred in dismissing its claim under the 
PIFS. Defendants respond that the court correctly 
rejected Aetna’s aggregate evidence and PIFS claim, 
and that Aetna’s RICO claim was further doomed by 
its failure to present evidence of proximate causation 
or injury. 

 

                                                            
1  Aetna argues on appeal that in addition to its aggregate 

evidence of but-for causation, it presented Brodeur’s testimony as 
to the effect of Pfizer’s suppression of negative information about 
Neurontin’s off-label effectiveness on Aetna’s decision not to 
impose restrictions on Neurontin in its formulary. Because we 
conclude that Aetna’s aggregate evidence of but-for causation was 
sufficient to survive summary judgment, we need not separately 
consider the adequacy of Brodeur’s testimony. 
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A. RICO: But-For Causation and Aggregate 

Evidence 

The but-for causation question in this case is 
“whether, absent Pfizer’s fraud, [a plaintiff TPP] 
would have paid for fewer off-label Neurontin pre-
scriptions.” Kaiser, 712 F.3d at 34. In Kaiser, we noted 
“the use of . . . aggregate evidence to show causation 
under several causes of action” and concluded that 
there was “no reason to reach a different conclusion for 
the specific subset of RICO claims based on fraudulent 
marketing.” Id. at 47. We believe the evidence Aetna 
presented on but-for causation—that in the absence of 
Pfizer’s alleged fraud, Aetna would have paid for fewer 
off-label prescriptions of Neurontin—survives sum-
mary judgment.2 Aetna’s evidence of but-for causation 
included not only aggregate statistical evidence, but 
circumstantial evidence, such as the increase in off-
label prescriptions of Neurontin following the initia-
tion of Pfizer’s alleged fraudulent marketing efforts, 
and the fact that Pfizer embarked on these efforts in 
order to increase sales of Neurontin for off-label uses. 
The absence of evidence from individual doctors in this 
record does not defeat our conclusion that summary 
judgment was inappropriately granted. 3  It should 

                                                            
2 Defendants argue on appeal that “[a]ggregate proof of reli-

ance in these circumstances is impermissible for the additional 
reason that it represents a back-door attempt to invoke the ‘fraud 
on the market’ doctrine, which is limited to the securities context 
and cannot be applied to Plaintiffs’ RICO claims.” As we ex-
plained in Kaiser, 712 F.3d at 36 n.9, the analogy between the 
fraud-on-the-market doctrine and the use of aggregate evidence 
in civil RICO cases is inapt. 

3 Defendants argue that Aetna failed to make an adequate 
showing of but-for causation because it “did not produce a single 
doctor who claimed to have ‘relied on a misrepresentation or 
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have been left to a jury to weigh the aggregate and 
circumstantial evidence of causation presented by 
Aetna against any failure to present individualized 
testimony from doctors. 

While Aetna did have the burden of “segregat[ing] 
damages caused by Defendants’ misrepresentations 
from damages caused by other sources,” Neurontin 
Coordinated SJ, 677 F. Supp. 2d at 497, this did not 
mean that Aetna was required to “prove which doctor’s 
prescriptions were caused by Defendants’ alleged 
fraudulent misrepresentations,” id. at 495, as the dis-
trict court concluded. Quantifying the damages caused 
by defendants’ alleged fraud belongs to the damages 
phase of Aetna’s RICO case, and “[o]n that phase of the 
case the plaintiff has a more relaxed burden of proof.” 
BCS Servs., Inc. v. Heartwood 88, LLC, 637 F.3d 750, 
759 (7th Cir. 2011). 

B. RICO: Proximate Causation 

Pfizer also argues that summary judgment was, in 
any event, appropriate because there was inadequate 
evidence of proximate causation. For reasons similar 
to those we enunciated in Kaiser, we conclude that 
Aetna made a sufficient showing of proximate causa-
tion to withstand summary judgment. 

 

                                                            
omission in prescribing Neurontin for an off-label indication.’”  
Defs.’ Br. at 19 (quoting Neurontin Coordinated SJ, 677 F. Supp. 
2d at 495). Aetna’s failure to present the form of but-for causation 
evidence that defendants would have favored does not mean that 
the evidence Aetna did present was insufficient for a jury to 
conclude that Aetna showed the needed causation. Moreover, as 
we noted in Kaiser, 712 F.3d at 45-46, relying on physicians’ 
individual recollections as to their prescribing decisions might 
have been an unreliable approach. 
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Regarding Pfizer’s argument that Aetna, unlike 

Kaiser, has not shown direct reliance on Pfizer’s mis-
representations, direct reliance is not an element of 
proximate cause in a private RICO claim predicated 
on mail fraud. See Bridge v. Phoenix Bond & Indem. 
Co., 553 U.S. 639, 128 S. Ct. 2131, 2134, 170 L. Ed. 2d 
1012 (2008). Moreover, Aetna’s aggregate statistical 
evidence of causation did not rely upon the theory that 
direct misrepresentations by Pfizer influenced Aetna’s 
management of its formulary. Instead, Dr. Rosenthal 
demonstrated a causal relationship between Pfizer’s 
alleged fraudulent marketing to doctors and Aetna’s 
payment for off-label prescriptions of Neurontin. Aetna 
did not have to show direct reliance to establish 
proximate or but-for causation. 

A jury could have found that Aetna, like Kaiser, was 
“the primary and intended victim[ ] of the scheme to 
defraud,” id. at 2139, and that the injury suffered was 
a “foreseeable and natural consequence” of the fraudu-
lent scheme, id. at 2144. Because TPPs ultimately 
paid for most prescriptions of Neurontin, Pfizer 
monitored TPPs’ management of Neurontin on their 
formularies, kept track of sales to TPPs, and targeted 
TPPs as Neurontin customers, with respect to both on-
label and off-label sales of the drug. Defendants 
particularly monitored sales to Aetna, targeted Aetna 
as a Neurontin customer, and sought information from 
Aetna about its formulary management practices and 
willingness to pay for Neurontin instead of generic 
gabapentin. Pfizer prepared a marketing business 
plan targeting Aetna. A reasonable jury could have 
concluded based on this evidence that Aetna was the 
intended victim of defendants’ fraudulent scheme and 
that Aetna’s economic injury was a “foreseeable and 
natural consequence” of this scheme. That is so even if 
the scheme involved making misrepresentations to 
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doctors about Neurontin’s off-label effectiveness in-
stead of making those misrepresentations directly to 
Aetna itself. 

The functional tests for proximate cause articulated 
in Holmes v. Securities Investor Protection Corp., 503 
U.S. 258, 269-70, 112 S. Ct. 1311, 117 L. Ed. 2d 532 
(1992), further favor the conclusion that Aetna made 
an adequate proximate causation showing. A jury 
could have ascertained the amount of Aetna’s damages 
based on Dr. Rosenthal’s and Dr. Hartman’s expert 
reports; Aetna alone suffered the damages it alleged, 
so there was no risk of multiple recoveries; and as the 
party directly injured, Aetna was best placed to act as 
a private attorney general. Id. 

The “individualized decisions made by thousands of 
physicians who decided to prescribe Neurontin“ do not 
introduce such attenuation into Aetna’s causal theory 
as to prevent a reasonable jury from finding proximate 
causation, as defendants contend. A reasonable jury 
could have concluded, based on the evidence, that 
defendants’ scheme relied upon the expectation that 
fraudulent off-label marketing to doctors would induce 
them to act in a foreseeable fashion—i.e., to write off-
label prescriptions for Neurontin that would be paid 
for by Aetna. 

C. RICO: Economic Injury 

Defendants argue on appeal that the district court’s 
grant of summary judgment may also be affirmed on 
the alternate theory, rejected by the district court, that 
Aetna failed to present evidence of economic injury. 
Defendants argue that, to establish the economic 
injury needed to make out its civil RICO claim, Aetna 
was required to prove that Neurontin was always 
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ineffective for the off-label uses at issue,4  and that 
Aetna failed to produce evidence of ineffectiveness at 
summary judgment. Defendants are incorrect. Aetna 
presented evidence at summary judgment 5that multi-
ple clinical trials had demonstrated that Neurontin 
was no more effective than placebo in treating the off-
label conditions at issue. A reasonable jury could have 
found from the evidence on the summary judgment 
record that Neurontin was ineffective for these uses,6 
as the district court correctly concluded. Neurontin 
Coordinated SJ, 677 F. Supp. 2d at 498 (“The Court 

                                                            
4 Defendants argue that Aetna “expressly disavowed any bur-

den” to prove Neurontin’s ineffectiveness, and instead opposed 
summary judgment based on a purportedly invalid “cheaper 
alternative” theory of economic injury. That misrepresents Aetna’s 
arguments that it could prove economic injury based either on a 
“cheaper alternative” theory or on a theory of Neurontin’s 
ineffectiveness. See Coordinated Pls.’ Mem. Law in Opp’n to Defs.’ 
Mot. Summ. J. at 18-21 & n.16. Because we conclude that Aetna 
presented sufficient evidence of Neurontin’s ineffectiveness to 
survive summary judgment, we need not pass on the viability of 
the “cheaper alternative” theory of injury. 

5 Defendants devote much of their argument on this point to 
the evidence presented at the trial on Kaiser’s claims, and to the 
district court’s findings with respect to Kaiser’s state law claim, 
rather than examining the evidence of ineffectiveness plaintiffs 
presented at summary judgment. In this case “we review the 
record as it existed at the time the district court rendered its 
ruling.” Lewis v. City of Boston, 321 F.3d 207, 214 n.7 (1st Cir. 
2003). Further, on the fuller trial record, we rejected Pfizer’s 
argument. 

6 Defendants argue that “Aetna had the burden of proving that 
none of its members derived any benefit from the defendant’s 
drug,” but they offer no authority in support of this contention, 
and it is plainly incorrect. As we noted in Kaiser, 712 F.3d at 48-
49, “due to the placebo effect, some patients would report im-
provements regardless of whether the drug was scientifically 
effective for their conditions.” 
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finds that [plaintiffs have] presented sufficient evi-
dence to support [their] RICO claim that Neurontin 
was ineffective for the off-label indications . . . .”). 

D. Aetna’s PIFS Claim 

Coordinated plaintiffs asserted a PIFS claim pursu-
ant to 18 Pa. Cons.Stat. § 4117(a)(2). The district court 
denied Aetna’s PIFS claim without separate discus-
sion. Id. at 499. In light of our holding on the RICO 
claim, we vacate and leave the matter for further 
consideration on remand. 

IV. 

The judgment of the district court is reversed as to 
Aetna’s RICO claim, and vacated as to Aetna’s PIFS 
claim. We remand for further proceedings consistent 
with this opinion. 
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I. INTRODUCTION 

Approved by the Food and Drug Administration 
(FDA) in 1993 as a secondary treatment for epilepsy, 
Neurontin became one of the top selling drugs in the 
world. Sales rose from fewer than 50,000 prescriptions 
in 1995 to more than 1.4 million in 2004. The success 
of the drug was due to the illegal activities of Parke-
Davis, Warner-Lambert and Pfizer, companies that 
undertook a nationwide effort to unlawfully market 
this drug for off-label uses for which there was little  
or no scientific evidence of efficacy. The Food, Drug 
and Cosmetic Act (FDCA) prohibits such off-label 
marketing by pharmaceutical companies. See 21 
U.S.C. § 355(a). 

Dubbed “snake oil” by Pfizer’s own sales team, 
Neurontin was promoted through a publication strategy 
that suppressed negative clinical trials and showcased 
positive ones. Pfizer also sponsored continuing medical 
education programs and detailed doctors to promote 
off-label uses of the drug. Eventually Warner-Lambert 
pled guilty to criminal violations of the FDCA and paid 
civil fines and criminal penalties totaling $430 million. 

This action, which was independently filed in  
the District of Massachusetts, is related to a larger 
multi-district litigation (MDL) that consolidates for  
pretrial purposes Neurontin-related civil lawsuits 
brought nationwide. One group of MDL cases consists 
of products liability actions claiming that Neurontin 
caused someone to commit or attempt to commit suicide. 
Another group of cases involves lawsuits related to the 
sales and marketing of Neurontin. This case falls 
within the latter category. Pfizer previously moved for 
summary judgment in most of the sales and marketing 
cases. The Court allowed the summary judgment motion 
as it related to plaintiffs Guardian Life Insurance 
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Company and Aetna, Inc., two other third party 
payors, because the Court found that these companies 
had not provided admissible evidence to create disputed 
fact issues with respect to reliance or causation. See  
In re Neurontin Mktg. & Sales Practices Litig., 677 F. 
Supp. 2d 479 (D. Mass. 2010). 

Kaiser Foundation Health Plan and Kaiser Foun-
dation Hospitals (collectively, “Kaiser”), bring this  
case against Pfizer, Inc. and Warner-Lambert 
Company (collectively, “Pfizer”), alleging violations of 
the Racketeer Influenced and Corrupt Organizations 
Act (RICO) and the California Unfair Competition 
Law (“UCL”). See 18 U.S.C. § 1962(c) (RICO); Cal. Bus. 
& Prof. Code § 17200 (UCL). Kaiser spent about $200 
million on Neurontin from 1996 to 2004. After a five-
week trial, on March 25, 2010 a federal jury found that 
Pfizer engaged in a RICO enterprise that committed 
mail and wire fraud by fraudulently marketing 
Neurontin for off-label conditions such as bipolar 
disorder, neuropathic pain, and migraine, and at  
doses greater than 1800 mg/day. The jury found for 
defendants with respect to plaintiffs’ claims of 
fraudulent promotion of Neurontin for nociceptive 
pain.1 The jury rendered a verdict in plaintiffs’ favor 
on the remaining claims in the amount of $47,363,092. 
(See Jury Verdict, Docket No. 2760.) The statute 
Requires the Court to treble the award to $142,089,276. 
18 U.S.C. § 1964(c). 

Now before this Court is the question of whether 
that same conduct violated the UCL. During a trial 
that spanned five weeks, the parties presented  

                                                 
1 Nociceptive pain is pain caused by injury such as “hitting 

your thumb nail with a hammer” or a fracture. (Trial Tr. vol. 6, 
142, Mar. 1, 2010.) 



102a 

 

testimony of twenty-one live witnesses and eighteen 
witnesses by deposition. The trial involved sixteen 
expert witnesses and more than 400 admitted exhib-
its. The Court was impressed with the caliber of most 
of the expert witnesses for both sides. Kaiser offered 
testimony from four of its executives, including  
the chairperson of the Southern California Pharmacy 
and Therapeutics Committee and the chairperson  
of Kaiser’s Drug Information Service. Remarkably, 
Pfizer did not offer live testimony from any officer or 
employee, nor was any Pfizer representative present 
during the trial. 

After a review of all the evidence, the Court orders 
entry of judgment in favor of Kaiser on its UCL claim, 
and finds as follows: 

1. Kaiser has proven that Pfizer fraudulently 
marketed Neurontin by making material mis-
representations in advertising supplements, 
articles it sponsored, and direct communica-
tions to Kaiser. 

2. Kaiser has proven that Pfizer fraudulently 
marketed Neurontin by showcasing positive 
information about Neurontin’s efficacy in the 
published literature, while suppressing nega-
tive evidence from Pfizer-sponsored clinical 
trials about Neurontin’s efficacy for bipolar 
disorder, neuropathic pain, migraine, and at 
doses greater than 1800 mg/day. 

3. Kaiser has proven that there is little or no 
scientifically accepted evidence that Neurontin 
is effective for the treatment of bipolar 
disorder, neuropathic pain, nociceptive pain, 
migraine, or doses greater than 1800 mg/day. 
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4. Kaiser has proven that Pfizer’s conduct caused 
it injury in the form of reimbursements for 
Neurontin prescriptions in excess of payments 
for alternative prescriptions that would have 
been made for more or equally effective, but 
less expensive medicines, in the absence of 
Pfizer’s fraudulent marketing campaign. 
Kaiser is entitled to restitution in the amount 
of $95,286,518 in excess payments. 

II. FINDINGS OF FACT 

A. Kaiser Foundation Health Plan and Kaiser 
Foundation Hospitals 

1. Kaiser’s Proactive Drug Management 

Kaiser is one of the largest health maintenance  
organizations in the United States and is a non-profit 
healthcare provider. (Trial Tr. vol. 5, 82, 92, Feb. 26, 
2010.) It is composed of two separate corporations: the 
Kaiser Foundation Health Plan and the Kaiser 
Foundation Hospitals. Kaiser Foundation Health Plan 
directly provides medical coverage to beneficiaries in 
California and Hawaii. In addition, Kaiser Foundation 
Health Plan is the parent corporation of six wholly 
owned regional health plans: Kaiser Foundation 
Health Plan of Colorado; 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. Overall, the health plan and  
the regional subsidiaries provide medical insurance  
to approximately 8.6 million members. Seventy-six 
percent of those members are located in California. 
(Id. at 82-83.) The Kaiser hospitals provide facilities at 
which health plan members receive medical care. The 
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hospitals also have in-house pharmacies where health 
plan members may fill prescriptions. 

While the Kaiser Foundation Health Plan and 
regional subsidiaries do not directly employ physi-
cians, they have an exclusive contractual relationship 
with regional Permanente Medical Groups, which are 
groups of physicians who provide services to Kaiser 
health plan members. Kaiser and the regional Per-
manente Medical Groups work together to form an 
integrated medical care services program that oper-
ates under the trade name “Kaiser Permanente.” 
(Trial Tr. vol. 8, 99-102, 126-27, Mar. 3, 2010.) Each 
regional Permanente Medical Group has its own 
Pharmacy and Therapeutics (“P & T”) Committee that 
determines which drugs to place on a formulary, a list 
of medications approved for prescription by treating 
physicians. While the P & T committees are tech-
nically housed within the organizational structure of 
the regional Permanente Medical Groups, Kaiser 
personnel are involved in the development of the 
formulary and other P & T committee activities. The 
head of Kaiser’s Drug Information Services and the 
health plan’s Vice-President of Pharmacy Strategy 
and Operations are members of both regional P & T 
committees in California. In this way, the health plan 
collaborates with the regional PMGs to “develop, 
maintain, and implement” the “Kaiser Permanente” 
regional formularies. The health plan recognizes the  
P & T committees as the bodies that are authorized to 
make decisions regarding specific drugs. (See Carver 
Dep. Tr., 49-50 (played Mar. 2, 2010).) 

Kaiser takes a proactive approach to managing 
drugs prescribed by PMG physicians. The Organ-
ization utilizes its centralized Drug Information 
Service (“DIS”) to research drugs and disseminate 
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information about those drugs to physicians and to the 
P & T Committees. DIS is part of Kaiser Hospitals, 
and supports both Kaiser Hospitals and Kaiser 
Health Plan. The DIS chairperson is a nonvoting 
member of the Northern and Southern California 
regional P & T Committees. DIS pharmacists regu-
larly prepare monographs on new drugs or drugs for 
which there are emerging uses. These monographs 
summarize the best available evidence on the drug’s 
safety and efficacy and provide recommendations on 
appropriate usage of the drug. DIS searches for pub-
licly available evidence and requests unpublished 
information from pharmaceutical manufacturers. 
(Trial Tr. vol. 9, 46-47, Mar. 4, 2010; Trial Tr. vol. 10, 
80-81, Mar. 5, 2010.) In making formulary decisions,  
P & T Committees rely heavily on DIS’s monographs. 
(Trial Tr. vol. 12, 93-94, Mar. 9, 2010.) Monographs are 
shared with all other Kaiser regions during monthly 
teleconferences with formulary personnel, chaired  
by the head of DIS. (Trial Tr. vol. 5, 110.) Information 
is also shared at regular interregional P & T Committee 
meetings. (Trial Tr. vol. 12, 93.) In addition, DIS 
maintains an inquiry service that responds to direct 
inquiries from PMG physicians. DIS regularly contacts 
pharmaceutical manufacturers when researching 
inquiries about drugs. (Trial Tr. vol. 9, 89-90.) 

As previously mentioned, Kaiser authorizes the  
P & T committees to make decisions regarding specific 
drugs. Each P & T committee utilizes a drug 
formulary, which is essentially a list of medications 
approved to be prescribed to Kaiser members for 
certain medical indications. Drugs on the formulary 
are either listed without restrictions, with restrictions, 
or with guidelines. If a drug is listed without 
restrictions, physicians may prescribe the drug to a 
patient for any indication they believe is appropriate. 



106a 

 

If a drug is listed with restrictions, prescribing may be 
limited to a group of physicians, such as neurologists 
or psychiatrists. If a drug is listed with guidelines, 
then any physician may prescribe the drug, but 
guidelines for appropriate prescribing in terms of 
indication or alternative treatments are included in 
the formulary. 

In order to make a change to the formulary or add  
a new drug, PMG physicians or individual P & T 
Committee members may make a request to the P & T 
Committee. Once a request is made, DIS prepares a 
monograph that includes a recommendation for the  
P & T Committee. (Trial Tr. vol. 9, 46.) The P & T 
Committee discusses the evidence provided by the 
monograph, considers any other evidence or infor-
mation submitted to the committee, and then votes on 
the proposed additions or changes. 

Kaiser will pay for off-formulary prescriptions. No 
prior authorization is required for any prescription. 
Nonetheless, an internal study found that 95% of 
prescriptions written by PMG physicians are in 
compliance with the drug formulary. (Trial Tr. vol. 5, 
103-04, 108-09; Trial Exhibit (“TX”) 323 at 41.) 

2. Placement of Neurontin on Formularies 

After Neurontin was approved by the FDA for 
epilepsy in 1993, each regional P & T committee began 
to add Neurontin to its formulary. Neurontin was 
added to the formularies for the Northern California 
and Northwest regions without restriction in 1994. 
The Southern California and Ohio P & T committees 
added Neurontin to the formulary in 1994, restricted 
to neurologists. Neurontin was added to the Colorado 
regional formulary in 1995 and the Southeast region-
al formulary in 1996. Finally, it was added to the 
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regional drug formulary for Hawaii in 2000. (Trial 
Exhibit (“TX”) 840; Trial Tr. vol. 12, 95.) There is no 
evidence regarding Neurontin’s placement on the 
formulary in the Mid-Atlantic States region. 

In September 1997, the Southern California P & T 
Committee approved a request by its Chiefs of Anes-
thesiology to allow prescribing of Neurontin by anes-
thesiologists for the treatment of Reflex Sympathetic 
Dystrophy, a pain syndrome. (Trial Tr. vol. 9, 49-51; 
TX 290 at 6.) In June 1999, the Chiefs of Neurology  
for the Southern California region recommended 
removing Neurontin’s prescribing restrictions and 
adding guidelines for use. The guidelines provided 
that Neurontin should be reserved for neuropathic 
pain patients unresponsive to, or intolerant of, tri- 
cyclic antidepressants and other treatments. For all 
indications, the recommendation suggested that the 
initial prescription should be limited to a one month 
trial. (TX 557.) The P & T Committee approved the 
request, despite a large predicted cost impact. (Trial 
Tr. vol. 9, 61-63, 69-70; Trial Tr. vol. 12, 98-100.) 

In September 1999, the Southern California P & T 
Committee voted to remove all remaining formulary 
restrictions on Neurontin. (TXs 327, 291.) 

B. Marketing of Neurontin 

Parke-Davis, the pharmaceutical company that 
developed the drug Neurontin, is an operating division 
of Warner-Lambert Company. Warner-Lambert was 
acquired by the pharmaceutical company Pfizer in 
2000. (See, e.g., TX 143.) Pfizer is one of the largest 
pharmaceutical companies in the world. 
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1. FDA Approval of Neurontin for Epilepsy 
Treatment 

Neurontin was developed throughout the 1980s and 
early 1990s by Parke-Davis as an anti-epileptic drug 
(AED). Its generic name is gabapentin. 

The FDA approved Neurontin as an adjunctive 
therapy in the treatment of partial seizures in adults 
with epilepsy on December 30, 1993. (TX 9 at 1, 6.)  
The maximum dose was set at 1800 mg/day. Plaintiffs’ 
expert, Dr. David Kessler,2 explained that, before 
approving a drug for a particular indication, the FDA 
requires that the manufacturer submit two favorable 
double-blind randomized controlled trials (“DBRCTs”). 
(Trial Tr. vol. 2, 30, Feb. 23, 2010.) Parke-Davis 
fulfilled that requirement with respect to the use of 
Neurontin as an adjunctive therapy for partial 
seizures. (Id. at 33.) 

In 1992, during its “medical statistical review” of 
Neurontin, the FDA found that certain patients taking 
Neurontin experienced depressive side effects, pre-
senting safety concerns about the drug. (TX 207 at 
117.) The FDA wrote that “less common but more 
serious [adverse] events may limit the drug’s wide-
spread usefulness,” citing depression with or without 
suicidal ideation as one of those “more serious” 
adverse events. (Id.) In fact, as early as 1994, Neuron-
                                                 

2 At trial, plaintiffs presented the testimony of Dr. David 
Kessler, an expert on how the federal Food and Drug Admin-
istration (FDA) works and how a pharmaceutical company 
interacts with the FDA. Dr. Kessler holds both a medical and a 
law degree from Harvard University. Dr. Kessler served as the 
Commissioner of the FDA from 1990 to 1997. (Trial Tr. vol. 1, 
154-56, Feb. 22, 2010.) He is currently a professor of pediatrics, 
epidemiology and biostatistics and the University of California-
San Francisco. (Id. at 156.) 



109a 

 

tin’s FDA-approved label included information about 
depression and “suicide gesture” as adverse events 
observed during clinical trials. (TX 507 at 2.) 

Plaintiffs’ expert, Dr. Curt Furberg,3 testified that 
the FDA’s review of depressive side effects related to 
Neurontin suggested that the drug should be used 
“with caution.” (Trial Tr. vol. 13, 69, Mar. 10, 2010.) 
Specifically, Dr. Furberg stated that, according to his 
review of the available data, “there was about a 65 
percent increase in risk of depression with the drug 
compared to placebo, the sugar pill.” (Id. at 71.) He 
added that “if you see harm in this population of 
epilepsy [patients], you would expect to see that in the 
treatment of other conditions.” (Id. at 72.) 

In his 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. (Id. at 73.) 

In January 2008, the FDA issued an “alert” about 
eleven AEDs, including Neurontin, that warned phy-
sicians to “[b]e aware of the possibility of the emer-
gence or worsening of depression, suicidality, or any 
unusual changes in behavior.” (Trial Tr. vol. 13, 82.) 

                                                 
3 Dr. Furberg specializes in the design, conduct, analysis and 

reporting of clinical trials and has provided training to the FDA 
on how to conduct clinical trials. He is currently a senior advisor 
to the dean at Wake Forest University School of Medicine, where 
he previously established a research center on epidemiology and 
biostatistics. Dr. Furberg is the co-author of Fundamentals of 
Clinical Trials, the leading text in the world on the design, 
conduct, and analysis and reporting of clinical trials. (Trial Tr. 
vol. 13, 60–61.) 
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2. The “Strategic Swerve” to Maximize 
Neurontin Profits for Off-Label 
Indications 

In 1994, Parke-Davis estimated that Neurontin 
would generate $500 million in profits over the dura-
tion of its patent. (TX 29.) In a memorandum circu-
lated within Parke-Davis, one executive suggested a 
“strategic swerve” to increase the earning potential  
of Neurontin. (Id.) Some of the strategies explored 
included marketing the drug for epilepsy monotherapy, 
bipolar disorder and social phobia, and neuropathic 
pain. (See TXs 4, 7.) Defendants adopted these new 
strategies, which turned out to be stunningly 
successful: in 2003 alone, Neurontin sales exceeded  
$2 billion. (TX 111 at 5.) 

Beginning in 1995, Parke-Davis began developing 
strategies to market Neurontin for off-label conditions, 
that is, conditions not included on the official label 
approved by the FDA. The company was interested in 
Neurontin’s potential psychiatric uses, despite the 
uncertainty about its efficacy in treating bipolar 
disorder. In a cover letter attached to Parke-Davis’s 
1995 bipolar marketing assessment for Neurontin, 
Oliver Brandicourt, a Parke-Davis employee, wrote 
that “[t]he results [of bipolar trials], if positive, will be 
publicized in medical congresses and published in 
peer-reviewed journals, but there is no intention to 
fully develop these indications at this point.” (TX 4 at 
20559; see also Trial Tr. vol. 5, 21.) The assessment 
also included a “Recommendation” section that stated: 
“[D]ue to the lack of scientific rationale, since 
Neurontin has a different mechanism of action than 
the mood-stabilizing antiepileptics, it is recommended 
to implement only an exploratory study in outpatients 
with bipolar disorders with the results highlighted 
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through a peer-reviewed publication.” (TX 4 at 20564.) 
The marketing team forecasted that a publication 
strategy for bipolar disorder would generate an 
additional $20 to $30 million in annual sales by 1999. 
(Id. at 20578.) 

The company also developed marketing assess-
ments for various pain conditions, including neuro-
pathic pain. In September 1995, Parke-Davis sponsored 
a consultants’ meeting where they discussed market-
ing options for Neurontin if it were found to be 
“analgesic” or pain-relieving. (TX 31 at 7; Trial Tr. vol. 
6, 31.) Options discussed included sponsorship of a 
booth at the 1996 meeting of the American Pain 
Society, conferences and symposia with invited 
physicians, continuing medical education (“CME”) 
events, and sponsorship of “publications of seeding 
trials” to create “[a] drumbeat in the literature.” (TX 
31 at 7.) The 1995 Neurontin marketing assessment 
for neuropathic pain forecast potential annual sales of 
an additional $20 to $25 million by 1999 if a marketing 
strategy was adopted for neuropathic pain. (TX 7 at 15.) 

3. Efforts to Expand On-Label Uses Fail at the 
FDA 

Meanwhile, efforts to expand “on-label” uses of 
Neurontin hit a brick wall. In 1996, Parke-Davis 
submitted a supplemental new drug application to the 
FDA, seeking approval of Neurontin as a monotherapy 
for the treatment of seizures and requesting an 
increase of the effective dose range to include 3600 
mg/day and the maximum recommended dose range to 
4800 mg/day. (TX 91; Trial Tr. vol. 2, 37-38.) However, 
the FDA did not approve either of these changes, 
stating that “[t]he evidence from controlled trials fails 
to provide evidence that higher doses of Neurontin are 
more effective than those recommended.” (TX 91 at 3.) 
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4. The Two Marketing Partnerships 

Throughout the time period at issue in this case, 
1995-2004, defendants engaged in two partnerships to 
further their goal of marketing Neurontin for off-label 
indications such as bipolar disorder, neuropathic pain, 
and migraine, and at doses greater than 1800 mg/day. 
The first such venture began in 1995 and involved a 
partnership between Parke-Davis and a healthcare 
advertising agency called Cline Davis Mann (CDM). 
CDM joined Parke-Davis’s internal Extended Neuron-
tin Disease Team, an interdisciplinary team that had 
primary oversight over the marketing of Neurontin. 
(Knoop Dep. Tr., 231-32, 235 (played Mar. 11, 2010).) 
Between June 1995 and June 2000, CDM prepared 
marketing strategy proposals for Neurontin and  
then devised tactics to implement those strategies, 
including Parke-Davis’s strategy to “Expand Emerging 
Uses.” (See, e.g., TXs 17, 44, 75.) 

After Pfizer acquired Parke-Davis in 2000, it  
implemented a “publications strategy” to ensure the 
placement of key messages relating to off-label uses of 
Neurontin in medical journals. (TX 138 at 62.) In order 
to implement this strategy, Pfizer engaged in a second 
venture that involved a partnership with Medical 
Action Communications (MAC). The MAC partnership 
began in 2001 and ended in 2004. MAC and Pfizer 
worked together through the joint Publications Sub-
committee, which developed “key messages” to be used 
in publications. (TX 136.) These key messages focused 
on the claim that Neurontin was effective for off- 
label uses such as bipolar disorder, neuropathic pain, 
migraine, and high doses. (TX 210.) These key 
messages were disseminated throughout the medical 
community through the sponsorship of CME seminars 
and journal publications. (TX 259 at 11617.) MAC also 
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helped Pfizer spin, delay and/or suppress negative 
evidence about Neurontin. For example, MAC took the 
position that the negative Reckless study, discussed 
infra, which showed that Neurontin was not effective 
for neuropathic pain, should not be “pushed for 
publication.” (TX 136 at 4.) This plan was followed, 
and as will be seen, the negative Reckless study was 
suppressed in the medical literature. 

Dr. Kay Dickersin, an expert in clinical trial design 
from Johns Hopkins University and the director of the 
U.S. Cochrane Group, gave a particularly helpful 
overview of defendants’ use of scholarly publications 
as a tool to provide misleading information about 
Neurontin to physicians.4 (Trial Tr. vol. 4, 14-119, Feb. 
25, 2010.) 

Dr. Dickersin reviewed defendants’ research study 
protocols, research reports, internal emails and 
documents, and publications, when available. (Id. at 

                                                 
4 Dr. Dickersin holds a Ph.D. in epidemiology and is currently 

the director of the Center for Clinical Trials in the School of 
Public Health at Johns Hopkins University. (Trial Tr. vol. 4, 15-
17.) She has also served as the director of the United States 
Cochrane Group since the early 1990s. (Id. at 17.) The Cochrane 
Group is an international non-profit organization that provides 
compilations of the most reliable scientific evidence available 
about the use of certain drugs to treat various indications. (Trial 
Tr. vol. 2, 121.) 

Dr. Dickersin indicated that her work in this case was com-
pensated at an hourly rate of $400, but she asked the plaintiffs to 
contribute that money directly to Johns Hopkins University. 
(Trial Tr. vol. 4, 22.) She also stated that, although she has been 
asked to testify as an expert many times, she never agreed to do 
so before this case. She agreed to participate in this litigation 
because she felt “that the people had a right to know the truth.” 
(Id. at 23, 88.) She published her findings in this case in the New 
England Journal of Medicine in 2009. (TX 2091.) 
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23-24.) Dr. Dickersin found that “what was in the 
published record didn’t agree with what was actually 
planned or what had been done” and that there was a 
“failure to publish results that were known.” (Id. at 
24.) She reviewed twenty-one trials sponsored by  
the defendants, and found that each and every trial 
exhibited “some form of bias or deviation from the 
truth.” (Id. at 38.) Dr. Dickersin’s testimony was 
credible and compelling. 

The failure to publish results was a particular con-
cern in this case, because, as Dr. Dickersin testified, 
defendants’ marketing assessments for pain, migraine, 
and bipolar indicated that results of clinical trials 
would only be published “if positive.” (Trial Tr. vol. 4, 
36-37; TX 4 at 20559; TX 216 at 1586.) She explained 
that doctors who practice “evidence-based medicine,” 
or make diagnoses and give treatments based on 
evidence from research, rely on published studies in 
medical and scientific journals because they do not 
have access to unpublished research reports. (Trial Tr. 
vol. 4, 26-27.) Therefore, if doctors do not have access 
to negative reports that are unpublished, they may 
prescribe a drug without being fully informed of the 
available evidence. (Id.) 

Aside from the problem of unpublished trials, Dr. 
Dickersin explained a concept called “publication 
bias,” which is “a failure to publish related to the 
direction and the strength of the results that you get 
in a study.” (Id. at 30-31.) One type of publication bias 
is “selective outcome reporting.” In designing a trial 
protocol, an investigator defines one primary outcome 
to be studied in the trial (e.g. change in median pain 
score after seven weeks). She also defines several 
secondary outcomes, or measures that she is 
interested in but that are not as important as the 
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primary outcome. If the results of the study are 
negative for the primary outcome, but positive for one 
of the secondary outcomes, the investigator might 
publish an article that describes a previously-defined 
secondary outcome as the primary outcome studied. 
(Id. at 32-33.) This “selective outcome reporting” is 
viewed as problematic within the scientific com-
munity. According to Dr. Dickersin, scientists should 
not “cherry-pick” outcomes that support their other 
interests, whether academic or financial, because it 
increases the likelihood that the results are not 
accurate if they are chosen after the study has been 
completed.5 (Id. at 33-34.) 

Another type of publication bias described by Dr. 
Dickersin is “location bias” or “gray literature bias” 
where a company publishes a negative trial in a 
journal that has a smaller circulation than more well-
known medical journals. (Id. at 35.) Pfizer also 
engaged in this type of publication bias. 

These efforts to market Neurontin for unapproved 
uses were incredibly successful. Before Pfizer acquired 
Parke-Davis, a Pfizer employee sent an internal email 
referring to Neurontin as “the ‘snake oil’ of the 
twentieth century.” (TX 479.) As the following chart 
illustrates, Neurontin use for epilepsy was largely 
static throughout the relevant time period, while off-
label use skyrocketed. 

                                                 
5 “Once the data [from a clinical trial] are known, the addition 

or subtraction of primary outcomes can lead to the presentation 
of chance findings as evidence of a drug’s effectiveness.” (TX 2091 
at 1969 (S. Swaroop Vedula, Lisa Bero, Roberta W. Scherer & Kay 
Dickersin, “Outcome Reporting in Industry-Sponsored Trials of 
Gabapentin for Off-Label Use,” 361 New England Journal of 
Medicine 1963, 1969 (2009)).) 
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(TX 405-B). By the time Pfizer acquired Parke-Davis, 
Pfizer estimated that 87.5% of Neurontin pre-
scriptions were for non-epilepsy indications, including 
14.7% for bipolar disorder, 33% for neuropathic pain, 
and 3.8% for migraine. (TX 143 at 1170.) 

5. Use of Medical Liaisons for Off-Label 
Marketing 

Dr. David Franklin, the whistleblower in the initial 
Neurontin litigation in 1996, testified about the direct 
marketing of Neurontin to physicians for off-label 
uses. Dr. Franklin was hired in 1996 as a medical 
liaison for Parke-Davis. As part of his job he was 
provided training on off-label marketing of Neurontin. 
(Trial Tr. vol. 15, 35, Mar. 12, 2010 (“[I]t was our job 
to . . . actually talk to physicians and sell Neurontin  
for off-label indications.”).) His job was “99 percent 
focused on off-label promotion.” (Id. at 43.) 

Soon after Dr. Franklin was hired in 1996, he 
attended a national training for all Parke-Davis  
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medical liaisons in Ann Arbor, Michigan. (Id. at 36.) 
During one session of the training meeting, two 
attorneys gave a presentation on FDA regulations 
related to off-label promotion. (Id. at 37-40.) This 
session was videotaped. (Id. at 38.) While the camera 
was recording, the two attorneys explained the FDA’s 
rules regarding off-label promotion of drugs, although 
they stated their belief that these were “odd” rules. 
(Id.) Dr. Franklin was surprised by this presentation 
because “[i]t couldn’t have been any more different” 
from what he had been doing in the field as a Parke-
Davis medical liaison. (Id. at 41.) After this segment of 
the presentation on compliance with FDA rules, the 
two attorneys turned off the video camera and 
explained that the medical liaisons should not worry 
about these FDA regulations. They told the audience 
of medical liaisons “that it was . . . our job to sell” and 
“that we needed to dismiss what [was] just said and 
just be very careful . . . about how we went about doing 
[off-label marketing].” (Id. at 41-42.) 

During another presentation given at the Ann Arbor 
training in 1996, a Parke-Davis employee named 
Sandra Pace handed out two notepads with the text 
“Ladies and Gentlemen of the Jury” and “Your Honor, 
I plead.” (Id. at 43-44.) She explained that these 
notepads were meant to emphasize the “importance of 
not creating a paper trail.” (Id.) 

Once Dr. Franklin became concerned that his activ-
ities as a medical liaison for Parke-Davis were violat-
ing the law, he recorded several phone conversations 
that were played in court. In one voicemail message 
recorded on May 23, 1996 from Parke-Davis employee 
Phil Magistro to all medical liaisons, Mr. Magistro 
said 
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So what we need to do is focus on Neurontin. 
When we get out there, we want to kick some ass, 
we want to sell Neurontin on pain. And monother-
apy and everything that we can talk about, that’s 
what we want to do. ‘Cause, I’m embarrassed. I 
don’t know if you guys are embarrassed, but I’m 
embarrassed with where we are with Neurontin. 

(TX 105 at 1-3.) 

After working for the company for four months,  
Dr. Franklin consulted an attorney and ultimately 
filed a qui tam, or whistleblower, action under the 
False Claims Act with this Court, alleging that Parke-
Davis was illegally promoting Neurontin for off-label 
indications. See United States ex rel. Franklin v. 
Parke-Davis, 147 F. Supp. 2d 39 (D. Mass. 2001); see 
also Trial Tr. vol. 15, 60-61. The case was sealed until 
January 2000. Ultimately, Dr. Franklin received a 
Relator’s share as a result of the litigation in the 
amount of $24,640,000. 

6. Investigation by the FDA 

In July 1996, the FDA advised Parke-Davis that  
it was investigating the company’s off-label pro-
motion of Neurontin for chronic pain, bipolar disorder, 
and other indications. The FDA sought particular  
information from Parke-Davis concerning the company’s 
financial relationship with certain doctors, including 
Dr. Gary Mellick, a paid Parke-Davis consultant who 
submitted a letter to the editor of a medical journal 
stating that Neurontin was effective in the treatment 
of Reflex Sympathetic Dystrophy. (TX 87; Trial Tr. vol. 
2, 55-58.) Despite this warning, Parke-Davis contin-
ued its off-label marketing campaign. 
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7. FDA Rejection of Neurontin for 
Neuropathic Pain and Approval for Post-
Herpetic Neuralgia (PHN) 

In 2001, Pfizer (which had by then acquired Parke-
Davis) attended a meeting with the FDA, during 
which the company discussed its planned submission 
of a supplemental New Drug Application (“NDA”) 
seeking approval of Neurontin for the broad indication 
of neuropathic pain. During this meeting, the FDA 
stated: 

The general neuropathic pain indication cannot be 
granted for Neurontin based on the clinical trials 
in painful diabetic peripheral neuropathy (DPN) 
and postherpetic neuralgia (PHN). These two 
conditions are distinct, pathophysiological states 
and, therefore, will be treated as two indications. 
In order for a general neuropathic indication to be 
granted, the sponsor must provide evidence that 
the underlying disease process is similar for DPN, 
PHN, and the pain of other neuropathic disorders 
and/or that the drug is effective for the neuro-
pathic pain of all (or at least most) etiologies. 

(TX 200 at 4.) In addition, the FDA gave Pfizer specific 
feedback about the use of Neurontin for the treatment 
of diabetic peripheral neuropathy: “The sponsor must 
provide evidence of efficacy replicated in a second 
study for DPN. This trial must be 12 weeks in length 
at fixed doses, as required for a chronically adminis-
tered drug.” (Id.) Pfizer filed a supplemental NDA for 
a broad neuropathic pain indication, but later 
withdrew that application. (Trial Tr. vol. 2, 46.) 

After Pfizer met with the FDA to discuss a broad 
neuropathic pain indication in May 2001, it convened 
a meeting with a group of outside, non-FDA experts at 
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the Crowne Plaza Hotel in Ann Arbor, Michigan. (Trial 
Tr. vol. 2, 44.) These experts concluded that the “pre-
clinical and clinical data to date is that the evidence is 
not convincing to support a broad neuropathic pain 
claim . . . . New analyses/data not only do not support 
the broad claim, they provide evidence contrary to  
a broad indication.” (TX 173 at 1.) One expert said, 
“You’re done.” (Id. at 2.) 

In August 2001, Pfizer filed another supplemental 
NDA seeking approval of Neurontin specifically for the 
treatment of post-herpetic neuralgia. (TX 195.) In 
addition, Pfizer sought approval for doses above 1800 
mg/day. (Trial Tr. vol. 2, 48.) In May 2002, the FDA 
approved Neurontin for the treatment of PHN, a type 
of neuropathic pain associated with shingles, in 
adults. (TX 195.) However, the FDA did not approve 
the use of doses greater than 1800 mg/day, finding 
that there was no evidence of increased efficacy at 
higher doses. (Id. at 31; Trial Tr. vol. 2, 48.) The FDA 
required that the Neurontin label include the phrase 
“[a]dditional benefit of using doses greater than 1800 
was not demonstrated.” (TX 195 at 32.) 

8. Warner-Lambert Guilty Plea 

On May 13, 2004 the Department of Justice filed a 
criminal information charging Warner-Lambert with 
illegal off-label promotion of Neurontin. (TX 366.) The 
same day, Pfizer caused Warner-Lambert (which it 
owned) to plead guilty to two felony counts of market-
ing Neurontin for various unapproved uses, including 
painful diabetic neuropathy, bipolar disorder, reflex 
sympathetic dystrophy (RSD), and migraine head-
aches. (TX 371 ¶ 1 (stating that “Warner-Lambert 
expressly and unequivocally admits that it committed 
the crimes charged in the Information. Warner-
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Lambert agrees that the facts set forth in the Infor-
mation are true.”).) As a result of its guilty plea, 
Warner-Lambert agreed to pay a $240 million crimi-
nal fine. (Id.) The guilty plea included an admission 
that the company promoted the sale and use of 
Neurontin for the off-label indications of neuropathic 
pain, bipolar disorder, and migraine through the use 
of sales representatives, medical liaisons, advisory 
board meetings, consultants meetings, and tele-
conferences. (TX 366 ¶¶ 9, 20-22, 23-24, 25-32, 33-36.) 

In addition to the $240 million criminal fine, Pfizer 
paid an additional $190 million in civil fines to the 
government. (Trial Tr. vol. 15, 75.) 

A year after the guilty plea was entered, Kaiser 
brought this lawsuit against Pfizer in the District of 
Massachusetts.6 

C. Target: Kaiser 

As early as 1994, Parke-Davis identified Kaiser as  
a potentially lucrative target for its marketing 
campaign. The marketing team listed Kaiser Health 

                                                 
6 On December 4, 2009, a little over two months before the trial 

date, the defendants moved to transfer the case to California pur-
suant to 28 U.S.C. § 1404. (See Docket No. 2193.) The Court 
declined to transfer the case for a number of reasons, including 
the late nature of the motion to transfer. The California-based 
plaintiffs did not wish to transfer venue. In addition, this Court 
presides over MDL cases and has developed expertise in the area, 
while any transferee judge would need a significant amount of 
time to familiarize herself with the case before holding a trial. 
This case has been pending for five years and the Court did not 
wish to create further delay. Moreover, the fact that videotaped 
trial depositions were already completed by December 2009 min-
imized any potential disadvantage to the defendants. 
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Plans second on its list of “Top 10 HMOs Targeted for 
Neurontin” in 1994. (TX 90 at 11.) 

Defendants’ focus on Kaiser continued throughout 
the relevant period. For example, in 2004 Pfizer devel-
oped an “Operating Plan” specifically for marketing  
to Kaiser. (TX 250.) This plan listed the following 
Kaiser-specific marketing strategies for Neurontin: (1)  
“[i]dentify and build relationship [sic] with the P & T 
members;” (2)[p]rovide clinical and outcomes infor-
mation to the Drug Information Coordinators on a reg-
ular basis;” (3) “develop relationships with [P & T 
members] who are not considered ‘whistle blowers;’  
“ (4) “maintain and improve the existing relationships 
and develop new relationships with physicians, Drug 
Education Coordinators (DECs), Drug Information, 
Kaiser research entities and brokers;” and (5) “support 
and attend the Kaiser conferences.” (Id. at 25, 26, 29.) 

Pfizer had significant contacts with PMG physi-
cians, not only through detailing but also through the 
employment of PMG doctors to serve on speakers’ 
bureaus and publish articles. According to Dr. Ambrose 
Carrejo, the pharmaceutical contracting leader for 
Kaiser, Pfizer detailed PMG physicians and drug 
information specialists about Neurontin throughout 
the relevant time period. (Trial Tr. vol. 5, 97-98.)  
It also recruited and paid prominent PMG physicians 
to serve on its Neurontin speakers’ bureau. (Trial Tr. 
vol. 8, 120-22; TXs 276, 278, 279.) For example, Dr. 
William McCarberg, a PMG pain specialist, worked for 
Pfizer as a “pain mentor” and a Neurontin speaker. 
(TXs 276, 279.) He also reached out to Pfizer while 
writing an article with another PMG author to request 
information that would help dissuade his co-author 
from writing about “the overuse of Neurontin for 
questionable pain conditions.” (TX 278.) In the final 
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article, published in American Family Physician in 
February 2005, Dr. McCarberg and his co-author cast 
Neurontin in a positive light with respect to pain con-
ditions and did not disclose that Dr. McCarberg used 
information from the company while developing the 
article. (TX 795.) 

D. The Marketing Fraud 

Defendants conducted marketing largely through 
three tactics: direct marketing to physicians, publica-
tion of positive Neurontin articles in medical journals 
and suppression of negative trials, and the sponsor-
ship of CME events attended by physicians. 

The Court finds that fraudulent marketing activi-
ties took place during the following time periods  
for each indication: (1) bipolar disorder: July 1998 
through December 2004; (2) neuropathic pain: Novem-
ber 1997 through December 2004; (3) migraine: April 
1999 through December 2004; and (4) doses greater 
than 1800 mg/day: November 1997 through December 
2004. 

1. Bipolar Disorder 

To backtrack, Parke-Davis’s internal documents 
suggest an initial reluctance among its marketing 
team to pursue a bipolar indication. In 1995 the com-
pany’s internal recommendation stated: “[D]ue to the 
lack of scientific rationale, since Neurontin has a dif-
ferent mechanism of action than the mood-stabilizing 
antiepileptics, it is recommended to implement only 
an exploratory study in outpatients with bipolar 
disorders with the results highlighted through a  
peer-reviewed publication.” (TX 4 at 20564.) Pfizer 
conducted numerous scientific studies, none of which 
provided evidence that Neurontin was effective for 
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treating bipolar disorder. I briefly describe these studies, 
which will be reviewed in greater depth later in  
the opinion, before addressing defendants’ marketing 
activities with respect to bipolar disorder. 

The first DBRCT to examine Neurontin’s efficacy in 
the treatment of bipolar disorder was the Pande trial, 
conducted from March 1996 through July 1997, by  
Dr. Atul Pande, a Parke-Davis employee. (Trial Tr. 
vol. 4, 128; TX 383 at 1.) The results of the Pande trial 
showed that the placebo outperformed Neurontin in 
treating patients with bipolar disorder. Parke-Davis 
was aware of these results as early as July 1998. (Trial 
Tr. vol. 4, 130-31; TX 383 at 1, 8.) 

The Frye trial was an independent DBRCT conducted 
between 1997 and 1999 that compared Neurontin to the 
drug Lamotrigine and placebo in the treatment of 
refractory, or difficult to treat, bipolar disorder. (Trial 
Tr. vol. 4, 132-33; TX 1477.) The Frye trial found  
that Lamotrigine outperformed both Neurontin and 
placebo, and that there was no statistically significant 
difference between Neurontin and placebo. (TX 1477 
at 610-11.) Interim results of the study were presented 
at the American Psychiatric Association meeting as 
early as 1997, and the final results of the study were 
published in the Journal of Clinical Psychophar-
macology in 2000. (Id. at 607.) 

The Guille trial was also a DBRCT that compared 
Neurontin to placebo in treating refractory bipolar dis-
order. (TX 211 at 63.) The trial investigators found no 
significant difference between Neurontin and placebo 
for treatment of bipolar disorder, and presented their 
results at the 1999 annual meeting of the American 
Psychiatric Association. (Id.; TX 1335.) 
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The Vieta trial was a DBRCT funded by defendants 
that compared Neurontin to placebo. It was completed 
in February 2004. (TX 398.) The Vieta trial showed no 
difference between Neurontin and placebo in the 
“intention-to-treat” (ITT) population, meaning the entire 
population of study participants who were included  
in the trial. (Trial Tr. vol. 4, 138-40; TX 398 at 4.) 
However, the study investigators did find a statisti-
cally significant difference between Neurontin and 
placebo in the “per protocol” (PP) subpopulation, or those 
patients who were healthier and more compliant than 
others in the group. (Trial Tr. vol. 4, 138-40.) 

Finally, the Mokhber trial was a study, published in 
2008, that compared Neurontin to Lamotrigine and 
Tegretol in the treatment of dysphoric mania, which is 
a state of bipolar disorder in which a patient presents 
both manic and depressive symptoms. (TX 2004 at 
227.) The Mokhber trial showed improvements in both 
mania and depressive symptoms by those patients 
taking gabapentin, but there was no placebo group 
used to control the study. (Id. at 227; Trial Tr. vol. 18, 
112-16, Mar. 19, 2010.) 

(i) Direct Marketing to Physicians 

Despite the fact that the scientific evidence just  
described did not support the use of Neurontin for the 
treatment of bipolar disorder, defendants nonetheless 
marketed the drug for that indication. As early as 
April 1996, Parke-Davis medical liaisons were trained 
to tell physicians that Neurontin was “highly effective” 
for bipolar disorder, and they failed to disclose both 
that there was no scientific support for that indication 
and that the FDA had found an associated increased 
risk of suicide and depression for Neurontin patients. 
(Trial Tr. vol 15, 55-56.) Dr. Franklin, for example, 
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was trained to talk to physicians about Neurontin’s 
supposed effectiveness in treating bipolar disorder: 

For depression, what I was trained to do was 
explain to physicians that 50 percent of people 
initially described or diagnosed with depression 
were actually bipolar. And so that even their 
patients who were diagnosed with depression, 
they - they needed to consider Neurontin for those 
patients also for the effectiveness in bipolar. 

(Id. at 55.) While Pfizer protests that Dr. Franklin 
worked only in the northeast region, his testimony 
described a national program for medical liaisons. His 
testimony, particularly about his training at a 
national conference, supports the reasonable inference 
that the same strategy of direct marketing was being 
employed nationwide. 

(ii) Publication Strategy 

In addition to directly detailing doctors at their 
offices, defendants also pursued a publication strategy 
to create a buzz about the use of Neurontin for bipolar 
disorder. An article coauthored by a group of physi-
cians, pharmacists, and researchers,7 published in  
                                                 

7 This article was co-authored by Timothy S. Carey, M.D., 
M.P.H.; John W. Williams, Jr., M.D., M.H.S.; John M. Oldham, 
M.D., M.S.; Francine Goodman, Pharm.D., BCPS; Leah M. 
Ranney, Ph.D.; Lynn Whitener, Dr.P.H., MSLS; Laura C. 
Morgan, M.A.; Cathy L. Melvin, Ph.D., M.P.H. Carey, Ranney, 
Whitener, Morgan and Melvin are employed by the Cecil G. 
Sheps Center for Health Services Research at the University of 
North Carolina at Chapel Hill. Williams is employed by Duke 
University School of Medicine. Oldham is employed by the 
Menninger Department of Psychiatry and Behavioral Sciences at 
the Baylor College of Medicine. Goodman is employed by the Vet-
erans Health Administration Pharmacy Benefits Management 
Strategic Healthcare Group. 



127a 

 

the Journal of Psychiatric Practice in March 2008, 
explained that the extensive use of Neurontin in bipo-
lar disorder was due to widespread positive reports in 
journals that created an “echo chamber” effect: 

The large number of case series and case reports 
reported encouraging results that were not con-
firmed by the later small randomized trials. The 
number of reports and their distribution in a 
number of journals created a type of “echo 
chamber” effect, through which the sheer number 
of publications and citations may have given 
legitimacy to the practice of using gabapentin for 
bipolar disorder. 

(TX 1995 at 19-20.) 

In February 1996, three members of Parke-Davis’s 
department of Central Nervous System Clinical 
Research and Development published an article 
entitled “Effect of Gabapentin (Neurontonin® [sic]) on 
Mood and Well-Being in Patients with Epilepsy” in the 
journal Progress in Neuro-Psychopharmacology and 
Biological Psychiatry (“Dimond Article”). (TX 1158; 
Trial Tr. vol. 13, 73-75.) The Dimond Article examined 
the same five epilepsy trials that the FDA had 
examined in its 1992 medical statistical review, and 
claimed that Neurontin had beneficial effects on mood. 
However, the authors failed to reference the FDA’s 
findings that Neurontin increased the risk of 
depression with or without suicidal ideation. (TX 1158; 
Trial Tr. vol. 13, 73-76; Trial Tr. vol. 16, 146-48, Mar. 
15, 2010.) 

In 1998, Parke-Davis sponsored the publication of  
a supplement to the Cleveland Clinic Journal of 
Medicine that reported the results of a symposium 
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held July 24, 1998.8 The supplement, titled “New 
Treatment Strategies in Psychiatry: Role of Anticon-
vulsants,” discusses several case reports indicating 
that Neurontin is effective for the treatment of bipolar 
disorder and concludes that “[t]he data presented here 
indicate that gabapentin holds promise for treatment 
of bipolar disorder.” (TX 110 at S1-11.) However, at the 
time the supplement was published in the fall of 1998, 
Parke-Davis was aware of the negative results of the 
Pande trial, which found that Neurontin was worse 
than a placebo for the treatment of bipolar disorder. 
The negative Pande trial results, disclosed to 
investigators on July 28, 1998, were not included in 
the supplement. (Trial Tr. vol. 5, 25.) The supplement, 
which was distributed to 43,000 psychiatrists, pur-
ported to gather the available evidence about the use 
of Neurontin in the treatment of bipolar disorder. I 
find that this supplement was intentionally mislead-
ing by only publishing half-truths. 

The next year, an article written by Parke-Davis 
employee Leslie Magnus was published in a supple-
ment to the journal Epilepsia. This article discussed 
several case studies, case series, and even a single-
patient case report, but did not disclose the negative 
results of the Pande trial. (TX 2079 at S68-S69; Trial 

                                                 
8 A supplement to a medical journal is typically a “non-peer-

reviewed . . . compendium of a discussion” and is not Level 1 evi-
dence. (Trial Tr. vol. 5 at 24.) Scientists and physicians use the 
concept of levels of evidence to assign different weights to differ-
ent types of evidence. Level 1 evidence “is evidence that results 
from double-blinded randomized controlled clinical trials” and is 
considered to be the best type of evidence. Level 2 evidence “is 
evidence that results from clinical trials . . . that are not neces-
sarily well controlled. They can be unblinded. They could be non-
randomized.” Level 3 evidence is “the result of a clinical judgment” 
such as case reports or anecdotal evidence. (Trial Tr. vol. 2, 24-26.) 
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Tr. vol. 5, 26-27.) At this point, Pfizer likely knew 
about the Frye study as well. The article, published in 
1999, concluded that 

[g]abapentin, a novel AED, has a unique mecha-
nism of action. Its favorable safety profile and lack 
of drug interactions make it an attractive alterna-
tive for use in a wide array of neurologic and 
psychiatric conditions. The usefulness of gabapen-
tin has been demonstrated in neuropathic pain 
syndromes, bipolar disorder, movement disorders, 
migraine prophylaxis, and cocaine dependence. 

(TX 2079 at S71.) The circulation was to 5,000 
physicians. (Trial Tr. vol. 5, 27.) Similar to the 
Cleveland Clinic supplement, this article was 
intentionally misleading and is factually untrue in 
light of the Frye and Pande studies. 

Also in 1999, Dr. Atul Pande, a Parke-Davis 
employee and the lead author of the negative bipolar 
DBRCT completed in 1998, published an article in  
the Journal of Clinical Psychopharmacology entitled 
“Treatment of Social Phobia with Gabapentin: A 
Placebo-Controlled Study.”9 This article stated  
that “[i]n clinical studies of patients with epilepsy, 
gabapentin produced improvements in mood and 
general well-being.” (TX 1324 at 342.) The footnote 
supporting this statement only lists the Dimond 
article, which the Court has found to be problematic in 
its own right. It does not mention the negative results 

                                                 
9 Social phobia is a disease where people are very afraid of 

social situations. It “is a potentially disabling condition where 
patients may not be able to interact [with others].” (Trial Tr. vol. 
5, 28.) Social phobia is distinct from bipolar disorder, but may in 
some patients be comorbid (meaning coexisting) with bipolar 
disorder. (Id. at 29.) 
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of Dr. Pande’s earlier DBRCT, completed the year 
before this article was published, in which a placebo 
outperformed Neurontin in the treatment of bipolar 
disorder. (TX 1324 at 347; Trial Tr. vol. 5, 28-29.)  
Dr. Pande’s article on social phobia was distributed  
by Parke-Davis to 25,150 psychiatrists. In addition, 
125,850 copies of the article were printed and given to 
sales representatives, who visited psychiatrists and 
distributed the article in person. (Trial Tr. vol. 5, 29-
30.) Pfizer’s failure to disclose the results of Dr. 
Pande’s other study (as well as the results of the Frye 
and Guille studies) to these psychiatrists constitutes a 
fraudulent half-truth. 

Moreover, despite publishing the positive social 
phobia study by Dr. Pande in 1999, defendants sup-
pressed the negative results of Dr. Pande’s original 
bipolar study in 1998, completed in 1997, until October 
2000, when the study was published in the journal 
Bipolar Disorders, a “fairly narrow” and “small journal” 
with a circulation of only 455 physicians.10 (TX 1393; 
Trial Tr. vol. 4, 131-32.) The article blamed the nega-
tive results of the study on poor study design and 
failed to cite the negative results of two other Parke-
Davis DBRCTs conducted by Drs. Frye and Guille, 
which were sponsored by defendants and the results of 
which were available at the time of publication. This 
placement of the negative Pande article in a small, 
lesser-known journal is an example of “location bias” 
as described by Dr. Dickersin. 

                                                 
10 The Court notes that Dr. Pande did present the negative 

results of his study at the Third International Bipolar Conference 
in June 1999. (Trial Tr. vol. 3, 90-96.) Defendants presented 
evidence that ten physicians who have prescribed Neurontin to 
Kaiser health plan members attended that conference. (Id.; see 
also TXs 571, 923.) 
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To sum up, Parke-Davis sponsored two publications 
that contained intentional misrepresentations about 
the efficacy of Neurontin for the treatment of bipolar 
disorder: the Cleveland Clinic supplement in 1998 and 
the Epilepsia supplement in 1999. In addition, it 
detailed psychiatrists to sell Neurontin for biopolar 
without disclosing to doctors the information about the 
negative clinical studies. Finally, it suppressed the 
negative Pande study for three years, and completely 
suppressed the negative Guille and Frye studies. 

(iii) Sponsorship of Continuing Medical 
Education (CME) 

Defendants funded the development of several CME 
events attended by large numbers of psychiatrists and 
other physicians. 

In 1998, Parke-Davis sponsored a CME titled “New 
Frontiers in Social Phobia and Bipolar Disorders” that 
was attended by 5,645 physicians in thirty cities, 
including Los Angeles, San Diego, and San Francisco. 
(TX 360.) Thirty-three PMG physicians from four 
different Kaiser regions attended this CME. (TXs 360, 
923.) 

Later that year, on November 21, 1998, Pfizer 
sponsored another CME called “New Options in 
Bipolar Disorder.” During that conference, attendees 
were shown a slide that indicated Neurontin was an 
effective add-on treatment for bipolar disorder, citing 
a study by Dr. Trevor Young that was completed in 
1997. (Trial Tr. vol. 2, 116-18.) However, the slide did 
not indicate that the Young study was sponsored by 
Pfizer, only included 15 people, and was not a 
randomized controlled trial but rather an open-label 
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study.11 (Id. at 116, 119; TX 1197.) Nor did the slide 
indicate that the Pande study, the results of which 
were disclosed to investigators in July 1998, found 
that Neurontin was “significantly inferior to a sugar 
pill.” (Trial Tr. vol. 2, 116.) As this CME purported to 
provide information from various sources about the 
use of Neurontin in treating bipolar disorder, the slide 
constitutes an intentional misrepresentation. 

In 1999, Parke-Davis sponsored a CME event titled 
“New Frontiers in Anxiety, Substance Abuse and 
Bipolar Disorders” that was presented to 8,500 doctors, 
predominantly psychiatrists, across the country. (TX 
63 at 3; Trial Tr. vol. 5, 31.) The slides prepared for the 
bipolar disorder segment of this CME include a slide 
titled “Gabapentin: Advantages and Disadvantages” 
that lists “reports and open-label data suggesting effi-
cacy” as an advantage and “need for controlled 
studies” as a disadvantage. (TX 63 at 42.) Nowhere in 
the slide deck is the negative Pande or Frye trial for 
bipolar disorder mentioned. (Id.; Trial Tr. vol. 5,  
31-32.) In addition, the materials for this CME 
recommend a dosing range of 900-3600 mg per day 
(sometimes higher) for gabapentin, which exceeds the 
maximum dose on the FDA label of 1800 mg/day. (TX 
63 at 42.) In fact, in 1996 the FDA rejected Parke-
Davis’s request to increase the maximum dose due to 
a lack of evidence of increased efficacy. The infor-
mation presented at this CME involved fraudulent 
half-truths. 

In June 2000, Pfizer prepared an internal strategy 
document titled “Neurontin: 2001 Situation Analysis” 

                                                 
11 An open-label study a type of clinical trial where both the 

study investigators and the study participants know which 
treatment (i.e. an active drug or a placebo) is being administered. 
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that stated the following: “Currently bipolar disorder 
represents over half of all psychiatric drug uses  
for Neurontin . . . . The increased use comes despite 
the results of the “Gabapentin in Bipolar Disorder” 
trial (945-209) [Pande] which showed no significant 
improvement when compared to placebo.” (TX 213 at 
19-20.) Despite the company’s express acknowledg-
ment of the negative trial results, the same document 
contains a Neurontin marketing plan for psychiatry 
that includes meetings and symposia at gatherings of 
the American Psychiatric Association and other 
organizations, half-day courses on anxiety and bipolar 
disorders, dinner meetings, and publications. (Id. at 
28-29.) The document also states that “Parke-Davis 
plans to continue to support educational initiatives in 
the psychiatric arena that will discuss the broad 
utility of AEDs in a range of medical conditions such 
as bipolar disorders, anxiety states and substance 
abuse (alcohol withdrawal and cocaine treatment).” 
(Id. at 19.) 

(iv) Communications with the Cochrane 
Review 

In July 2003, Dr. Karine Macritchie of the Cochrane 
Review, an internationally recognized review organ-
ization, contacted Pfizer about development of a 
protocol focused on Neurontin for the treatment of 
bipolar disorder and requested all data “published and 
unpublished, complete or ongoing, which would meet 
our inclusion criteria.” (TX 236 at 1.) In response to  
an internal Pfizer email chain discussing what 
information to send to the Cochrane Review, Bruce 
Parsons, a Pfizer employee, wrote “I would not send 
unpublished Neurontin data to anyone outside Pfizer.” 
(TX 159 at 1.) After repeated requests for data went 
unanswered, Cochrane abandoned its plans to 
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complete a protocol on the use of Neurontin for bipolar 
disorder in April 2007. (Trial Tr. vol. 2, 123-24.) By 
referring the Cochrane Review researchers to positive, 
published articles about the use of Neurontin for the 
treatment of bipolar disorder without disclosing the 
negative, unpublished trials known to the defendants, 
Pfizer committed fraud. 

(v) The Bottom Line 

Beginning in July 1998 when Parke-Davis obtained 
(and began to suppress) the negative results of the 
Pande trial, the defendants engaged in the fraudulent 
marketing of Neurontin for the treatment of bipolar 
disorder. In addition to fraudulent detailing, Pfizer 
sponsored at least two fraudulent supplements, engaged 
in a fraudulent publication strategy by publishing  
only positive information and suppressing negative; 
conducted at least two fraudulent continuing medical 
education programs; and made a fraudulent misrep-
resentation, through a half-truth, to the Cochrane 
review. 

2. “Kick Ass” on Neuropathic Pain 

Defendants focused a significant portion of their 
marketing efforts on neuropathic pain because they 
recognized it as a potentially enormous market for 
Neurontin. Pfizer conducted numerous scientific stud-
ies to analyze the efficacy of Neurontin in the treat-
ment of neuropathic pain. I briefly describe several of 
the studies that are relevant to the defendants’ 
marketing strategies before addressing the marketing 
activities related to neuropathic pain. Again, the 
Court will revisit these studies in its discussion of the 
scientific proof of the efficacy of Neurontin. 
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1. Gorson Trial - Completed in 1997, the Gorson trial 
was funded by Parke-Davis and showed that 
Neurontin was no more effective than placebo in 
the treatment of painful diabetic neuropathy. This 
study was never published as a full article. 

2. Backonja Trial - Also completed in 1997, the 
Backonja trial was a Parke-Davis study that con-
cluded that Neurontin was effective in the treat-
ment of painful diabetic neuropathy. The Backonja 
trial was published in JAMA in December 1998. 
This study involved issues of potential “unblinding” 
that compromised the integrity of its results. The 
article falsely stated that it was “the first trial to 
evaluate gabapentin’s efficacy” for neuropathic 
pain. (TX 1250 at 1832.) It also omitted any refer-
ence to the negative results of the Gorson study. 
(Id. at 1836.) 

3. Reckless Trial - This study, which included three 
times as many patients as the Backonja study, was 
a Parke-Davis DBRCT completed in late 1999 that 
concluded that Neurontin was not effective for the 
treatment of painful diabetic neuropathy. The 
Reckless trial was never published. 

4. POPP Trial - The POPP trial was sponsored by 
Pfizer and completed in November 2001. The 
investigators released their research report in 
2003. This study concluded that Neurontin was not 
effective, on the study’s primary measure, for the 
treatment of postsurgical or traumatic nerve injury 
pain. The POPP trial was not published until 2008. 

5. Morello Trial - The Morello trial was published in 
1999, and compared Neurontin with a tri-cyclic 
antidepressant to compare the drugs’ efficacy for 
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the treatment of painful diabetic neuropathy. The 
study found the drugs to be comparable. 

6. Serpell Trial - This study, sponsored by Pfizer and 
completed in 2002, examined Neurontin’s efficacy 
in treating people with a wide variety of neuropa-
thies, including postherpetic neuralgia and painful 
diabetic neuropathy. The study found Neurontin  
to be effective. However, when those patients with 
postherpetic neuralgia (for which Neurontin has 
been approved by the FDA) were removed from the 
study’s results, the drug was no longer shown to be 
effective. 

The marketing of Neurontin for neuropathic pain 
was accomplished through the use of direct marketing 
by sales representatives and medical liaisons, through 
a publication strategy, and through the sponsorship of 
CME events for physicians. 

(i) Publication Strategy 

In the mid-1990s, eager to get into the pain market, 
Parke-Davis sponsored a DBRCT conducted by Dr. 
Kenneth Gorson to study the effectiveness of Neuron-
tin in the treatment of painful diabetic neuropathy.  
In August 1997, Dr. Gorson faxed Parke-Davis his 
manuscript from the study, which found that Neuron-
tin “at a dose of 900 mg/day, is probably no more 
effective than placebo in the treatment of painful 
diabetic neuropathy.” (TX 19 at 3.) 

The manuscript of the Gorson trial that was later 
circulated among the study’s investigators and Parke-
Davis’s marketing department by Phil Magistro, a 
Parke-Davis employee, put forth the conclusion that 
“[g]abapentin may be effective in the treatment of 
painful diabetic neuropathy. Our results suggest that 
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further studies evaluating higher dosages of gabapen-
tin are warranted.” (TX 30 at 2.) As justification for 
this positive gloss, the modified manuscript focused 
solely on the randomized group that received Neuron-
tin, and compared patients’ pain outcomes at the 
beginning of the study with the outcomes at the end. 
The patients did improve. However, the comparison  
to the placebo group was omitted. That comparison 
showed that the Neurontin group’s improvement was 
statistically insignificant and that the evidence did not 
support a finding of efficacy. (Trial Tr. vol. 2, 143-45.) 

Parke-Davis never published a full article with the 
findings of the Gorson study, but it did publish an 
“abstract” about the study in the April 1998 issue 
of Neurology.12 The “conclusions” of the abstract 
mirrored the altered Magistro manuscript, stating 
that Neurontin “may be effective” in treating diabetic 
neuropathy. (TX 1271; see also Trial Tr. vol. 4, 56-58.) 
I find that the Neurology abstract about the Gorson 
study, published in 1998, was an intentional misrep-
resentation in that it specifically changed the lead 
investigator’s primary conclusion. 

In November 1997, Parke-Davis sponsored the 
publication of a supplement to the journal Internal 
Medicine entitled “Managing the pain of diabetic 
neuropathy.” (TX 40 at 1.) A supplement in a medical 
journal is “a common vehicle to . . . avoid expert 
independent review by people who might have dis-
agreed with the conclusions . . . . Typically, for 
example, a company might sponsor a meeting . . . and 
                                                 

12 In 1999, Dr. Gorson published a letter to the editor in the 
Journal of Neurology, Neurosurgery & Psychiatry stating that 
“[t]he results of this study suggest that gabapentin is probably 
ineffective or only minimally effective for the treatment of painful 
diabetic neuropathy at a dosage of 900 mg/day.” (TX 1379.) 
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the proceedings of the meeting would then be 
published as a supplement to a journal.” (Trial Tr. vol. 
7, 34-35, Mar. 2, 2010 (testimony of Dr. Thomas 
Perry).) In this particular article, the author, who is 
unnamed, describes the treatment of some neuropa-
thies as a “trial and error” process, and the article 
explores the use of the anticonvulsant class of 
medications as a possible treatment option. (TX 40 at 
12.) The author concludes that “Gabapentin can  
be used as a first-choice anticonvulsant, added as  
a second agent, or reserved for cases in which 
carbamazepine and phenytoin have been unsuccess-
ful.” (Id. at 14.) At the time this article was published 
in November 1997, the defendants had the results of 
the negative Gorson trial, but that information was 
neither discussed nor disclosed in this supplement. 
(Trial Tr. vol. 7, 37-38.) As an article that purports to 
gather available evidence on the use of Neurontin  
for the treatment of neuropathic pain, the Internal 
Medicine supplement was an intentional misrep-
resentation because it omitted the negative Gorson 
study available to Parke-Davis at the time. 

During the same time period, Parke-Davis also 
sponsored a DBRCT led by Dr. Miroslav Backonja that 
studied the effectiveness of Neurontin in treating 
painful diabetic neuropathy. (Trial Tr. vol. 3, 21, Feb. 
24, 2010.) Completed in 1997, the study was published 
in the Journal of the American Medical Association 
(JAMA) in 1998 and concluded that “[g]abapentin 
monotherapy appears to be efficacious for the treat-
ment of pain and sleep interference associated with 
diabetic peripheral neuropathy.” (TX 1250 at 1831.) 
The study compared the results for the group of 
patients receiving Neurontin to a group receiving a 
placebo. Neurontin often caused central nervous system 
(CNS) side effects in patients such as sleepiness or 
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dizziness. Those patients experiencing CNS side 
effects were potentially “unblinded,” meaning that 
they were able to determine that they were receiving 
Neurontin as opposed to the placebo. The potential 
unblinding decreased the reliability of the study’s 
results.13 

Parke-Davis was aware of the potential unblinding 
effect present in the Backonja study. An attachment  
to an email sent to various Parke-Davis employees 
dated July 1, 1998 described the potential unblinding: 
“[A]t a pain experts’ meeting, it was proposed that  
we should look for a correlation of maximum CNS-
related Adverse Event severity with mean pain score, 
assuming that patients with more severe AEs tend to 
believe that they are on a study drug (which probably 
would be a good guess) and therefore tend to have 
better efficacy data, thus unblinding and corrupting 
the study.” (TX 108 at 2; see also TX 107.) 

Parke-Davis hired a public relations firm, Makovsky 
and Company, to publicize the 1998 Backonja JAMA 
article through video and radio news releases, 
advertisements on airline inflight entertainment 
systems, and other forms of media. In total, the public 
relations campaign generated more than “85 million 
impressions.” (TX 71 at 4.) 

During the months before the Backonja JAMA article 
was published in December 1998, Parke-Davis sought 

                                                 
13 This was not an inevitable result of any DBRCT studying 

Neurontin. Some articles produced close to the time of the JAMA 
publication suggested that clinical trials of drugs involving CNS 
side effects should utilize active placebos or comparators, which 
would cause sleepiness or dizziness in the placebo group as well 
and would thereby prevent unblinding. (TX 1282; Trial Tr. vol. 3, 
18-25.) 
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to capitalize on the publication of the article by 
planning various outreach activities, some of which 
were described in an email sent from Parke-Davis 
employee Tammy Martin to the CNS Marketing 
Managers. The email stated that “[t]he [Customer 
Business Units] will band together for the CME 
teleconferences and Dinner Meetings. The plan would 
include a core faculty content development meeting  
in November and a faculty training meeting for 
December.” (TX 102 at 1.) The email continued: “For 
the CME Teleconferences and Dinners each CBU 
needs to submit five potential thought leaders for the 
core faculty from the specialties of Neurology (pain 
management), Anesthesiology, Endocrinology and 
Immunology.” (Id.) In the document attached to Tammy 
Martin’s email, a section labeled “Strategy” states 

Central marketing will focus efforts on the 
mailing of articles to all key specialists, coordinate 
development of the core slide kit and direct the  
PR efforts. CBUs will direct the sales force efforts 
to disseminate the studies to the physicians’ 
offices. They will also coordinate teleconference 
sessions and local advisory board and plan dinner 
meetings for roll-out in [the first quarter of 1999]. 
The PR campaign will seek to maximize the 
exposure of the clinical data to both the pro-
fessional audience and consumers. 

(Id. at 7.) 

In 1998, after the Backonja JAMA article was 
accepted for publication but not yet in print, Parke-
Davis sponsored another supplement article, this time 
to the Cleveland Clinic Journal of Medicine. (TX 110.) 
This supplement included a section written by Dr. 
Edward Covington who wrote that “[d]espite few 
controlled studies on the efficacy of gabapentin in 
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human pain management, this new drug has become 
the anticonvulsant of choice among many pain 
specialists.” (Id. at SI-24.) The article cites to a case 
report written by Dr. Gary Mellick, a paid Pfizer 
consultant, and to various animal studies, but does not 
reference the negative Gorson trial. (Trial Tr. vol. 7, 
39-41.) The article does, however, reference the positive 
Backonja trial, which had not yet been published in 
JAMA, indicating that Dr. Covington, the author, had 
access to Pfizer’s unpublished trial data. (TX 110 at  
SI-29 n.44.) Because this supplement states that “there 
is substantial documentation for the clinical efficacy of 
[Neurontin] in the treatment of neuropathic pain 
syndromes” without referencing the negative Gorson 
trial, this supplement is an intentional misrepresen-
tation. 

The next year, in March 1999, Defendants mailed a 
journal supplement entitled “Pharmacology of Painful 
Peripheral Neuropathies” to all neurologists practic-
ing in the United States. (See TX 139 at 11657 (listing 
as a “1999 Key Strateg[y]” the mailing of “Dannemiller 
CME pain supplements” to “universe of Neurologists 
and Anesthesiologists”); see also TX 80 (listing Dan-
nemiller Memorial Educational Foundation as the 
sponsor of the supplement). The supplement cited the 
Backonja article as supporting Neurontin’s use as a 
“first line therapy for the treatment of painful peri-
pheral neuropathies,” without disclosing either the 
unblinding problem with Backonja or the negative 
results of the Gorson study. (Trial Tr. vol. 7, 51; TX 
80.) This was an intentional misrepresentation. 

A study conducted by Dr. Reckless, completed in late 
1999 with results presented to Pfizer in February 
2000, found that Neurontin was not effective in 
treating painful diabetic neuropathy. (TX 382 at 12.) 
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Dr. Reckless, the lead author on this study, was “keen 
to publish” the results of this study. (TX 203 at 2.) 
However, Parke-Davis chose to “delay[ ] the publica-
tion for as long as possible” and refused to allow Dr. 
Reckless to write up the manuscript himself. (TX 183 
at 1; see also TXs 185, 136, 109.) This strategy was 
successful, and the Reckless study was never written 
up as a stand-alone manuscript. (Trial Tr. vol. 6, 30.) 
Despite the fact that the Reckless study included  
three times as many patients as the Backonja study, 
defendants suppressed the negative results of the 
Reckless study because of a desire “NOT to publish 
anything that damages Neurontin’s marketing 
success.” (TX 109; Trial Tr. vol. 3, 32.) Although the 
defendants never published Reckless as a full article, 
four years later they bundled the Reckless trial into a 
non-systematic review article that concluded that 
Neurontin was not only effective for neuropathic pain, 
but also that it was more effective at doses above 1800 
mg/day. (TX 1660.) 

In March 2000, Parke-Davis sponsored a sup-
plement to Neurology Reviews titled “Management of 
Neuropathic Pain Syndromes.” (TX 82 at 1.) The 
article concludes that “[o]f the new anticonvulsants, 
gabapentin was shown to be effective in the treatment 
of [diabetic neuropathy] in a double-blind, place-
bocontrolled, eight-week dose-titration trial using 
doses from 900 to 3,600 mg/d.” (Id. at 11 (citing the 
Backonja JAMA article).) However, the article in the 
supplement does not discuss the negative results of 
either the Gorson trial or the Reckless trial, both of 
which were sponsored by Parke-Davis and studied 
diabetic neuropathy. (Trial Tr. vol. 7, 52.) Because this 
article reports on results of the Backonja trial without 
disclosing the results of the negative Gorson and 
Reckless trials, it is a fraudulent misrepresentation. 
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In the middle of 2001, Pfizer engaged a company 
called Medical Action Communications (MAC) to 
market Neurontin for off-label indications. (Trial  
Tr. vol. 3, 40-41.) In conjunction with MAC, Pfizer 
sponsored the publication of a review article in which 
one of the key messages was that Neurontin is 
effective for the treatment of neuropathic pain. (Id. at 
41.) Remember that at the time this article was being 
developed, Pfizer also held a meeting with its own pain 
experts at the Crowne Plaza hotel in Ann Arbor, 
Michigan on September 6, 2001 where the experts 
opined that the science did not support the develop-
ment of neuropathic pain as an indication. (Id. at 40.) 
Once the article was ready to be published, a Pfizer 
employee sent an email to “Neurontin Product 
Champions” and wrote: “Because this is a key publica-
tion for NEURONTIN, information from this study 
should be used in all neuropathic pain initiatives, 
subject to your local regulations. Examples of such 
activities include: Promotional detail aids, Speakers 
programs, Regional promotional and scientific meetings, 
and Public relations programs (materials attached). If 
you are thinking about organizing any local PR 
activities please don’t initiate them until the end of 
January (once the paper is published).” (TX 209 at 1-2.) 

The review article, authored by Dr. Backonja and  
a Pfizer physician, Dr. Glanzman, was entitled 
“Gabapentin Dosing for Neuropathic Pain: Evidence 
from Randomized, Placebo-Controlled Clinical Trials” 
and was published in the journal Clinical Therapeu-
tics in 2003. (TX 1660.) The article concluded that 
Neurontin “is effective and well tolerated in the 
treatment of adults with neuropathic pain.” (Id. at 82.) 
It intentionally does not cite to either the negative 
Gorson or the negative Reckless trial. (See, e.g., TX 262 
at 1 (email from David Cooper, the Medical Director  
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of MAC, to a marketing employee at Pfizer, stating 
that “[t]he real issue is deciding how to justify only 
reviewing 4 of the 6 randomized placebo controlled 
studies and the rationale for why Dr. Backonja [the 
author of the article] has access to unpublished papers 
and Pfizer data on file.”).) As a review article that 
purports to gather available evidence but selectively 
omits negative evidence, the Clinical Therapeutics 
article was an intentional misrepresentation by Pfizer. 

(ii) Direct Marketing and Sponsorship of 
CMEs 

In June 1997, Defendants sponsored a symposium 
in Boston in connection with the 57th Annual Meeting 
of the American Diabetes Association. Dr. Gorson, who 
worked in Boston, was not asked to present the results 
of his negative study. Defendants instead selected Dr. 
Vera Bril as a speaker. When Parke-Davis learned 
that Dr. Bril would not recommend the use of Neurontin 
for neuropathic pain, its marketing partner, Cline 
Davis Mann, planted pre-written questions in the 
audience to “reverse the message that was delivered.” 
(TX 43 at 3.) 

In 2001, Pfizer’s Global Operating Plan included a 
section titled “Developing the [Neuropathic] Pain 
Market” that listed as a strategy “Create New 
Standard of Care for NeP Treatment.”14 (TX 219 at 15.) 
This goal was to be accomplished by “educat[ing] PCPs 
and specialists on diagnosis and treatment” and 
“increas[ing] Neurontin field force presence in PCP 
and specialist offices.” (Id. at 18.) 

                                                 
14 “NeP” is an abbreviation for neuropathic pain. (Trial Tr. vol. 

3, 44.) 
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In Pfizer’s 2003 “Neurontin Operational and Tactical 
Plan,” it listed as one of its global strategies to “grow 
NePain market with NEURONTIN.” (TX 239 at 24.)  
It also included a slide titled “Global Neuropathic  
Pain Positioning” that showed only the following text: 
“NEURONTIN is an ideal first-line therapy for 
neuropathic pain with proven efficacy, excellent safety 
and tolerability, favorable onset of action and ease of 
use, thereby restoring patients’ quality of life.” (Id. at 
27.) The evidence does not indicate whether this slide 
was presented outside of Pfizer. 

To sum up, as part of its publication strategy, Pfizer 
published half-truths and intentionally misleading 
information, submitted the April 1998 abstract about 
the Gorson trial that was published in Neurology, 
published the November 1997 supplement to Internal 
Medicine, mailed the March 1999 supplement to all 
neurologists in the United States, sponsored a 2000 
supplement to Neurology Reviews, and sponsored an 
article in the journal Clinical Therapeutics in 2003. 
During the years at issue in this case, Pfizer deliber-
ately suppressed publication of negative studies 
concerning many types of neuropathic pain, including 
DPN. (Tive Dep. Tr., 650-51, 666-67, 723-25 (played 
3/11/10); see also TXs 136, 175, 183, 203.) Those trials 
suppressed included negative studies referred to as 
the Gorson, Reckless, and POPP studies. In addition, 
defendants published a positive study by Dr. Miroslav 
Backonja, but failed to disclose the unblinding problems 
with the trial design in promotional activities and 
advertisements related to the Backonja JAMA article. 
Pfizer also published a trial called the Serpell study 
without acknowledging that its positive results were 
attributable to patients suffering from postheuretic 
neuralgia (“PHN”), a condition for which Neurontin 
had been approved by the FDA. 
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(iii)  Detailing Doctors 

Despite an admitted lack of reliable scientific evi-
dence of efficacy, and a rejection by the FDA in 2001, 
defendants continued to aggressively and successfully 
market Neurontin to doctors as an effective treatment 
for the broad indication of neuropathic pain. (See, e.g., 
Trial Tr. vol. 3, 32-34, 40-41.) 

Defendants’ focus on detailing doctors to encourage 
use of Neurontin for neuropathic pain is perhaps best 
exhibited through the voicemail left for Parke-Davis 
medical liaisons by marketing employee Phil Magistro 
in 1996: 

What we’d like you to do is, any time you’re called 
out just make sure that your main focus out of 
what you’re doing is on Neurontin . . . . So what 
we need to do is focus on Neurontin. When we get 
out there, we want to kick some ass, we want to 
sell Neurontin on pain. And monotherapy and 
everything that we can talk about, that’s what we 
want to do. ‘Cause I’m embarrassed. I don’t know 
if you guys are embarrassed, but 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? 

(TX 105 at 1-3.) 

(iv)  The Bottom Line 

Beginning in November 1997 with the publication of 
the Internal Medicine supplement, defendants engaged 
in the fraudulent marketing of Neurontin for the 
treatment of neuropathic pain through the sponsor-
ship of fraudulent publications. 
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3. Migraine 

(i) Publication Strategy 

Pfizer conducted a DBRCT (protocol 879-200) in  
the 1980s to investigate Neurontin’s use in treating 
migraine. Defendants published interim results in 
1987 in a supplement to An International Journal of 
Headache, pointing out positive outcomes. (Trial Tr. 
vol. 3, 56-57; Trial Tr. vol. 4, 46-49; Trial Tr. vol. 6, 23-
24; TX 1056.) By June 1990, however, defendants were 
aware that the study demonstrated that Neurontin 
was no more effective than a placebo for migraine 
prophylaxis, which means the prevention of migraine 
onset. They never published or otherwise disclosed the 
study’s outcome. (TX 37; Trial Tr. vol. 6, 22-24; Trial 
Tr. vol. 3, 56-58.) Despite this evidence, Dr. Franklin 
credibly testified that Parke-Davis medical liaisons 
routinely informed physicians that Neurontin was 
effective for migraine without disclosing the negative 
results of the DBRCT.15 (Trial Tr. vol. 15, 55, 63.) Such 
statements made by medical liaisons to physicians 
were intentional misrepresentations. 

In September 1995, Parke-Davis sponsored a con-
sultants’ meeting where they discussed marketing 
options for Neurontin if it were found to be “analgesic” 
or pain-relieving. (TX 31 at 7; Trial Tr. vol. 6, 31.) 
Options discussed included sponsorship of a booth  
at the 1996 meeting of the American Pain Society, 
conferences and symposia with invited physicians, 
CME events, and sponsorship of “publications of 
seeding trials” to create “[a] drumbeat in the litera-
ture.” (TX 31 at 7.) According to plaintiffs’ migraine 

                                                 
15 In fact, according to Dr. Franklin, the medical liaisons were 

never informed about the negative 879-200 trial. (Trial Tr. vol. 
15, 55.) 
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expert, Dr. Douglas McCrory, a seeding trial refers  
to a marketing tool involving “placement of peer 
reviewed articles in the literature to keep the message 
in the forefront.” (Trial Tr. vol. 6, 32.) 

In 1996, Parke-Davis distributed a memorandum  
to the Parke-Davis Neurontin Marketing Group that 
described the Marketing Assessment for Neurontin  
in migraine prophylaxis. (TX 216.) With respect to 
Parke-Davis’s intention to conduct further clinical 
studies, the memorandum states, “The results, if posi-
tive, will therefore be publicized in medical congresses 
and published in peer-reviewed journals.” (Id. at 
1586.) 

Study 945-217, a Parke-Davis DBRCT, looked again 
at Neurontin’s effectiveness in preventing migraines. 
Completed in early 1999, it found that Neurontin was 
not effective as a migraine prophylaxis. (TX 397 at 67; 
Trial Tr. vol. 3, 63.) In a document titled “Neurontin: 
2001 Situation Analysis,” the following text describes 
this DBRCT: “The B.I.D. Study (Migraine Study 217) 
did not show statistical significance in mean reduction 
in headaches . . . .  The team has delayed posting or 
dissemination of results and they have not been 
presented at any scientific meetings to date.” (TX 213 
at 22.) 

The Mathew Trial was conducted by the defendants 
from 1996 to 1998. (TX 396 at 1; Trial Tr. vol. 6, 28-29.) 
The trial results showed no statistically significant 
difference between Neurontin and placebo “with 
respect to 4-week migraine headache rates or propor-
tion of patients with reduction of 50% or greater in 
migraine headache rates.” (TX 396 at 4.) An article 
about the Mathew trial was published in the journal 
Headache in 2001. It claimed that “gapabentin is an 
effective prophylactic agent for patients with migraine.” 
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(TX 612 at 119.) The discrepancy between the research 
report and the published article is not explicitly 
mentioned; however, the positive published results 
were achieved by using a “modified” intent-to-treat 
population and by focusing on outcomes identified as 
secondary in the research report. Moreover, the article 
did not disclose the negative results of trials 879-200 
or 945-217. I find that the conclusions of the Mathew 
article were intentional misrepresentations. 

In March 2002, the Cochrane Review requested data 
from Pfizer about the use of Neurontin for migraine 
prophylaxis. (TX 122 at 3.) In an email chain among 
Pfizer employees in early 2002, Elizabeth Mutisya 
wrote, “We would not be able to provide them with  
our databases which is what they are ultimately 
interested in.” (Id. at 2.) In response to Ms. Mutisya’s 
email, Leslie Tive wrote: “If they are looking for un-
published data, I would be reluctant to send it. I would 
not even send actual articles.” (Id.) Cochrane’s review, 
first published in July 2004, concluded, “The evidence 
derived from trials of gabapentin suggests a beneficial 
effect in migraine prophylaxis, but this drug needs 
further evaluation.” (TX 2086 at 9.) The Cochrane 
article cites to the positive Di Trapani study, a trial 
unaffiliated with Parke-Davis and completed in 2000 
(see Trial Tr. vol. 6, 76-77; TX 1478), and to the positive 
results of the Mathew trial as published in 2001. It 
does not refer to either of Pfizer’s negative migraine 
prophylaxis DBRCTs, or to the unpublished data 
indicating that the Mathew trial did not show 
statistical significance in the primary outcome identi-
fied in the study’s protocol. (TX 2086 at 10-11; Trial 
Tr. vol. 3, 65.) Because of defendants’ suppression of 
negative DBRCTs, the Cochrane Review researchers 
concluded that Neurontin was effective for migraine 
prophylaxis. (TX 2086.) 
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In 2003, a doctor of pharmacy named Alicia Mack 
published an article in the Journal of Managed Care 
Pharmacy titled “Examination of the Evidence for Off-
Label Use of Gabapentin.” (TX 349 at 559.) Essen-
tially, Mack reviewed the available literature about 
the use of Neurontin in treating off-label indications 
such as diabetic neuropathy, migraine prophylaxis 
and bipolar disorder. (Id.) With respect to migraine 
prophylaxis, Mack included two DBRCTs: the 2000 Di 
Trapani study and the Mathew article published in 
2001. Mack’s article concluded that “there are clinical 
trials of gabapentin in migraine prophylaxis” but 
cautioned that “outstanding questions remain regard-
ing the drug’s utility in clinical practice.” (Id. at 565.) 
Mack’s review of the literature did not include two 
unpublished negative DBRCTs or the unpublished 
negative data from the Mathew trial, all of which was 
in Pfizer’s possession. (Trial Tr. vol. 3, 68.) 

(ii) Sponsorship of CME Events 

Beginning in April 1999, Dr. Ninan Mathew, the 
lead investigator of the Mathew trial, led a CME titled 
“Advances in the Preventive Treatment of Migraine.” 
In the outline provided to physicians participating  
in the CME program, gabapentin is listed as one of  
the “[f]irst-line options for migraine prophylaxis.” (TX 
245 at 2.) This CME was sponsored by Parke-Davis. 
(TX 248 at 5.) Dr. Mathew was paid $20,000 for his 
participation in this CME. (Id. at 8-9.) Because the 
materials used for this CME do not reference the 
negative studies 945-217 or 879-200, both of which 
were completed by early 1999, the statement made in 
the CME materials constitutes an intentional misrep-
resentation. 

To sum up, beginning in April 1999, the defendants 
engaged in fraudulent marketing of Neurontin for 
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migraine prophylaxis through the sponsorship of a 
CME that included a fraudulent statement and  
the sponsorship of the misleading Mathew article in 
2001. Parke-Davis medical liaisons also made misrep-
resentations regarding the efficacy of Neurontin in 
treating migraines in detail visits to physicians as 
early as April 1996, (see Trial Tr. vol. 15, 63-64).16 

4. Nociceptive Pain 

Plaintiffs allege that defendants fraudulently pro-
moted Neurontin for nociceptive pain. They have not 
presented any documents that directly reference a 
marketing strategy to promote Neurontin for the 
treatment of nociceptive pain. Because certain docu-
ments refer to pain in an ambiguous manner, plaintiffs 
contend that there is sufficient evidence of fraudulent 
promotion of Neurontin for the treatment of noci-
ceptive pain. The jury found for defendants on this 
claim of fraudulent off-label marketing for nociceptive 
pain. 

Dr. David Franklin testified that Parke-Davis 
medical liaisons, during the time he was employed in 
1996, were trained to promote Neurontin to physicians 
for the treatment of pain. (Trial Tr. vol. 15, 63.) In a 
voicemail recorded by Dr. Franklin in 1996, Parke-
Davis employee John Ford told medical liaisons: “If we 
are going to market Neurontin effectively, we have to 
do it for monotherapy, for epilepsy, also for pain and 
bipolar and other psychiatric uses. And, how, you 
know, that’s a labeling issue, and ultimately what that 
means is that the liaisons have to be the ones that 
primarily do that.” (TX 105 at 498-99.) In another 
                                                 

16 However, Kaiser’s damages expert did not provide the Court 
with migraine damage amounts for 1996, 1997 or the first three 
quarters of 1998. (TX 408–I.) 
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voicemail, Parke-Davis employee Lisa Kellett urges 
medical liaisons to promote Neurontin to doctors “even 
if [they] treat[ ] garden variety pain.” (Id. at 601.) 

In a memorandum distributed by Parke-Davis to 
participants in a “Consultants Meeting” held in 1995, 
one consultant wrote that Neurontin “may be effective 
in more than neuropathic pain,” citing Dr. Mellick’s case 
reports. (TX 31 at 4.) In the same memorandum, another 
consultant suggested that Parke-Davis “study low 
back pain because of large incidence in population . . .  
Could do pilot studies in areas other than neuropathic 
pain.” (Id. at 5.) 

Based on the paucity of this evidence, the Court 
concludes that plaintiffs have not proven that 
defendants fraudulently marketed Neurontin for 
nociceptive pain. Compared to the other off-label 
conditions for which there are marketing documents 
and publications that explicitly promote Neurontin 
based on half-truths or actual misrepresentations, the 
evidence presented for nociceptive pain seems to 
represent internal discussions and use of imprecise 
language more than an actual fraudulent marketing 
scheme. The jury reached the same conclusion. (See 
Docket No. 2760.) 

5. Doses Greater than 1800 mg/day 
In 1996, the FDA rejected Parke-Davis’s request to 

increase the effective dose range listed on Neurontin’s 
label to 3600 mg/day, stating that “the evidence from 
controlled trials fails to provide evidence that higher 
doses of Neurontin are more effective than those 
recommended.” (TX 91 at 3.) In 2002, the FDA rejected 
Pfizer’s proposed marketing materials regarding  
high doses because “additional benefits of using doses 
greater than 1800 mg/day were not demonstrated.” 
(TX 190 at 2.) 
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Although Parke-Davis did sponsor clinical studies 
where Neurontin was forcibly titrated to doses greater 
than 1800 mg/day or where one group of patients 
received high doses, none of those trials indicated that 
Neurontin was more effective at a higher dose than at 
a lower dose. (See, e.g., TX 1250 (Backonja Trial); TX 
382 (Reckless Trial).) In the 1999 Reckless trial, for 
example, one group of patients received 2400 mg/day 
of Neurontin, but that group did not have results that 
were statistically significantly better than the placebo 
group. (TX 382 at 12.) Despite the FDA’s rejection of 
two requests to increase the maximum dose of Neuron-
tin for its on-label indications due to lack of evidence 
of increased efficacy, defendants consistently dissemi-
nated the message that Neurontin was safe and effec-
tive at doses greater than 3,600 mg/day and claimed 
that this was supported by clinical studies. (Glanzman 
Dep. Tr., 343-44 (played 3/12/10) (testimony from a 
Pfizer employee stating that he approved a marketing 
“key message” in 2001 stating that “Gabapentin is safe 
and effective at high doses greater than 3,600 milli-
grams”.) This was a fraudulent misrepresentation. 

In 1997, Parke-Davis sponsored a CME where 
physicians were told that Neurontin can be used in 
doses up to 4800 mg/day to treat patients with bipolar 
disorder. (Trial Tr. vol. 2, 127.) This was an intention-
al misrepresentation. 

In November 1997, Parke-Davis sponsored the 
publication of a supplement to Internal Medicine that 
claimed Neurontin was effective in treating diabetic 
peripheral neuropathy, but that “[a] daily total [dose] 
of 1,800-3,600 mg may be needed.” (TX 40 at 14.) By 
representing that high doses may be necessary when 
studies had not shown any additional efficacy for any 
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indication at doses over 1800 mg/day, this supplement 
made an intentional misrepresentation. 

The 5,645 physicians who attended the 1998 CME 
series entitled “New Frontiers in Social Phobia and 
Bipolar Disorders,” including 33 PMG physicians, 
were instructed to titrate Neurontin to 3600 mg 
(sometimes higher), without any disclosure of the fact 
that no additional benefits above 1800 mg/day had 
been demonstrated in clinical trials. (TX 360; Trial Tr. 
vol. 5, 32.) These statements were intentional misrep-
resentations. 

In March 1999, defendants mailed a copy of a 
supplement to the journal Progress in Neurology to all 
neurologists practicing in the United States. (TX 80; 
TX 139 at 11657.) This supplement stated that some 
patients require 3600 mg/day of Neurontin. (TX 80 at 
6.) Because there is no scientifically reliable evidence 
showing increased efficacy at higher doses, this was an 
intentional misrepresentation. 

In 2000, Parke-Davis sponsored the publication of a 
supplement to the journal Neurology Reviews. This 
supplement cited to the Backonja trial, published  
in JAMA in 1998, and said that “gabapentin was 
shown to be effective in the treatment of [diabetic 
neuropathy] . . . using doses from 900 to 3,600 mg/d.” 
(TX 82 at 11.) While the Backonja trial did titrate 
patients up to 3600 mg/day, this statement is a 
fraudulent half-truth because it does not disclose that 
no additional efficacy was found for those patients 
titrated to high doses. (Id.; see also TX 195 at 31-32 
(FDA’s 2002 statement that there is no evidence of 
additional efficacy at high doses).) 

In 2003, Pfizer worked with Dr. Miroslav Backonja 
and Dr. Robert Glanzman, a Pfizer employee, to develop 
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a review article on Neurontin dosing for neuropathic 
pain. (TX 1660 at 81.) Despite the fact that the FDA 
had approved the maximum dose of Neurontin at 1800 
mg/day, the review article concluded that “[a]t doses of 
1800 to 3600 mg/d, gabapentin was effective and well 
tolerated in the treatment of adults with neuropathic 
pain.” (Id. at 82.) This conclusion was published 
despite the fact that the authors, and Pfizer, had 
access to the results of the Reckless study, which found 
that Neurontin was not effective in doses greater than 
1800 mg/day. (Trial Tr. vol. 3, 54; Trial Tr. vol. 7,  
27-28 (stating that in the Reckless trial, “[t]here was 
no difference at the higher dose of 2,400 milligrams 
compared with either of the lower doses or placebo.”).) 
The Reckless study was not cited in this review article. 
(TX 1660 at 101-04.) Because this article was a review 
article, purporting to gather all available evidence on 
Neurontin, the statements regarding dosing were 
intentional misrepresentations. 

To recapitulate, beginning in November 1997 with 
the publication of the Internal Medicine supplement, 
defendants engaged in fraudulent marketing of Neu-
rontin at doses greater than 1800 mg/day through the 
sponsorship of four publications and two continuing 
medical education programs that contained fraudu-
lent statements about Neurontin’s efficacy. 

E. Kaiser’s Reliance on Pfizer’s Misrepresenta-
tions 

From 1994 through 2004, Kaiser spent almost $200 
million on Neurontin. (Trial Tr. vol. 5, 91-92.) As 
discussed earlier, Kaiser has a centralized Drug 
Information Service that develops drug monographs 
for the P & T Committees. It independently researches 
and analyzes pharmaceutical products before placing 
them on the drug formulary. Neurontin was initially 
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placed on Kaiser’s regional formularies in 1994 as an 
AED approved by the FDA. In the case of Kaiser’s 
Southern California region, its use was limited to 
neurologists. 

Throughout the time period relevant to this case, 
the Southern California P & T Committee reviewed 
Neurontin’s formulary restrictions three times. Prior 
to each review, DIS prepared an updated drug 
monograph and gave a recommendation as to the 
appropriate prescribing of Neurontin. As Dr. Mirta 
Millares, the chairperson of Kaiser’s DIS, testified, the 
Neurontin monographs were circulated among all the 
Kaiser regions through national teleconferences and 
interregional P & T Committee meetings. (Trial Tr. 
vol. 5, 110.) The P & T Committees and PMG doctors 
relied on DIS’s research. (Trial Tr. vol. 12, 94.) 

In September 1997, the Southern California P & T 
Committee approved a request by the Chiefs of 
Anesthesiology to allow anesthesiologists to prescribe 
Neurontin for the treatment of Reflex Sympathetic 
Dystrophy (RSD), a neuropathic pain syndrome. (Trial 
Tr. vol. 9, 49-51; TX 290.) In approving the request for 
an expansion, both DIS and the P & T Committee relied 
on two letters to the editor published in scientific 
journals that touted successful use of Neurontin in the 
treatment of RSD. (TX 322; Trial Tr. vol. 9, 51-52.) 
Both of these letters to the editor were written by Dr. 
Gary Mellick, a paid Parke-Davis consultant. (See  
TXs 23-25, 27, 322.) Parke-Davis became aware of the 
negative results of the Gorson study by August 23, 
1997. (TX 19.) However, DIS prepared the RSD drug 
monograph in April 1997, prior to the internal release 
of the Gorson results. (TX 322.) At that point, Pfizer 
did not have any scientific evidence to support the use 
of Neurontin for the broad neuropathic indication, but 
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neither did it have any of the negative studies yet. 
There is no evidence that Kaiser’s DIS relied on any 
misrepresentation in the 1997 monograph. 

In June 1999, the Southern California P & T Com-
mittee received a request by the Chiefs of Psychiatry 
to relax the restrictions on Neurontin to allow 
psychiatrists to prescribe Neurontin for the treatment 
of mood disorders, including bipolar disorder. (TX 
311.) The P & T Committee approved the request 
despite a “significant” predicted cost impact because 
Neurontin was an expensive drug in comparison with 
alternative treatments.17 (TX 543; Trial Tr. vol. 9,  
62-63, 69-71.) DIS relied on a “personal communica-
tion” with Parke-Davis when making a recommendation 
to the P & T Committee. (TX 311 at 6.) The letter that 
a Parke-Davis employee sent to Kaiser in response  
to this communication did not disclose the negative 
Pande study, which Parke-Davis had known about 
since at least 1998. (TX 301; Trial Tr. vol. 9, 67-69; 
Trial Tr. vol. 10, 81-83, 84.) Instead, the letter disclosed 
only the Dimond article that interpreted the epilepsy 
studies as proof that Neurontin had a beneficial effect 
on mood. Had the defendants disclosed the 1997 and 
1998 negative studies, that information would have 
been reflected in the monograph and DIS probably 
would not have recommended relaxing the restrictions 
on Neurontin. (Trial Tr. vol. 9, 66-71.) In addition, Dr. 
Dale Daniel, the Chair of the P & T Committee, would 

                                                 
17 Gabapentin was predicted to cost $1,172-$1,900 per patient 

per year as compared to Lithium Carbonate at $22-$44, Carbam-
azepine at $146-$175, and Valproic Acid (Depakote) at $694-
$1,077. Altogether, Kaiser predicted a cost impact of $457,000 to 
$740,000 per year if gabapentin were used as an adjunct therapy 
in 10% of patients taking valproic acid or carbamazepine. (TX 
543.) 
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not have voted to relax the restriction if he had known 
about the negative Pande study. (Trial Tr. vol. 12,  
100-01.) 

In September 1999, the Southern California P & T 
Committee voted to remove the remaining formulary 
restrictions on Neurontin. (TX 327, 291.) At the time 
the restrictions were removed, there were multiple 
lower-cost drug options on the formularies utilized  
by PMG physicians for the treatment of diabetic 
neuropathy; removing restrictions on Neurontin had a 
significant cost impact. (Trial Tr. vol. 9, 72-76; TX 327.) 

In preparing an updated drug monograph and 
recommending the removal of all restrictions in 
August 1999, DIS relied on a communication with a 
Parke-Davis employee. (TX 327 at 9.) This commu-
nication failed to disclose (1) complete information 
about the negative Gorson trial and (2) complete 
information about the potential unblinding of the 
Backonja trial. (Trial Tr. vol. 9, 76-80; Trial Tr. vol. 12, 
101-07.) Although DIS did have access to a letter to  
the editor published in the Journal of Neurology, 
Neurosurgery & Psychiatry about the Gorson trial 
which disclosed the negative results of the trial (see 
TX 1379), Millares thought it was “funky” that a 
DBRCT would only be published as a letter to the 
editor, rather than in a peer-reviewed journal.18 
Accordingly, Dr. Millares stated that DIS gave the 
Gorson letter less weight than the Level I evidence 
presented by the Backonja DBRCT. (TX 544; Trial Tr. 
vol. 9, 79.) Dr. Millares credibly testified that, had DIS 

                                                 
18 While DIS did review the Gorson letter to the editor, it does 

not appear that DIS was aware of the Gorson “abstract” pub-
lished in Neurology that touted the study as having positive 
results. (See TX 1271.) 
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been aware of the undisclosed information about 
Backonja, it would not have recommended that the P 
& T Committee lift the restrictions on Neurontin. 
(Trial Tr. vol. 9, 88.) A different recommendation from 
DIS would have been material to the P & T Commit-
tee in making its decision, and Dr. Dale Daniel, the 
chair of that committee testified that, had he known 
about the withheld information, he would not have 
voted to lift the formulary restrictions. (Trial Tr. vol. 
12, 104.) In fact, he specifically testified that he gave 
the Gorson letter less weight than the Backonja JAMA 
article because it was not a full article and had not 
been peer-reviewed. (Id. at 103-04.) 

Thus, plaintiffs have proved that Kaiser relied on 
Pfizer’s misrepresentations and omissions during the 
development of drug monographs in both June and 
September 1999. 

Kaiser also directly relied on statements by Pfizer 
through its inquiry service. DIS maintains an inquiry 
service that responds to inquiries from PMG physi-
cians. DIS regularly contacts pharmaceutical manu-
facturers when researching inquiries about drugs. 
(Trial Tr. vol. 9, 89-90.) DIS made multiple inquiries 
throughout the relevant period about the proper usage 
of Neurontin. Defendants’ responses failed to disclose 
DBRCTs that demonstrated Neurontin was ineffective 
for particular indications and falsely indicated that 
Neurontin was effective in dosages greater than 1800 
mg/day. (Id. at 91-97; TXs 292, 294, 296, 309.) In par-
ticular, in August 2000 Pfizer faxed DIS a document 
stating that the dose used for one of its studies was 
“3600 mg/day regardless of efficacy achieved at the 
lower dosage.” (TX 296.) In December 2000, Pfizer told 
DIS that “the maximum dose that they have seen is 
for 6,000 mg/day in non-Parke-Davis studies.” (TX 
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294.) Throughout the relevant time period, defendants 
also provided misleading information directly to 
Kaiser healthcare professionals through misleading 
standard response letters that omitted key negative 
studies. (Trial Tr. vol. 9, 97-100; TX 432 at 13.) 

PMG physicians attended CME conferences where 
Neurontin was promoted for off-label uses. Kaiser 
conducted an internal analysis looking at how the 
prescribing decisions of PMG physicians were affected 
by attendance at a CME where Neurontin was 
promoted. This analysis was based on a May 1999 
CME that was attended by a group of PMG physicians. 
The internal analysis, completed in 2003, found that 
new starts of Neurontin increased by 62% soon after 
the 1999 CME. In addition, Kaiser’s internal analysis 
showed a continuing effect, with 100% more new starts 
in early 2003 than in early 1999. (TX 286.) However, 
the evidence introduced at trial does not indicate 
whether these analyses were restricted to new starts 
by those physicians attending the CME in 1999. 

In March 2000 defendants sent a letter to a PMG 
physician named Dr. Barbara Livermore in response 
to a request for information. (TX 432; TX 461-A at  
5; Trial Tr. vol. 9, 98-99.) The letter purportedly 
summarizes the evidence for Neurontin’s use for a 
number of indications, including neuropathic pain and 
migraine. The letter omitted any reference to the 
Gorson and Reckless studies, which were both negative. 
The letter also failed to mention the negative results 
from the three migraine DBRCTs sponsored by Parke-
Davis. (TX 432; Trial Tr. vol. 9, 97-98.) 

The Court found the testimony of Dr. Millares and 
Dr. Daniel to be credible. The publication strategies 
and the other communications between Pfizer and 
Kaiser directly affected decisions about Neurontin’s 
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placement on formulary without restrictions. In addi-
tion, the direct communications to PMG physicians 
caused Kaiser injury because it reimbursed for Neu-
rontin 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 misrepresentations and omissions. 

The Court finds that Kaiser relied on defendants’ 
fraudulent marketing activities during the following 
time periods for each indication: (1) bipolar disorder: 
June 1999 through December 2004; (2) neuropathic 
pain: September 1999 through December 2004;  
(3) migraine: September 1999 through December 2004; 
and (4) doses greater than 1800 mg/day: September 
1999 through December 2004. 

F. Kaiser’s DUAT and DRUG Campaigns 

Pfizer contends that Kaiser did not do enough to 
prevent PMG physicians from prescribing Neurontin 
for off-label indications once it became aware of 
defendants’ fraud. It is true that Kaiser did not remove 
Neurontin from its formulary or impose restrictions. 
Indeed, Pfizer introduced the embarrassing fact  
that favorable information about Neurontin for the 
treatment of neuropathic pain stayed on the Kaiser 
website until the week before trial. Still, Pfizer 
unfairly demeans Kaiser’s efforts to mitigate its 
injury. Kaiser did vigorously pursue an information 
campaign to reduce off-label prescribing once it 
became aware of the off-label marketing campaign by 
Pfizer. 

By September 1999, Kaiser’s formularies did not 
include any restrictions on Neurontin, and prescribing 
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increased dramatically. Dr. Ambrose Carrejo, the 
pharmaceutical contracting leader for Kaiser, testified 
that “[t]he genie was out of the bottle. It just took off. 
It was quarter over quarter utilization growing in 10 
percent, quarter over quarter, there was a dramatic 
increase.” (Trial Tr. vol. 5, 110-11.) This dramatic 
increase in utilization raised red flags for some Kaiser 
regions and led them to examine their members’ use of 
Neurontin. (Id. at 111-13.) As a result, the Northern 
California region did two things. First, by the spring 
of 2002 it made Neurontin a nondetailable product, 
meaning that Pfizer drug representatives were not 
permitted to visit or contact PMG physicians with 
respect to Neurontin. Second, Northern California’s 
Drug Utilization Group (“DRUG”) began a campaign 
to promote appropriate use of the drug. (Id. 113-15; TX 
273 at 5; Trial Tr. vol. 8, 102-05.) Other regions joined 
the effort. (Trial Tr. vol. 5, 113-15; TX 273 at 5; Trial 
Tr. vol. 8, 102-05.) 

In late 2002, Kaiser learned about the whistleblower 
suit brought by Dr. David Franklin, a former medical 
liaison of Parke-Davis. Kaiser learned that “exagger-
ated or false claims about the safety and efficacy” of 
Neurontin had been made by its manufacturers. At 
that point, Kaiser escalated its efforts to promote 
appropriate prescribing of the drug. (Trial Tr. vol. 5, 
115-17; TX 319; Trial Tr. vol. 8, 107-09; TX 355; TX 
344.) Those efforts focused on neuropathic pain, bipo-
lar disorder, migraine, and nociceptive pain. (Trial Tr. 
vol. 5, 120-23; TX 352-353.) The Neurontin materials 
produced by DRUG and its Southern California coun-
terpart, the Drug Utilization Action Team (“DUAT”), 
were shared with all Kaiser regions. (Trial Tr. vol. 8, 
103-04, 111-12, 130-32.) 
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Kaiser’s efforts to promote appropriate Neurontin 
prescribing involved a “significant number of [PMG] 
physicians and pharmacists [and] dedicated a lot  
of resource[s] to coming up with the appropriate 
alternatives” to Neurontin. (Trial Tr. vol. 5, 128.) The 
efforts of the DRUG and DUAT teams, along with 
teams from other regions, were successful, resulting in 
a 33-34% decrease in new starts of Neurontin and a 
similar decrease across all specialties. Meanwhile, 
Neurontin use continued to increase nationally. On 
January 8, 2004, DRUG reported a 50% decrease in 
new starts of Neurontin in Kaiser’s Northern California 
region. By June 2004, a 34% decrease in Neurontin 
utilization was experienced in Kaiser’s Southern 
California region. (Trial Tr. vol. 5, 124-26; Trial Tr. 
vol. 8, 114-15; TX 340 at 2, 6; TX 272 at 3.) 

Kaiser employees testified that the company learned 
about the scope of defendants’ fraud through (i) the 
discovery and resulting expert reports produced in  
this litigation and (ii) the publication of Dr. Kay 
Dickersin’s article in the New England Journal of 
Medicine in November 2009. (Trial Tr. vol. 5, 136-37; 
Trial Tr. vol. 7, 60-62, 111, 113; Trial Tr. vol. 8, 1618, 
141; Trial Tr. vol. 9, 126; Trial Tr. vol. 13, 55-56.) The 
recent publication of the Dickersin article reinvigorated 
Kaiser’s efforts to educate PMG physicians and Kaiser 
members about appropriate pre-scribing of Neurontin. 
(Trial Tr. vol. 8, 123-24, 143-44; Trial Tr. vol. 10,  
95-96; Trial Tr. vol. 12, 131.) 

G. Injury/Damages 

Although Kaiser has introduced persuasive evidence 
of its direct reliance on Pfizer’s misrepresentations 
and omissions and of its injury, plaintiffs had a 
difficult challenge in quantifying the number of 
prescriptions that were actually caused by defendants’ 
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misconduct because the prescribing decisions of 
physicians are influenced by a wide range of factors, 
including their own clinical experience and the clinical 
experience of their colleagues. (Trial Tr. vol. 8, 27; 
Trial Tr. vol. 17, 34-35, 45-47, Mar. 16, 2010.) Of 
significance, no individual physician testified in this 
case (or in the MDL litigation as a whole) that he or 
she prescribed Neurontin as a result of fraudulent off-
label promotion. The analysis is further complicated 
by the fact that during the relevant time period Kaiser 
did not track Neurontin prescription data by medical 
indication. (Trial Tr. vol. 8, 99-100.) 

To meet its burden of proving causation, plaintiffs 
offered the testimony of Professor Meredith Rosenthal, 
who gave an expert opinion quantifying the impact of 
defendants’ conduct in promoting Neurontin on units 
of Neurontin paid for by Kaiser. Dr. Rosenthal holds a 
Ph.D. in health economics from Harvard University 
and is currently on the faculty at the Harvard School 
of Public Health. (Trial Tr. vol. 10, 104-05.) She  
has previously testified before Congress and in state 
legislatures on matters concerning health insurance 
and health care payment, in addition to publishing in 
such journals as the New England Journal of Medicine 
and JAMA. (Id.) She has also been qualified as an 
expert in federal litigation. (Id. at 106.) See also In re 
Pharm. Indus. Average Wholesale Price Litig., 491 F. 
Supp. 2d 20, 36-37 (D. Mass. 2007). I find that she is a 
qualified expert. 

The easy part of the analysis was linking national 
data on Pfizer’s promotional spending with sales. Dr. 
Rosenthal explained that “the standard practice in 
these types of analyses is to use aggregate data and 
statistical approaches to link patterns in promotional 
spending to patterns in prescribing for the drug.” 
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(Trial Tr. vol. 11, 16, Mar. 8, 2010.) This method of 
analysis “looks at patterns of actual behavior, aggre-
gate patterns of promotion, and makes the connection 
between the two, both to assess whether there was 
exposure and its impact.” (Id. at 17.) Using these 
methods, she “estimate[d] and calculate[d] a time 
series model that . . . quantif[ied] the specific contribu-
tion of promotion to sales.”19 In addition, she gave an 
opinion quantifying “the share of prescriptions [for 
each indication] that were caused by the alleged 
fraud.” (Trial Tr. vol. 10, 144-45; TX 405-K.) 

To perform her analysis, Dr. Rosenthal used “gold 
standard” national data on Neurontin and other anti-
epileptic drugs from IMS Health and Verispan. (Trial 
Tr. vol. 10, 115, 117, 118-21.) She then calculated 
percentages of affected prescriptions applicable to 
Kaiser, based on the reasonable assumption that 
Kaiser’s patient population and physician distribution 
are similar to the national mix.20 (Id. at 25, 50-51.) 

                                                 
19 The data on promotional spending used by Dr. Rosenthal 

included spending on detailing of doctors, advertisements in pro-
fessional journals, and the retail value of samples. (Trial Tr. vol. 
10, 133-35.) The evidence was unclear as to whether or not the 
category of promotional spending on advertisements in profes-
sional journals encompassed money spent by defendants on sup-
plements to professional journals. 

20 Defendants challenge the reliability of Dr. Rosenthal’s calcu-
lations of percentages of total Neurontin prescriptions filled for 
each off-label indication. They point in particular to a 2003 chart 
review of 20,429 Neurontin prescriptions paid for by Kaiser which 
found that prescriptions for bipolar disorder comprised 4% of 
total Neurontin prescriptions, as opposed to the 16% found by  
Dr. Rosenthal. (Compare TX 692 with TX 408-F.) Dr. Ambrose 
Carrejo, who conducted the chart review, testified credibly that 
the chart review was inaccurate because Kaiser didn’t have the 
ability to “hard code a prescription to a diagnosis.” (Trial Tr. vol. 
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Defendants criticize Professor Rosenthal’s analysis 
because it assumes that the promotional spending on 
off-label marketing was the same as the promotional 
spending on fraudulent off-label marketing.21 This 
leap is less obvious because, in some circumstances, 
off-label marketing can be truthful. However, based 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 available to all 
physicians, including PMG physicians, and to Kaiser’s 
DIS. I find that Pfizer designed the national strategy 
of off-label marketing (by promotional spending on 
detailing doctors and sponsorship of CME conferences) 
to implement its fraudulent publication strategy. 

Based on the regression analyses, Dr. Rosenthal 
concluded that the following numbers represented the 
percentage of Neurontin prescriptions that were 
caused by Pfizer’s fraudulent marketing of Neurontin: 
(1) bipolar: 99.4%; (2) neuropathic pain: 70%; (3) mi-
graine: 27.9%; (4) doses over 1800 mg/day: 37.5%. (TX 
405-K.) 

In order to convert Dr. Rosenthal’s percentages  
into dollar amounts useful for the Court’s damages 
analysis, plaintiffs offered the testimony of Dr. 
Raymond Hartman, who holds a Ph.D. in economics 
from the Massachusetts Institute of Technology and 
                                                 
8, 58-59.) The Court finds that it was reasonable for Dr. 
Rosenthal to apply the national percentages to Kaiser. Indeed, 
the 16% bipolar estimate used by Dr. Rosenthal is quite close to 
Pfizer’s own estimate in 2000 (14.7%) of the percentage of Neu-
rontin prescriptions written to treat bipolar disorder. (TX 143  
at 14.) 

21 Professor Rosenthal did not attempt to measure the impact 
of the alleged publication strategy. 
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currently is the “president and director of an economic 
consulting firm that does statistical and econometric 
research.” (Trial Tr. vol. 11, 131-32.) 

To determine the price paid for Neurontin, Dr. 
Hartman used the total dollar amount that Kaiser 
spent on Neurontin, combined with the total number 
of prescriptions, to calculate a price for an average 
prescription of Neurontin. (Id. at 146.) He then multi-
plied the quantity of allegedly affected prescriptions 
paid for by Kaiser (by quarter) by the average 
weighted price per prescription (by quarter) to deter-
mine Kaiser’s damages. (Id.) 

Dr. Hartman’s results, excluding interest, totaled 
$69,384,202. That number includes $22,662,575 for 
bipolar; $41,813,611 for neuropathic pain; $1,312,098 
for migraine; and $3,599,348 for doses greater than 
1800 mg/day. (TX 408-F.) These numbers only repre-
sent the time periods during which the Court finds 
that defendants engaged in fraudulent conduct upon 
which plaintiffs relied. See supra p. 72. 

However, because PMG physicians would have 
almost certainly prescribed alternative medication to 
their patients had they not prescribed Neurontin, Dr. 
Hartman also calculated plaintiffs’ damages as the 
difference between the cost of Neurontin and the cost 
of the cheaper and more optimal drug that would have 
been prescribed. To do this, Dr. Hartman relied on 
information provided by Dr. Mirta Millares, a doctor 
of pharmacy and the chairperson of Kaiser’s DIS.  
This information included a list drugs that, based on 
efficacy, safety and cost, were more appropriate for 
each off-label indication than Neurontin. (TX 365; 
Trial Tr. vol. 9, 89.) To develop this list of medications, 
Dr. Millares “looked at what agents were FDA 
approved for those indications and what agents 
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[Kaiser] had on formulary.” (Trial Tr. vol. 9, 89.) She 
consulted with colleagues at Kaiser and other people 
involved in formulary management to develop the list. 
(Id.) Dr. Millares was a reliable source of information 
about alternative medications. 

Using the average cost of these alternative medica-
tions for each indication, Dr. Hartman calculated that 
Kaiser’s damages (not including the cost of alternative 
treatment) totaled $62,457,082. This includes the 
following amounts for each indication: (1) bipolar dis-
order: $17,822,647; (2) neuropathic pain: $39,774,623; 
(3) migraine: $1,260,464; (4) doses greater than 1800 
mg/day: $3,599,348. 

H. Neurontin’s Efficacy for Off-Label Conditions 

One of defendants’ primary theories of defense  
is that Pfizer made no material misrepresentations 
because Neurontin is actually effective for the off-label 
indications at issue in this case: bipolar disorder, neu-
ropathic pain, migraine, and doses over 1800 mg/day. 
The Court finds that there is no reliable scientific 
evidence that Neurontin is effective for bipolar disor-
der, migraine, or at high doses. With respect to some 
kinds of neuropathic pain, there is some scientific evi-
dence of efficacy. However, as the FDA found, there is 
no reliable scientific evidence to support a broad indi-
cation of neuropathic pain. Defendants do not contend 
that Neurontin is effective for nociceptive pain. 

In determining whether a drug is effective in treat-
ing a particular indication, the FDA and physicians 
first look to the results of DBRCTs. (Trial Tr. vol. 1, 
175-76; Trial Tr. vol. 2, 24, 26-27; Trial Tr. vol. 4, 127.) 
These types of trials are considered to be the “gold 
standard” in the medical and scientific communities. 
(Trial Tr. vol. 1, 175-76.) Other types of trials (open or 
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unblinded trials, or trials not controlled by placebo), in 
addition to anecdotal evidence (case reports, case 
series, or clinical experience), can be useful to physi-
cians in making prescribing decisions, but are not suf-
ficient to determine efficacy to a reasonable degree of 
scientific certainty. (Id. at 167-68; Trial Tr. vol. 2,  
25-27; Trial Tr. vol. 13, 79.) The Court has written 
previously on this point: 

DBRCTs are the “gold standard” of scientific 
evidence. See David H. Kaye & David A. Freedman, 
Reference Guide on Statistics, in Federal Judicial 
Center, Reference Manual on Scientific Evidence 
91-92, 338 (2d ed.2000) (stating that “controlled 
experiments are ideal for ascertaining causation” 
and “inferences based on well-executed random-
ized experiments are more secure than inferences 
based on observational studies”). Experts must 
accord appropriate weights to different levels of 
evidence, i.e. a randomized, controlled trial, as  
the “gold standard” of evidence, must be accorded 
greater weight than observational, non-controlled 
studies or case reports. See id. at 93 (“Inferences 
based on well-executed randomized experiments 
are more secure than inferences based on 
observational studies.”); see also Norris v. Baxter 
Healthcare Corp., 397 F.3d 878, 882 (10th Cir.2005) 
(“While the presence of epidemiology [as opposed 
to anecdotal evidence] does not necessarily end 
the inquiry, where epidemiology is available, it 
cannot be ignored.”); In re Bextra & Celebrex 
Mktg. Sales Practices & Prods. Liab. Litig., 524 F. 
Supp. 2d 1166, 1175-76, 1179 (N.D. Cal. 2007) 
(holding that experts may not “cherry-pick[ ]” 
observational studies to support a conclusion that 
is contradicted by randomized controlled trials, 
meta-analyses of such trials, and meta-analyses of 
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observational studies and excluding an expert 
who “ignores the vast majority of the evidence  
in favor of the few studies that support her 
conclusion”); Casey v. Ohio Med. Prods., 877 F. 
Supp. 1380, 1385 (N.D. Cal. 1995) (holding that, 
while case reports may provide anecdotal support, 
they are no substitute for controlled studies or 
trials). 

In re Neurontin Mktg. & Sales Practices Litig., No. 04-
cv-10981 (Docket No. 2488), 2010 WL 559108, at  
*1 (D. Mass. Feb. 12, 2010). The FDA requires two 
DBRCTs to prove the efficacy of a drug because it is 
important to be able to duplicate positive results. 
(Trial Tr. vol. 2, 30.) The Court finds this is a reliable 
standard followed by the scientific community. (Id. at 
169 (explaining that the FDA’s standards have been 
adopted and are “well understood” by the industry).) 

Pfizer has taken the position that plaintiffs must 
prove that the drug is not effective for the treatment 
of any patient. That is not the standard adopted by the 
FDA or the standard generally accepted by the scien-
tific community. Accordingly, I reject the proposed 
standard under Daubert. See Daubert v. Merrell Dow 
Pharms., 509 U.S. 579, 113 S. Ct. 2786, 125 L. Ed. 2d 
469 (1993). 

1. Bipolar Disorder 

Bipolar disorder is a “cyclical mood disorder.” A 
person with bipolar disorder vacillates between an 
upper manic phase and a depressive phase. (Trial Tr. 
vol. 4, 122-23.) While bipolar disorder cannot be cured, 
there are approximately ten FDA-approved medications 
to treat bipolar disorder, including Lithium, Depakote, 
Lamotrigine and Tegretol. (Id. at 124.) Neurontin was 
not approved by the FDA for bipolar disorder, but was 
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marketed by Pfizer for that off-label indication 
beginning in at least April 1996. 

The available DBRCTs that studied the efficacy of 
Neurontin in the treatment of bipolar disorder are 
described below. 

(i) Pande Trial 

The Pande trial was conducted by lead investigator 
Atul Pande, who was an employee of Parke-Davis at 
the time of study. (Trial Tr. vol. 4, 128; TX 383 at 1.) 
This trial was conducted from March 1996 through 
July 1997, and a research report was presented to 
Pfizer on March 26, 1999.22 (TX 383 at 1.) The Pande 
trial sought to determine whether Neurontin was 
effective in the treatment of bipolar disorder as 
compared to a placebo. The 117 study participants 
were simultaneously being treated with Lithium or 
Depakote, or a combination of the two. (Trial Tr. vol. 
4, 128; TX 383 at 4.) 

The Pande trial measured patient outcomes on two 
rating scales: the Young mania rating scale (YMRS) 
and the Hamilton depression rating scale (Ham-D). 
(Trial Tr. vol. 4, 129.) The results of the trial showed 
that the placebo outperformed Neurontin on the 
YMRS, or mania, scale, and showed no statistically 
significant difference between Neurontin and placebo 
on the Ham-D, or depression, scale. (Id. at 129; TX 383 
at 9.) 

The Pande trial was published in the journal Bipolar 
Disorders in 2000, and concluded that the study  
“did not demonstrate that gabapentin is an effective 
                                                 

22 The study was completed in July 1997, and Dr. Pande wrote 
a letter to the study’s investigators detailing the study results on 
July 28, 1998. (Trial Tr. vol. 4, 130-31; TX 383 at 1, 8.) 
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adjunctive treatment when administered to outpa-
tients with bipolar disorder.” (TX 1393 at 259.) 

(ii) Frye Trial 

The Frye trial was an independent crossover study 
conducted between 1997 and 1999 that compared 
Neurontin to the drug Lamotrigine and placebo in the 
treatment of refractory, or difficult to treat, bipolar 
disorder using the Clinical Global Improvement (CGI) 
scale. (Trial Tr. vol. 4, 132-33; TX 1477.) The Frye trial 
found that Lamotrigine outperformed both Neurontin 
and placebo, and that there was no statistically 
significant difference between Neurontin and placebo. 
(TX 1477 at 610-11.) 

 Interim results were presented, in part, at meetings 
of the American Psychiatric Association in 1997 and 
1998. (Id. at 607.) The Frye trial was published in the 
Journal of Clinical Psychopharmacology in 2000. 

(iii)  Guille Trial 

The Guille trial was also a DBRCT that compared 
Neurontin to placebo in treating refractory bipolar 
disorder. (TX 211 at 63.) Using the YMRS and Ham-D 
scales to measure outcomes, the trial investigators 
found no significant difference between Neurontin and 
placebo for treatment of either mania or depression. 
(Id.) 

The Guille trial was presented at the 1999 annual 
meeting of the American Psychiatric Association. (Id.; 
TX 1335.) 

(iv) Vieta Trial 

The Vieta trial, a DBRCT comparing Neurontin to 
placebo, was funded by the defendants and was com-
pleted in February 2004. (TX 398.) Like the Pande 
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trial, the Vieta trial involved patients who were also 
being treated with Lithium, Tegretol, or a combination 
of the two. (Trial Tr. vol. 4, 137.) The Vieta trial 
showed no difference between Neurontin and placebo 
in the “intention-to-treat” (ITT) population, meaning 
the entire population of study participants who were 
included in the trial. (Id. at 138-40; TX 398 at 4.) How-
ever, the study investigators did find a statistically 
significant difference between Neurontin and placebo 
in the “per protocol” (PP) subpopulation, or those 
patients who were healthier and more compliant than 
others in the group. (Trial Tr. vol. 4, 138-40.) 

The Vieta trial was published in the Journal of 
Clinical Psychiatry in March 2006. The published 
article falsely stated that the trial showed efficacy  
in the treatment of bipolar disorder using the ITT 
population. (TX 1865 at 473-74.) However, the article 
included data and analysis only for those 25 patients 
in the PP subpopulation. (Trial Tr. vol. 4, 142-44.) 

As Dr. Dickersin explained, the reason that it is 
important to use the ITT population in a DBRCT is 
that 

as soon as you take people out because let’s say 
they didn’t finish the study, you have a non-
randomized study. You’re back to the place where 
you could assign patients to this treatment or 
that. And so our rule in analyzing a randomized 
trial is, the first analysis includes everybody in 
the group to which they were originally assigned, 
and then your second analysis can include people 
who finish the study or who complied. And what 
this study did is, they did not do that intention-to-
treat analysis; and, as a matter of fact, they chose 
a very different group for analysis than was 
originally assigned to each group. 
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(Id. at 54-55.) In the case of the Vieta study, the 
published results did not disclose that the study pop-
ulation used for analysis was not the ITT population, 
but rather the PP population. (Id. at 55.) 

(v) Mokhber Trial 

The Mokhber trial compared Neurontin to Lamo-
trigine and Tegretol in the treatment of dysphoric 
mania, which is a state of bipolar disorder in which  
a patient presents both manic and depressive 
symptoms. (TX 2004 at 227.) The Mokhber trial 
showed improvements in both mania and depressive 
symptoms by those patients taking gabapentin, but 
there was no placebo group used to control the study. 
(Id. at 227; Trial Tr. vol. 18, 112-16.) This trial was 
published in Neuropsychiatric Disease and Treatment 
in 2008. (TX 2004 at 227.) The Mokhber study used an 
active comparator, as opposed to a placebo control, 
which can be acceptable in some DBRCTs. (See Trial 
Tr. vol. 3, 19, Feb. 24, 2010.) However, in the Mokhber 
trial, the authors cautioned that “in the absence of a 
parallel placebo control group we cannot conclude that 
this effectiveness [shown in the study] is equivalent to 
efficacy.” (TX 2004 at 231.) The authors also stated 
that limitations of the Mokhber trial included “lack of 
a control group” and the fact that the authors could not 
“monitor the blood levels of the drugs due to local 
hospital limitations.” (Id. at 232-33.) In trials using 
carbamazepine (Tegretol) and lamotrigine, which 
were the active comparators in the Mokhber trial, it is 
essential to monitor blood levels. (See Trial Tr. vol. 17, 
56, Mar. 16, 2010; Trial Tr. vol. 18, 147.) Because blood 
levels could not be monitored here, the comparison of 
gabapentin’s effectiveness with that of carbamazepine 
and lamotrigine is called into question. 
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In support of their claim that Neurontin is not 
effective for the treatment of bipolar disorder, plaintiffs 
introduced the expert testimony of Dr. Jeffrey Barkin, 
a board certified psychiatrist who is in private practice 
in Maine and is the chairperson of the Maine’s Drug 
Utilization Review Board. (Trial Tr. vol. 4, 119-20, 
122.) Dr. Barkin reviewed all of the available DBRCTs 
studying the use of Neurontin for the treatment of 
bipolar disorder and concluded that “reasonable 
physicians would not prescribe Neurontin for bipolar 
disorder.” (Trial Tr. vol. 5, 34.) The DBRCTs in evidence, 
described supra, demonstrate that there is no 
generally accepted scientific evidence that Neurontin 
is effective for the treatment of bipolar disorder. There 
is some evidence, however, that Neurontin is effective 
for the treatment of social phobia. People with social 
phobia are very afraid of social situations. (See TX 
1324 (Atul Pande, “Treatment of Social Phobia with 
Gabapentin: A Placebo-Controlled Study,” Journal of 
Clinical Psychopharmacology).) Social phobia “is a 
potentially disabling condition where patients may not 
be able to interact [with others].” (Trial Tr. vol. 5, 28.) 
It is distinct from bipolar disorder, but may in some 
patients be comorbid with bipolar disorder. (Id. at 29.) 

Defendants offered the expert testimony of Dr. 
Andrew Slaby, a board-certified psychiatrist who also 
holds a Ph.D. in epidemiology from Yale University. 
He has published more than 100 articles on issues 
related to psychiatry and has an active clinical prac-
tice. (Trial Tr. vol. 18, 89-90.) Dr. Slaby testified that 
he believes “Neurontin is an effective add-on, adjunc-
tive treatment, and in some instances a primary treat-
ment for . . . various forms of bipolar illness.” (Id. at 
90.) Dr. Slaby conceded that the Frye and Pande 
studies that looked at the use of Neurontin to treat 
bipolar disorder produced negative results. However, 
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he discounted their value because these studies 
involved “refractory” bipolar patients, or “patients who 
were least likely to respond to any drug.” (Id. at 99.) 
In addition, he relied heavily on two separate studies 
conducted by Dr. Pande, one in panic disorder and one 
in social phobia, both of which were positive. He also 
relied on the 2006 Vieta study, and claimed that it had 
positive results based on a measure that was not the 
primary outcome identified before the trial was con-
ducted. (Id. at 99-104, 107.) Dr. Slaby did not appear 
to consider the negative Guille trial. 

Dr. Slaby’s conclusion that Neurontin is effective for 
the treatment of bipolar disorder seems to be based 
primarily on four pieces of evidence: (1) the Pande 
study on social phobia; (2) the Pande study on panic 
disorder; (3) a secondary outcome in the Vieta study; 
and (4) his clinical experience. The Court does not find 
his opinion persuasive because he gave such great 
weight to two studies that do not purport to draw 
conclusions about Neurontin’s efficacy in treating 
patients with bipolar disorder, while simultaneously 
dismissing the relevance of two studies that directly 
dealt with bipolar disorder. In addition, the omission 
of the negative Guille study leads the Court to believe 
that Dr. Slaby’s opinion was not based on a compre-
hensive review of all available evidence. Moreover, 
reliance on positive results from a secondary measure 
in the Vieta study is misplaced. As Dr. Dickersin 
testified at trial, “selective outcome reporting” or 
reliance on outcomes other than the primary outcome 
is not considered to be good science because it 
increases the likelihood that the results are not 
accurate if they are chosen after the study has been 
completed. (Trial Tr. vol. 4, 33-34; see also TX 2091 
(“Once the data are known, the addition or subtraction 
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of primary outcomes can lead to the presentation of 
chance findings as evidence of a drug’s effectiveness.”).) 

Accordingly, the Court does not accept Dr. Slaby’s 
opinion on efficacy. After a review of five DBRCTs and 
Dr. Barkin’s testimony, the Court finds that there is 
no scientifically acceptable evidence that Neurontin is 
effective in the treatment of bipolar disorder. 

2. Neuropathic Pain 

Neuropathic pain is pain caused by damage to the 
nerves. (Trial Tr. vol. 6, 143-44.) A common example 
of neuropathic pain is diabetic neuropathy, whereby 
“many people who have had [diabetes] for years get 
damaged nerves, particularly in their feet.” This nerve 
damage can cause patients to lose sensation, have 
numbness, and experience a burning sensation. (Id.) 
There are many types of neuropathic pain, including 
postherpetic neuralgia, diabetic peripheral neuropa-
thy, and cancer pain. While there are certain drugs 
approved by the FDA for the treatment of particular 
neuropathic pain categories, there is no drug that is 
FDA approved for the treatment of all neuropathic 
pain categories. (Trial Tr. vol. 17, 26.) 

I briefly describe the DBRCT evidence presented at 
trial related to various neuropathic pain indications. 

(i) Gorson Trial 

In August 1997, Dr. Kenneth Gorson completed a 
DBRCT studying Neurontin in the treatment of 
painful diabetic neuropathy. (TX 19 at 1.) This trial 
was funded by Pfizer. (See id. at 2; TX 7 at 7.) Dr. 
Gorson concluded that “[g]abapentin, at a dose of 900 
mg/day, is probably no more effective than placebo in 
the treatment of painful diabetic neuropathy.” (TX 19 
at 3.) 



178a 

 

The Gorson trial was never published as a full article 
in a peer-reviewed journal. 

(ii) Backonja Trial 

The Backonja trial, which sought to determine 
whether Neurontin was effective for the treatment of 
painful diabetic neuropathy, was a Pfizer DBRCT 
completed in 1997. (Trial Tr. vol. 3, 21.) This study  
was designed to use forced titration, or gradually 
increasing doses, of Neurontin up to 3,600 mg/day, 
regardless of whether the patient was experiencing 
symptomatic relief at a lower dose. (Id. at 22.) 

The Backonja trial showed that Neurontin was 
effective in treating painful diabetic neuropathy. (Id.) 
However, there was potential “unblinding” in the 
DBRCT among patients who experienced central 
nervous system side effects such as sleepiness and 
dizziness and likely concluded that they were receiving 
gabapentin as opposed to the placebo. (Id. at 22-23.) 
When those patients who experienced side effects, and 
therefore were potentially unblinded, were removed 
from the study results, there was no statistical 
significance found between Neurontin and the placebo. 
(Id. at 24-25 (testimony of Dr. John Abramson); Trial 
Tr. vol. 6, 117 (testimony of Dr. Nicholas Jewell); TX 
416B.) 

The Backonja trial was published in JAMA in 
December 1998 and concluded that the potential 
unblinding did not affect the statistical significance of 
the study’s results. (TX 1250 at 1831, 1835.) To reach 
this conclusion, the study’s investigators removed 
from the data all of the “sleepy” participants who were 
potentially unblinded and found that the outcomes 
remained the same. They then separately removed  
the data from all of the “dizzy” participants who were 
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potentially unblinded and found that the outcomes 
were not affected. (Id.; Trial Tr. vol. 6, 106-07 
(testimony of Dr. Jewell).) They did not remove both 
cohorts (sleepy and dizzy patients) to determine 
whether outcomes were different. 

Plaintiffs offered the expert testimony of Dr. 
Nicholas Jewell, a biostatistician who holds a Ph.D  
in mathematics. He is currently a professor of 
biostatistics at the School of Health and in the 
statistics department at the University of California 
at Berkeley, where he previously served as the vice 
provost. (Trial Tr. vol. 6, 96-97.) Dr. Jewell is the 
author of a book titled Statistics for Epidemiology  
and has received the Snedecor Award for lifetime 
achievement in biostatistics. (Id.) Dr. Jewell analyzed 
the data from the Backonja trial to determine the 
results of the study once all of those patients who were 
potentially unblinded were removed from the data 
pool. (Trial Tr. vol. 6, 103-04.) He found that when he 
removed both the patients experiencing dizziness and 
the patients experiencing sleepiness from the study 
results, the difference between the change in pain 
scores for the Neurontin and placebo groups at the end 
of the study was 0.15 on an 11-point pain scale, as 
opposed to a difference of 1.2 points as reported in the 
Backonja JAMA article. (TX 416B; Trial Tr. vol. 6, 
118.) A difference of 0.15 on an 11-point pain scale is 
not statistically significant or clinically important. 
(Trial Tr. vol. 6, 118.) 

(iii)  Reckless Trial 

The Reckless trial was a Pfizer DBRCT conducted 
from 1998 to 1999 that also studied the use of 
Neurontin in treating painful diabetic neuropathy. 
(Trial Tr. vol. 3, 28-29.) The study design involved a 
total of 248 patients, divided into three groups of 
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patients, each of which received a different dose of 
Neurontin (600, 1200, and 2400 mg/day) and an 
additional placebo group. (Id. at 29.) The Reckless trial 
found that “none of the gabapentin treatment groups 
was shown to be effective for the treatment of painful 
diabetic neuropathy.” (TX 382 at 12.) These findings 
were presented to Pfizer in February 2000. (Trial Tr. 
vol. 3, 30.) 

The Reckless trial was never published. (Id. at 33-34.) 

(iv) POPP Trial 

The POPP trial was a Pfizer DBRCT studying 
Neurontin in the treatment of postsurgical or trau-
matic nerve injury pain. (Trial Tr. vol. 3, 35.) The 
POPP study was completed in November 2001 and the 
authors released their research report in 2003. (Id.) 

The primary outcome defined by the POPP study 
was a decrease in patients’ Mean Pain Intensity Score. 
The results of the study showed that Neurontin  
did not statistically significantly reduce the Mean 
Pain Intensity Score compared with placebo. (TX 192 
at 5.) Nonetheless, the study’s authors concluded that 
“gabapentin may be of benefit for patients with 
neuropathic pain,” largely because there was statisti-
cal significance in several secondary outcomes such as 
the Mean Sleep Interference Score. (Id.) 

The POPP study was not published until 2008, 
seven years after completion. (Trial Tr. vol. 3, 35-36.) 

(v) Tamez-Pérez Trial 

The Tamez-Pérez trial was published in Spanish in 
1998 (TX 1275), and Dr. Bird testified that it was a 
positive DBRCT of Neurontin for the treatment of 
DPN. (Trial Tr. vol. 18, 25-26.) However, a full copy of 
the study was not introduced into evidence. 
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(vi)  Morello Trial 

The Morello trial was a “comparator” study of Neu-
rontin and a tricyclic antidepressant, amitriptyline 
hydrochloride, in the treatment of diabetic peripheral 
neuropathy. (TX 1332; Trial Tr. vol. 18, 26.) The study, 
published in Archives of Internal Medicine in 1999, 
found that “although both drugs provide pain relief, 
mean pain score and global pain score data indicate  
no significant difference between gabapentin and 
amitriptyline. Gabapentin may be an alternative for 
treating diabetic peripheral neuropathy pain, yet does 
not appear to offer considerable advantage over 
amitriptyline and is more expensive.” (TX 1332 at 1931.) 

(vii)  Serpell Trial 

The Serpell trial, sponsored by Pfizer, was “a  
study of people with many different kinds of painful 
neuropathy” that “tested the efficacy of Neurontin 
against placebo in people who were symptomatically 
suffering from neuropathic pain rather than having a 
specific diagnosis.” (Trial Tr. vol. 3, 36; TX 1552 at 
557.) This DBRCT was completed in 2002. (Trial Tr. 
vol. 3, 37.) 

When the study’s authors published the Serpell trial 
in 2002, they concluded that the “study show[ed] that 
gabapentin reduces pain and improves some quality-
of-life measures in patients with a wide range of 
neuropathic pain syndromes.” (TX 1552 at 557.) In 
fact, the study’s authors stated that they “found . . . 
that there were no differences in treatment effect 
among the various pain syndromes studied, with all 
types of pain showing responsiveness to gabapentin.” 
(Id. at 564.) The raw data from the Serpell trial, 
however, did not support the published article’s 
conclusions. In fact, improvement among patients 
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suffering from PHN, an indication for which Neurontin 
received FDA approval, accounted for the vast 
majority of the improvement that was seen in the 
Serpell study. (Trial Tr. vol. 3, 37-38.) 

(viii) Bone Trial 

The Bone trial, published in Regional Anesthesia 
and Pain Medicine in 2002, was a DBRCT of Neurontin 
for the treatment of postamputation phantom limb 
pain, which is a type of neuropathic pain. (TX 1546.) 
The trial found that, “[a]fter 6 weeks, gabapentin 
monotherapy was better than placebo in relieving 
postamputation phantom limb pain.” (Id. at 481.) 

(ix) Tai Trial 

The Tai trial, published in the Journal of Spinal 
Cord Medicine in 2002, was a DBRCT looking at the 
use of Neurontin to treat neuropathic pain after spinal 
cord injury. (TX 1553 at 100.) This study was positive. 
(Id.; Trial Tr. vol. 18, 35.) 

(x) Levendoglu Trial 

The Levendoglu trial, published in the journal Spine 
in 2004, was a DBRCT that found that Neurontin was 
effective in the treatment of neuropathic pain after 
spinal cord injury. (TX 1683 at 743.) 

(xi) Van de Vusse Trial 

The Van de Vusse trial, published in the journal 
BMC Neurology in 2004, looked at the use of Neu-
rontin in the treatment of Complex Regional Pain 
Syndrome type I, which is a type of neuropathic pain. 
(TX 1727 at 1.) This DBRCT found that “[g]abapentin 
had a mild effect on pain in CRPS I. It significantly 
reduced the sensory deficit in the affected limb. A sub-
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population of CRPS patients may benefit from 
gabapentin.” (Id.) 

(xii)  Parsons Trial 

The Parsons Trial, sponsored by Pfizer, was a 
DBRCT studying the use of Neurontin for the treat-
ment of DPN. This trial was never published, but the 
research report was sent to Pfizer in 2005. (TX 2069.) 
The primary measure of efficacy, as defined by inves-
tigators prior to the study, was the change in median 
weekly pain score. Patients in both the Neurontin  
and placebo groups experienced improvement in pain 
scores over the course of the study. However, the dif-
ference between the change in the Neurontin group 
and the change in the placebo group was only 0.765 on 
an 11-point scale, which is not clinically important. 
(TX 2069 at 45; Trial Tr. vol. 18, 68-69.) 

Defendants’ expert, Dr. Shawn Bird, testified that 
the Parsons trial “was positive on the primary end 
points and also very positive” on the secondary  
outcomes. (Trial Tr. vol. 18, 31.) However, on cross-
examination, he agreed that the primary outcome 
showed a difference of less than one point on an 11-
point pain scale between the Neurontin group and the 
placebo group. 

Plaintiffs claim that Neurontin is ineffective for the 
treatment of neuropathic pain, other than postherpetic 
neuralgia.23 They presented the testimony of Dr. 
Thomas Perry, a general internist who practices and 
                                                 

23 As stated earlier, Neurontin is approved by the FDA for the 
treatment of post-herpetic neuralgia, or pain caused by shingles. 
(TX 195 at 1.) Plaintiffs’ claims in this case only involve the  
use of Neurontin for the treatment of neuropathic pain other  
than post-herpetic neuralgia. Accordingly, this opinion does not 
discuss the DBRCTs studying the use of Neurontin to treat PHN. 
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teaches at University Hospital in Vancouver, British 
Columbia. He is certified by the American Board of 
Internal Medicine. (Trial Tr. vol. 6, 134-36.) Dr. Perry 
works with the University of British Columbia 
Therapeutics Initiative, which performs evidence-
based assessments of new drugs in order to explain 
their uses to doctors and pharmacists. (Id. at 136.) He 
has also served as a peer reviewer for the Cochrane 
Collaboration, in addition to other medical journals. 
(Id.) 

Dr. Perry performed a meta-analysis of all available 
DBRCTs related to the use of Neurontin in treating 
neuropathic pain. (See Trial Tr. vol. 6, 134-51; Trial 
Tr. vol. 7, 21-96.) A meta-analysis is a compilation of 
all available clinical trial data for the purpose of 
analyzing a drug’s efficacy. (Trial Tr. vol. 6, 150-51.) 
Based on this meta-analysis, which involved the con-
sideration of 25 DBRCTs, Dr. Perry “did not consider 
[Neurontin] effective for treating neuropathic pain.” 
(Trial Tr. vol. 7, 26.) 

In rebuttal, defendants offered the expert testimony 
of Drs. Shawn Bird and Gary Brenner. Dr. Bird is a 
board certified physician in neurology with experience 
in testing for diseases of the peripheral nerve, or those 
nerves in the extremities of the body such as the legs, 
hands and feet. (Trial Tr. vol. 18, 16, 23.) He is currently 
a professor at the University of Pennsylvania and is 
the program director of the Clinical Neurophysiology 
Program there. He also has an active medical practice 
and has served as the principal investigator in a 
number of clinical trials in peripheral neuropathy.  
(Id. at 15-16.) Dr. Bird testified that Neurontin is  
an effective, safe, and well-tolerated treatment for 
neuropathic pain in some patients. He based this 
opinion on his own clinical experience with the drug, 
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along with a review of the available DBRCTs. The 
Court was impressed with Dr. Bird’s credentials  
and credits his testimony that some patients with 
neuropathic pain benefit from Neurontin. Dr. Bird’s 
eye view that Neurontin is effective for the broad 
indication of neuropathic pain, however, is not 
supported by the weight of the scientific evidence. He 
failed to address the following five areas of particular 
concern. 

First, Dr. Bird discussed the Backonja DPN trial’s 
positive results, but he did not address or rebut the 
plaintiffs’ expert’s opinion about “unblinding” that, 
when all patients experiencing CNS-related side 
effects (like sleepiness and dizziness) were removed 
from the study, the trial results were no longer positive. 

Second, Dr. Bird relied on the Gorson DPN study, 
the results of which he interpreted to be positive based 
on a secondary outcome. His testimony, however, did 
not address the assertion made by many of plaintiffs’ 
efficacy experts and by Dr. Dickersin that it is not good 
science to rely on secondary outcomes in clinical trials 
when evaluating efficacy. 

Third, Dr. Bird relied on the Parsons DPN study, 
stating that the results of the trial were positive on the 
primary outcome, and very positive on the other 
outcomes. However, the primary outcome in the 
Parsons trial showed a difference of less than one point 
on an eleven-point Likert pain scale between 
Neurontin and the placebo. Earlier in his testimony, 
when discussing the Gorson trial, Dr. Bird stated that 
“the patient doesn’t really care if there’s a 1-point 
change on their Likert scale.” (Trial Tr. vol. 18, 28.) In 
addition, reliance on secondary outcomes is misplaced. 
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Fourth, Dr. Bird relied on the Rice and Rowbotham 
studies, which were positive for the use of Neurontin 
to treat postherpetic neuralgia. However, plaintiffs do 
not dispute that Neurontin is effective for the treatment 
of PHN. 

Fifth, Dr. Bird relied on the positive results of  
the Serpell study, which included patients with a 
variety of neuropathic pain conditions, but did not 
acknowledge the fact that the results were positive 
largely due to the population of PHN patients included 
in the study. Nonetheless, Dr. Bird dismissed the neg-
ative results of the POPP study, which also included 
participants with a variety of neuropathies, due to the 
fact that the study involved a “mixed group of patients.” 
(Id. at 38.) 

Defendants also presented the testimony of Dr. 
Gary Brenner. Dr. Brenner is a board certified 
physician in both anesthesiology and pain medicine 
who also has a Ph.D. in immunology and neuroscience. 
He is currently an assistant professor of anesthesia at 
Harvard Medical School and has an active pain 
medicine practice at Massachusetts General Hospital. 
(Trial Tr. vol. 17, 6.) Like Dr. Bird, Dr. Brenner 
testified credibly that Neurontin is an effective, safe, 
and well-tolerated treatment for some kinds of 
neuropathic pain in some patients. (Id. at 13-14,  
19-21, 28, 62-63.) Dr. Brenner did not discuss each 
DBRCT separately, but instead relied on systematic 
reviews of Neurontin used for the treatment of 
neuropathic pain. In particular, Dr. Brenner’s opinion 
was based on the 2005 Cochrane Review of Neurontin 
for neuropathic pain. The Cochrane Review found that 
“looking at the literature as a whole . . . there is 
adequate evidence to support that there’s efficacy of 
gabapentin for the treatment of neuropathic pain.” (Id. 
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at 34.) However, Dr. Brenner did not address the 
evidence as presented at trial and by Dr. Perry that 
the Cochrane Review’s neuropathic pain report on 
Neurontin was deficient because the reviewers did not 
have access to unpublished trials like Reckless and 
POPP and because they did not have access to the 
complete data for published trials like Backonja, 
Gorson, and Serpell. (See Trial Tr. vol. 6, 147-48.) 

After a review of 12 DBRCTs studying the use of 
Neurontin in the treatment of neuropathic pain, and a 
careful consideration of the expert testimony, the 
Court finds that there is no generally accepted scien-
tific evidence that Neurontin is effective in the treat-
ment of neuropathic pain as a broad category or 
indication. This is a closer call because, unlike 
migraine and bipolar disorder, there are four DBRCTs 
that concluded that Neurontin was better than 
placebo for treating certain narrow indications like 
postamputation phantom limb pain, neuropathic pain 
after spinal cord injury, and Complex Regional Pain 
Syndrome I. (TXs 1546, 1553, 1683, 1727 (Bone, Tai, 
Levendoglu, and Van de Vusse trials).) In addition, 
some trials studying the use of Neurontin to treat dia-
betic peripheral neuropathy found that, using some 
secondary outcomes (i.e. not outcomes designated as 
the primary outcome to determine success of the trial 
before the trial was conducted), Neurontin outper-
formed placebo. (TXs 1250, 192, 2069 (Backonja, 
POPP, and Parsons trials).) Pfizer also points out that 
fifty countries have approved Neurontin for pain (alt-
hough it is unclear what scientific standard these 
countries applied). 

However, using the generally accepted standard  
of scientific efficacy followed by the FDA and the 
scientific community (requiring two DBRCTS that 
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demonstrate efficacy), the Court is persuaded that 
there is insufficient reliable evidence of the efficacy of 
Neurontin with respect to the broad indication of 
neuropathic pain. While Drs. Bird and Perry credibly 
testified that they have had clinical success with some 
patients, these anecdotal accounts cannot overcome 
the lack of DBRCT evidence to support efficacy in the 
treatment of neuropathic pain as a broad indication. 
Moreover, even with the narrower indication of DPN, 
there were serious issues with trial design in all of the 
trials with positive results. Remember, as well, that 
the FDA rejected the evidence of efficacy with respect 
to DPN. While this is a closer call, plaintiffs have 
proven that Neurontin is not generally effective for 
neuropathic pain, with the exception of PHN. 

3. Migraine 

Kaiser claims that Neurontin is ineffective for the 
preventive treatment of migraine headache. Migraine 
“is a neurovascular disorder characterized by attacks 
of headache variable in intensity, frequency and with 
autonomic and neurological accompanying symptoms.” 
(TX 1478 at 145.) Plaintiffs presented the expert 
testimony of Dr. Douglas McCrory, a board certified 
physician in internal medicine who is a tenured 
faculty member at Duke University Medical Center. 
Dr. McCrory has an active internal medicine clinic at 
the Durham V.A. Hospital and spends a significant 
amount of his time conducting systematic reviews of 
clinical trial evidence for new drugs. (Trial Tr. vol. 6, 
16, 17.) He is currently the lead editor for reviews on 
headache in the Cochrane Collaboration. (Id. at 18.) 
Dr. McCrory has also published more than 20 articles 
regarding migraine headache in medical journals. 

Dr. McCrory reviewed the data from all available 
DBRCTs studying the use of Neurontin for migraine 
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prophylaxis, or migraine prevention. (Trial Tr. vol. 6, 
20-21.) After performing a meta-analysis of all 
published and unpublished trial data, Dr. McCrory 
concluded that “Neurontin was not an effective drug 
for migraine prophylaxis.” (Id. at 20, 22.) 

Defendants rebutted this claim by offering the 
testimony of Dr. Robert Gibbons, a professor of 
statistics at the University of Illinois at Chicago, 
where he is also the Director of the Center for Health 
Statistics. (Trial Tr. vol. 16, 35.) Dr. Gibbons is one of 
a handful of statisticians worldwide who has been 
elected to the Institutes of Medicine of the National 
Academy of Sciences. (Id. at 37.) Dr. Gibbons also 
reviewed clinical trial data for the use of Neurontin for 
migraine prophylaxis, and concluded that the trials 
show there is a “trend in the direction of increased 
benefit” for migraine patients using Neurontin. (Trial 
Tr. vol. 16, 70.) However, when the Court directly 
asked Dr. Gibbons if Neurontin is “effective or not 
effective for migraine,” he responded that “there’s a 
trend toward effectiveness. . . [but] I can’t say statisti-
cally that it is [effective].” (Id. at 65.) 

Although there may be a trend in the direction of 
increased benefit, the clinical trials completed to date 
do not show that Neurontin is effective for migraine 
prophylaxis under the standard used by the FDA and 
adopted by this Court for the purposes of this efficacy 
analysis. 

(i) Trial 879-200 

Trial 879-200 was conducted by Parke-Davis during 
the late 1980s, and was a DBRCT of “gabapentin (900 
mg/day) as prophylactic treatment in patients with 
standard therapy-resistant common migraine.” (TX 
374 at 2; Trial Tr. vol. 6, 23-24.) The investigators of 
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the 879-200 trial concluded that the trial did not 
provide data “sufficient to permit conclusions regarding 
efficacy.” (TX 374 at 5.) 

Dr. McCrory testified that 879-200 “didn’t find that 
there was a statistical[ly] significant effect of Neurontin 
compared with placebo.” (Trial Tr. vol. 6, 23.) 

(ii) Trial 945-217 
Trial 945-217 was conducted from 1997 to 1999, and 

was a “large, well-designed trial comparing Neurontin 
and placebo” for the treatment of migraine prophylaxis. 
(TX 397 at 1-2; Trial Tr. vol. 6, 27.) The results of the 
trial showed no statistically significant difference 
between Neurontin and placebo. (TX 397 at 5; Trial Tr. 
vol. 6, 27.) 

(iii)  Mathew Trial 
The Mathew Trial was conducted by the defendants 

from 1996 to 1998, and had a similar trial design to 
945-217. (TX 396 at 1; Trial Tr. vol. 6, 28-29.) The trial 
results showed no statistically significant difference 
between Neurontin and placebo “with respect to  
4-week migraine headache rates or proportion of 
patients with reduction of 50% or greater in migraine 
headache rates.” (TX 396 at 5.) 

The study was published in the journal Headache in 
2001, and claimed that “gabapentin is an effective 
prophylactic agent for patients with migraine.” (TX 
612 at 119.) The discrepancy between the research 
report and the published article is not explicitly 
mentioned; however, the positive published results are 
achieved by using a “modified” intent-to-treat popu-
lation and by focusing on outcomes identified as 
secondary in the research report and initial protocol. 
Moreover, the article did not disclose the negative 
results of trials 879-200 or 945-217. 
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(iv)  Di Trapani Trial 
The Di Trapani trial, an Italian study conducted in 

the late 1990s, was a DBRCT studying the efficacy of 
Neurontin for migraine prophylaxis. (TX 1478 at 145; 
Trial Tr. vol. 6, 39; Trial Tr. vol. 16, 67-68.) The results 
of the trial showed Neurontin “to have an effective 
therapeutic action in the prophylactic treatment of 
migraine.” (TX 1478 at 145.) This trial was published 
in the journal Clinica Terapeutica in 2000. (Id.; TX 
1401.) 

4. Doses Greater than 1800 mg/day 
Neurontin was approved by the FDA in 1993 for 

doses up to 1800 mg/day. (TX 9 at 14-15.) Plaintiffs 
have proven that Pfizer marketed Neurontin at doses 
greater than 1800 mg and contend there is no evidence 
supporting additional efficacy at doses greater than 
the FDA limit. 

The FDA twice rejected defendants’ applications to 
increase the maximum dose for Neurontin. (See TX 91 
at 3 (noting that “the evidence from controlled trials 
fails to provide evidence that higher doses of 
Neurontin are more effective than those recom-
mended”); TX 190 (rejecting proposed marketing 
materials regarding high doses because “additional 
benefits of using doses greater than 1800 mg/day were 
not demonstrated”); Trial Tr. vol. 2, 37-38, 49, 53 
(testimony of Dr. David Kessler).) 

In addition, the Reckless trial, a DBRCT discussed 
previously in the context of neuropathic pain, involved 
titrations to doses greater than 1800 mg/day without 
exhibiting increased efficacy. (See, e.g., TX 382 at 12; 
Trial Tr. vol. 7, 27-28.) Defendants’ experts testified 
that Neurontin offers enhanced benefits at doses 
above 1800 mg/day, and that the proper dose for 
individual patients is determined through the process 
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of “titrating to effect.” They also contend that the 
practice of titrating to effect is consistent with the 
FDA label. (See Trial Tr. vol. 18, 44-45 (Testimony of 
Dr. Bird); Trial Tr. vol. 17, 47-55 (Testimony of Dr. 
Brenner).) Dr. Abramson testified that the Reckless 
trial’s fixed-dose, parallel group design is the best 
research design to measure effects at a given dose. 
(Trial Tr. vol. 3, 31-32.) While it may well be that 
titrating to effect is the best way to determine the 
proper dose for an individual patient, the Court finds 
the FDA’s determination of lack of efficacy at higher 
doses persuasive. 

There is no reliable evidence that Neurontin 
provides patients with additional benefit when 
administered in doses greater than the FDA-approved 
maximum of 1800 mg/day. 

III.  CONCLUSIONS OF LAW 
After the jury verdict, plaintiffs’ only remaining 

claim is brought under California Business and 
Professional Code § 17200, more commonly known as 
the California Unfair Competition Law (“UCL”). “A 
UCL action is equitable in nature; damages cannot  
be recovered.” Korea Supply Co. v. Lockheed Martin 
Corp., 29 Cal. 4th 1134, 1144, 63 P.3d 937, 943 (2003). 
Accordingly, UCL claims are decided by the Court 
rather than a jury. 

The UCL defines “unfair competition” to include 
“any unlawful, unfair, or fraudulent business act or 
practice.” Cal. Bus. & Prof. Code § 17200. Its coverage 
is “sweeping, embracing ‘anything that can properly 
be called a business practice and that at the same time 
is forbidden by law.’” Rubin v. Green, 847 P.2d 1044, 
1052, 4 Cal. 4th 1187, 1200 (1993) (quoting Barquis v. 
Merchants Collection Ass’n, 496 P.2d 817, 830 7 Cal. 
3d 94, 113 (1972)). 
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Plaintiffs argue that defendants have violated the 
UCL under each of its three prongs: unlawful, unfair, 
and fraudulent conduct. Because the Court finds that 
defendants’ conduct violated the “fraudulent” conduct 
prong of the UCL, it is unnecessary to discuss the 
“unlawful” and “unfair” prongs. 

A. Fraudulent Business Acts or Practices 

The Court impaneled an advisory jury to render a 
verdict on Kaiser’s claim that Pfizer’s conduct consti-
tuted fraudulent business acts or practices under the 
UCL. On March 25, 2010, the jury returned a verdict 
for Kaiser on this particular claim, finding that 
defendants engaged in fraudulent business acts or 
practices with respect to all off-label indications except 
nociceptive pain. The jury also found that those fraud-
ulent acts or practices caused Kaiser damages with 
respect to all off-label indications except nociceptive 
pain. (See Docket No. 2760.) The Court agrees with the 
jury’s conclusion. See Lucent Techs., Inc. v. Gateway, 
Inc., 580 F. Supp. 2d 1016, 1061 (S.D. Cal. 2008) 
(stating that a district court has discretion to impanel 
an advisory jury, but “the ultimate determination of 
[the] issues rests with the Court”), rev’d on other 
grounds, 580 F.3d 1301 (Fed. Cir. 2009). 

The California Supreme Court recently stated that 
“[t]o state a claim under either the [fraud prong of the] 
UCL or the false advertising law, based on false 
advertising or promotional practices, it is necessary 
only to show that members of the public are likely to 
be deceived.” In re Tobacco II Cases (“Tobacco II”), 207 
P.3d 20, 29 46 Cal. 4th 298, 312 (2009). Amendments 
to the UCL have imposed “an actual reliance require-
ment on plaintiffs prosecuting a private enforcement 
action under the UCL’s fraud prong.” Id. at 39. 
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Defendants contend that they had no duty to dis-
close negative information about Neurontin’s efficacy. 
Under California law, nondisclosure or concealment 
may constitute actionable fraud “when the defendant 
makes partial representations but also suppresses 
some material facts.”24 LiMandri v. Jenkins, 60 Cal. 
Rptr. 2d 539, 543 (Cal. Ct. App. 1997). 

In a related context, the Supreme Court recently 
held that pharmaceutical manufacturers, who have 
“superior access to information about their drugs, 
especially in the postmarketing phase as new risks 
emerge,” are under a special duty to investigate and 
report adverse effects of their drugs. Wyeth v. Levine, 
129 S. Ct. 1187, 1202, 1219 (2009) (“After the FDA 
approves a drug, the manufacturer remains under an 

                                                 
24 Federal courts have recognized that fraudulent half-truths 

can form the basis of fraud actions. The First Circuit has said that 
“the locus classicus of fraud is a seller’s affirmative false state-
ment or a half-truth, i.e., a statement that is literally true but is 
made misleading by a significant omission.” Bonilla v. Volvo Car 
Corp., 150 F.3d 62, 69 (1st Cir. 1998) (citing Emery v. Am. Gen. 
Fin., Inc., 71 F.3d 1343, 1348 (7th Cir. 1995)); see also United 
States v. Autuori, 212 F.3d 105, 119 (2d Cir. 2000) (“[A]n omission 
can violate a fraud statute only in the context of a duty to disclose; 
but a fiduciary duty is not the sine qua non of fraudulent omis-
sions . . . .  A duty to disclose can also arise in a situation where 
a defendant makes partial or ambiguous statements that require 
further disclosure in order to avoid being misleading.”); United 
States v. Keplinger, 776 F.2d 678, 697 (7th Cir. 1985) (“[O]mis-
sions or concealment of material information can constitute fraud 
cognizable under the mail fraud statute, without proof of a duty 
to disclose the information pursuant to a specific statute or 
regulation.”); United States v. Townley, 665 F.2d 579, 585 (5th 
Cir. 1982) (“[U]nder the mail fraud statute, it is just as unlawful 
to speak ‘half-truths’ or to omit to state facts necessary to make 
the statements made, in light of the circumstances under which 
they were made, not misleading.”). 
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obligation to investigate and report any adverse 
events associated with the drug.”); see also 21 C.F.R. 
§ 314.80 (placing responsibility for post-marketing 
surveillance of drugs on the manufacturer). 

In one recent UCL case, the court held: 
[A] claim that a business practice is (or was) 
‘fraudulent’ under Section 17200 can be based 
upon representations that deceive because they 
are untrue as well as representations that may be 
accurate on some level but nonetheless tend to 
mislead or deceive. As such a perfectly true 
statement couched in such a manner that it is 
likely to mislead or deceive the consumer, such as 
by failure to disclose other relevant information, 
is actionable under Section 17200. 

Gutierrez v. Wells Fargo Bank, __ F. Supp. 2d __, 2010 
WL 3155934 at *47 (N.D. Cal. Aug. 10, 2010) (finding 
that a bank committed fraudulent acts under the UCL 
through its undisclosed use of a “bookkeeping device” 
designed to maximize the overdraft fees imposed on 
customers). Misleading omissions may form the basis 
of a “fraudulent acts and practices” claim under the 
UCL. 

Here, Pfizer had a duty to disclose scientific data 
demonstrating the lack of efficacy of Neurontin for  
off-label uses. This duty arose because Pfizer was 
marketing the drug for unapproved uses by disclosing 
positive information about the drug while suppressing 
negative information in its possession. Indeed, the 
FDA actually rejected requests for expanded labeling 
of Neurontin in the area of DPN and at increased 
doses. Pfizer’s failure to disclose lack of efficacy is 
particularly outrageous in the area of bipolar disorder 
where there was not a scrap of evidence supporting 
efficacy and where there were actual negative side 
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effects of depression for certain segments of the 
population. 

With respect to bipolar disorder, neuropathic pain, 
migraine, and use of Neurontin at doses greater than 
1800 mg/day, defendants intentionally suppressed 
material negative information concerning Neurontin’s 
efficacy, rendering defendants’ positive statements 
about Neurontin’s efficacy in treating these conditions 
misleading, and factually false. This information 
would likely have been material to any PMG physician 
in determining how best to prescribe Neurontin for  
the treatment of patients. Because it is legal for 
physicians to prescribe drugs off-label, it is imperative 
that they have accurate scientific information about 
the medication in the published medical literature. As 
Dr. Dickerson said, health care professionals practicing 
evidence-based medicine must rely on the integrity  
of the published literature to determine whether a 
pharmaceutical product is effective. Moreover, this 
information was material to a TPP or health plan like 
Kaiser trying to manage its drug formulary. 

Accordingly, the intentional material misrepresen-
tations and omissions found by this Court constitute 
fraudulent business acts or practices under the Cali-
fornia Unfair Competition Law because they would 
likely deceive a reasonable health plan or reasonable 
physician; and actually did so in the case of Kaiser. 

B. Pfizer’s Legal Defenses 

1. Standing 

At the end of trial, defendants claimed for the first 
time that Kaiser Foundation Hospitals lacked independ-
ent standing to sue under the UCL because it did not 
pay for any Neurontin prescriptions during the 
relevant time periods. Screaming that it had been 
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sandbagged, plaintiff complains that Kaiser had no 
prior notice that this would be an issue and thus did 
not introduce at trial evidence of Kaiser Hospital’s 
standing. 

However, defendants do not challenge the standing 
of Kaiser Foundation Health Plan to sue under the 
California UCL. Because the health plan has standing 
to bring this case, the Court need not determine 
whether Kaiser Hospitals independently has stand-
ing. See Liberty Prop. Trust v. Republic Props. Corp., 
577 F.3d 335, 339 n.1 (D.C. Cir. 2009) (in a case involv-
ing two affiliated plaintiffs, a limited partnership and 
a trust, holding that “[b]ecause the limited partner-
ship has standing to maintain the action and a 
remedial award to the partnership would also make 
the trust whole, in the limited circumstances of this 
case we need not determine whether the trust 
independently has standing . . . . [T]he trust and the 
limited partnership ‘both are pieces of a single operat-
ing business.’”). 

Still, I have no evidence that Kaiser Hospitals had 
any damages apart from the Health Plan. As such, any 
award of restitution will be to Kaiser Foundation 
Health Plan. 

2. Statute of Limitations 

A thornier issue is whether Kaiser’s UCL claims are 
barred by the four year statute of limitations. The 
complaint in this case was filed on February 1, 2005. 

(i) Tolling Under American Pipe 

As a threshold matter, plaintiffs argue that the 
related class action complaint (filed on May 14, 2004) 
tolled the UCL statute of limitations under American 
Pipe & Construction Co. v. Utah, 414 U.S. 538, 552-53, 
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(1974). Defendants respond that this is a pipe-dream. 
In its view, because Kaiser filed its own action, it 
cannot be considered part of the class, and American 
Pipe does not toll the action. The Court does not need 
to reach this legal question because the class action 
complaint did not make claims for relief under  
the California UCL. (See Third Amended Class Com-
plaint, Docket No. 580.) In fashioning the American 
Pipe rule, the Supreme Court reasoned that the filing 
of a class action would protect the policies underlying 
the statute of limitations by providing defendants with 
notice of a plaintiff’s claim. Id. at 554-55. Because the 
class complaint did not make claims under the UCL, 
the defendants were not on notice of Kaiser’s UCL 
claims. Accordingly, American Pipe is inapplicable and 
the statute of limitations was not tolled under that 
theory. 

(ii) The Discovery Rule 

Defendants argue that many of the claims are time-
barred because the complaint was filed more than four 
years after the alleged fraudulent activities took place. 
Plaintiffs argue that defendants fraudulently concealed 
the facts underlying Kaiser’s claims. 

The law is unsettled in California as to whether the 
discovery rule applies to the statute of limitations  
for UCL claims. Grisham v. Philip Morris U.S.A., Inc., 
151 P.3d 1151, 1157 n.7, 40 Cal. 4th 623, 634 n.7 
(2007) (“We assume for purposes of this discussion 
that the delayed discovery rule applies to unfair 
competition claims. We note that this point is 
currently not settled under California law, and we do 
not address it.”) (citations omitted). Generally, UCL 
claims “are subject to a four-year statute of limitations 
which [begins] to run on the date the cause of action 
accrued, not on the date of discovery.” Karl Storz 
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Endoscopy–America, Inc. v. Surgical Tech., Inc., 285 
F.3d 848, 857 (9th Cir. 2002). However, in circum-
stances where fraud is alleged, California courts  
apply the “discovery” rule to UCL cases. In Broberg  
v. Guardian Life Ins. Co., 90 Cal. Rptr. 3d 225, 231 
(Cal. Ct. App. 2009), for example, the court held: 

At least in the context of unfair competition 
claims based on the defendant’s allegedly decep-
tive marketing materials and sales practices, 
which is simply a different legal theory for chal-
lenging fraudulent conduct and where the harm 
from the unfair conduct will not reasonably be dis-
covered until a future date, we believe the better 
view is that the time to file a section 17200 cause 
of action starts to run only when a reasonable per-
son would have discovered the factual basis for a 
claim. 

Id. at 231 (citing April Enters., Inc. v. KKTV, 195 Cal. 
Rptr. 421, 434 (Cal. Ct. App. 1983) (“[The] nature of the 
right sued on, not the form of the action . . . determines 
the applicability of the statute of limitations.”)). 

In addition, California courts have applied the 
doctrine of fraudulent concealment in cases brought 
under the UCL. See, e.g., Snapp & Assocs. Ins. Servs., 
Inc. v. Malcolm Bruce Burlingame Robertson, 117 Cal. 
Rptr. 2d 331, 334-35 (Cal. Ct. App. 2002) (discussing 
the fraudulent concealment doctrine in a UCL case 
and stating that the doctrine “applies to any type  
of case”) (citations omitted). California case law 
describes this doctrine: 

The doctrine of fraudulent concealment, which is 
judicially created, limits the typical statute of 
limitations. ‘The defendant’s fraud in concealing a 
cause of action against him tolls the applicable 
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statute of limitations.’ In articulating the doc-
trine, the courts have had as their purpose to 
disarm a defendant who, by his own deception, 
has caused a claim to become stale and a plaintiff 
dilatory . . . .  It was early extended to be available 
‘in all cases.’ 

Regents of Univ. of Cal. v. Superior Court, 976 P.2d 
808, 822-23 20 Cal. 4th 509, 533 (1999) (internal 
citations omitted). 

The fraudulent concealment doctrine “does not come 
into play, whatever the lengths to which a defendant 
has gone to conceal the wrongs, if a plaintiff is on 
notice of a potential claim.” Rita M. v. Roman Catholic 
Archbishop, 232 Cal. Rptr. 685, 690 (Cal. Ct. App. 
1986). “A plaintiff is under a duty to reasonably 
investigate, and a suspicion of wrongdoing, coupled 
with a knowledge of the harm and its cause, 
commences the limitations period.”  Snapp & Assocs., 
117 Cal. Rptr. 2d at 335 (citing Jolly v. Eli Lilly & Co., 
751 P.2d 923, 928 44 Cal. 3d 1103, 1112 (1988)). 

For bipolar disorder, plaintiffs have proven that 
defendants fraudulently concealed the facts underlying 
plaintiffs’ UCL claims. In 1999, Kaiser’s DIS prepared 
a monograph on the use of Neurontin for the treat-
ment of bipolar disorder. In making its recommenda-
tion to expand Neurontin’s formulary status to permit 
prescription by psychiatrists, DIS relied on a personal 
communication from a Pfizer employee who did not 
disclose the negative Pande trial. (TX 301.) In August 
of 2000, defendants responded to an inquiry from 
Kaiser with a letter that “concluded that gabapentin 
appears to be effective in the milder segment of the 
bipolar universe” and that the “low side effect profile 
associated with gabapentin gives it a favorable risk to 
benefit ratio.” (TX 309.) This letter did not disclose the 
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negative results of the Pande, Frye, or Guille trials  
on bipolar, all of which were available to defendants 
prior to 2000. (Id.) In addition, Pfizer suppressed  
these negative results in the medical literature. These 
actions amount to fraudulent concealment that 
prevented Kaiser from learning about the existence of 
negative data from clinical trials with respect to 
Neurontin’s use for the treatment of bipolar disorder, 
all the while reinforcing the claim that Neurontin was 
a safe and effective treatment for mood disorders. 

For neuropathic pain, defendants suppressed negative 
evidence about the use of Neurontin to treat neuropathic 
pain and sponsored publication of positive evidence in 
scientific journals. In 1998, Parke-Davis sponsored  
an “abstract” in the journal Neurology, spinning the 
Gorson trial as positive when the author’s own 
manuscript interpreted the trial results as negative. 
(TX 1271 (“Gapapentin may be effective in the 
treatment of painful diabetic neuropathy.”).) In 
November 1997, defendants sponsored the publication 
of a supplement in Internal Medicine that claimed 
Neurontin was effective in treating neuropathic pain, 
while suppressing the negative Gorson trial results. 
(TX 40.) In 1998, defendants sponsored a supplement 
to the Cleveland Clinic Journal of Medicine that also 
touted Neurontin as a treatment for neuropathic pain 
while suppressing the negative Gorson results. (TX 
110.) Beginning in 1999, the defendants actively 
prevented Dr. Reckless from presenting or publishing 
the negative results of his neuropathic pain trial.  
(TX 183 at 1; see also TXs 185, 136, 109.) In 2000, 
defendants sponsored a supplement to Neurology 
Reviews that suppressed the negative Gorson and 
Reckless trials. (TX 82.) 



202a 

 

In connection with plaintiffs’ development of a 1999 
drug monograph, DIS contacted the defendants to 
request all available information about the use of 
Neurontin to treat neuropathic pain. (Trial Tr. vol. 9, 
76-81.) In these communications, defendants did  
not disclose the complete story about the potential 
unblinding of the Backonja trial or provide the full 
research report of the Gorson trial. (Trial Tr. vol. 9,  
76-80; Trial Tr. vol. 10, 84-85; Trial Tr. vol. 12, 102-
06.) Finally, defendants also fraudulently concealed 
facts concerning efficacy through communications that 
were part of DIS’s Inquiry Service. (See TXs 296, 309.) 
For example, in August 2000, DIS contacted Pfizer  
to inquire about dosing of Neurontin. Pfizer did not 
indicate that the Reckless trial had not shown 
increased efficacy at doses greater than the 1800 
mg/day limit imposed by the FDA, but instead advised 
DIS that tolerability had been shown up to 3600 
mg/day. (TX 296.) Dr. Joel Hyatt, a PMG physician 
who is a co-chair of the DUAT initiative, explained 
that had he known in 2003 the full extent of the 
evidence, he would not have written that Neurontin is 
effective for certain forms of neuropathic pain, and 
instead “would have made a statement that gabapentin, 
Neurontin, is not effective in neuropathic pain, 
period.” (Trial Tr. vol. 8, 107-08.) 

For migraine, defendants fraudulently concealed 
the facts underlying plaintiffs’ UCL claim by sup-
pressing the negative results of the Mathew study  
and subsequently publishing the study with positive 
results in Headache in 2001. They also sent a letter in 
2000 to a PMG physician that claimed Neurontin was 
effective for the treatment of migraine headaches, but 
that did not disclose the negative results of trials  
879-200, 945-217 or the Mathew study. (TX 432.) 
These actions prevented plaintiffs from learning the 
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truth about Neurontin’s efficacy for the migraine 
prophylaxis and the truth about defendants’ fraud. 

For high doses, defendants fraudulently concealed 
the underlying facts from plaintiffs through similar 
methods: i.e. suppression of negative studies, fraud-
ulent publications, and direct communications with 
Kaiser that contained fraudulent information. In 
particular, Kaiser presented several DIS Inquiry 
Service documents showing that, in 2000, Parke-Davis 
represented to Kaiser that high doses of Neurontin 
were more effective than low doses. (See TXs 294, 296, 
309.) In one communication, Parke-Davis stated that 
3600 mg/day is the maximum dose, but states that 
some non-Parke-Davis studies have seen doses up to 
6000 mg/day. (TX 294.) It did not disclose that the 
results of the Reckless study, for example, showed no 
additional efficacy at higher doses. 

Defendants claim that Kaiser was put on notice by 
an article titled “Warner-Lambert Neurontin Promo-
tions Under Investigation by U.S. Attorney” in a 
publication called The Pink Sheet that was published 
on April 3, 2000. (TX 506 (“Investigation could help 
define limits of government authority to regulate off-
label promoting.”).) Although Dr. Millares, the chair of 
Kaiser’s DIS, testified that she reads The Pink Sheet, 
she did not recall reading this particular article. (Trial 
Tr. vol. 10, 54-55.) While this article may have sug-
gested to Kaiser that defendants were violating FDA 
rules about off-label promotion, there is nothing in the 
article that supports an inference that Neurontin 
might not be effective for certain off-label indications 
for which it was widely used. (See TX 506.) 

In addition, defendants argue that the unsealing of 
the Franklin case in 2000 should have put defendants 
on notice of their potential injuries and claims. See 
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United States ex rel. Franklin v. Parke-Davis, No. 96-
cv-11651. The unsealing of a case in Massachusetts, 
unaccompanied by extensive press coverage, cannot be 
viewed as sufficient notice, particularly to a California 
corporation. 

Plaintiffs argue that their claims accrued in 2002 
after defendants’ fraud became nationally publicized. 
In 2002, plaintiffs were put on notice when press 
reports surfaced about Dr. David Franklin’s whistle-
blower suit and the potentially fraudulent claims of 
efficacy made by the defendants. (See TX 319 (Kaiser 
“Rx Update” referencing Wall Street Journal and New 
York Times articles published in 2002 that discussed 
off-label marketing of Neurontin to physicians); Trial 
Tr. vol. 5, 115 (testimony of Dr. Ambrose Carrejo) 
(stating that in 2002 “the whole story is starting to 
unfold”).) See also United States ex rel. Franklin v. 
Parke-Davis, 210 F.R.D. 257 (D. Mass. 2002) (modifying 
protective order governing pretrial discovery after 
newspapers and television networks sought to inter-
vene in the case). After 2002, Kaiser investigated its 
potential injuries and engaged in serious efforts to 
curb inappropriate prescribing of Neurontin through 
its DRUG and DUAT campaigns. Kaiser’s claims are 
not barred by the UCL’s statute of limitations. 

3. Prescriptions Written Outside California 

Defendants argue that Kaiser cannot recover under 
the UCL for Neurontin prescriptions written outside 
California. This contention raises choice-of-law issues, 
and both parties agree that Massachusetts choice-of-
law rules should apply to the Court’s analysis because 
the suit was filed in Massachusetts. 

Massachusetts applies a “functional approach” to 
choice-of-law questions, which is “explicitly guided by 
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the Restatement (Second) of Conflict of Laws (1971).”   
Levin v. Dalva Bros., Inc., 459 F.3d 68, 74 (1st Cir. 
2006). “Section 148 of the Restatement spells out the 
choice of law analysis for misrepresentation claims, 
indicating that the law of the state where the 
representations were made, received, and relied upon 
should govern unless another state has a closer con-
nection to the parties or the occurrence.” First Marble-
head Corp. v. House, 473 F.3d 1, 9 (1st Cir. 2006); see 
also Restatement (Second) of Conflict of Laws § 148(1) 
(1971). Thus, under the choice of law rules in Massa-
chusetts for fraud and misrepresentation, the law of 
the state in which a plaintiff took action in reliance on 
a defendant’s representations applies.  Bushkin Assocs., 
Inc. v. Raytheon Co., 393 Mass. 622, 632, 473 N.E.2d 662 
(1985); see also First Marblehead Corp., 473 F.3d at 9. 

Plaintiffs argue that these Massachusetts choice of 
law rules require the application of California law to 
all of their claims because Kaiser’s Drug Information 
Service (DIS) is located in California and DIS was the 
entity that primarily gathered information on Neuron-
tin and corresponded with Pfizer about Neurontin. 

Pfizer disagrees, arguing that California law should 
only apply to Kaiser’s claims concerning prescriptions 
written in California. California law does have a 
“presumption against the extraterritorial application 
of its statutes,” Meridian Project Sys., Inc. v. Hardin 
Constr. Co., 404 F. Supp. 2d 1214, 1225 (E.D. Cal. 
2005) (citing Diamond Multimedia Sys., Inc. v. 
Superior Court, 968 P.2d 539, 554 19 Cal. 4th 1036, 
1060 n.20 (1999)), and courts have held that the UCL 
does not apply to conduct occurring outside California. 
See id. (dismissing UCL claims of Canadian firm 
against California competitor because it involved a 
plaintiff that was a Canadian corporation, the 
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plaintiff’s injuries occurred in Canada, and the only 
specific misconduct identified in the complaint 
occurred in Illinois); Van Slyke v. Capital One Bank, 
No. C 07-00671, 2007 WL 3343943, at *14 (N.D. Cal. 
Nov. 7, 2007) (“California courts have been highly 
critical of attempts to apply the [UCL] outside 
California borders for transactions that do not affect 
California residents and did not take place within the 
state.”) 

California courts have permitted the certification of 
nationwide class actions under the UCL where some, 
or most, class members were non-California residents. 
See Wershba v. Apple Computer, Inc., 110 Cal. Rptr. 2d 
145, 159-60 (Cal. Ct. App. 2001); Wash. Mut. Bank v. 
Superior Court, 15 P.3d 1071, 1080 24 Cal. 4th 906, 
919-20 (2001). Accordingly, there is no bar against the 
application of the California UCL to prescriptions of 
Neurontin filled outside California, so long as Kaiser 
shows that it relied, in California, on misrepresenta-
tions made by defendants. 

The Kaiser Foundation Health Plan maintains its 
headquarters in California and Kaiser Foundation 
Hospitals is a not-for-profit California corporation. 
The majority of Kaiser’s members and the bulk of 
Kaiser’s operations, including the Drug Information 
Services, are located in California. (Trial Tr. vol. 5, 82-
83, 92-93; Trial Tr. vol. 9, 43; Trial Tr. vol. 10, 92-93.) 
DIS surveys the best available evidence on a drug and 
often, as it did for Neurontin, contacts the drug man-
ufacturer to learn more about the drug. (Trial Tr. vol. 
9, 46, 89-97; Trial Tr. vol. 10, 80-81; TXs 461, 461-A at 
22, 296, 309 at 2-4, 294, 292.) DIS then creates drug 
monographs summarizing its findings and regional  
P & T Committees rely heavily on these monographs. 
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(Trial Tr. vol. 9, 43-46; Trial Tr. vol. 12, 94.) The mon-
ographs are shared with all Kaiser regions during 
monthly teleconferences with formulary personnel 
and at interregional P & T Committee meetings. (Trial 
Tr. vol. 5, 110; Trial Tr. vol. 9, 43-46 (describing the 
interregional formulary subcommittee at which all 
monographs are shared and evidence is discussed).) 
Kaiser employees testified that, given this cross-
pollination and information-sharing, the formularies 
across Kaiser regions are very similar, and certain 
formularies, like Kaiser’s Medicare formulary, are 
identical across all regions. (Trial Tr. vol. 5, 112-13.) 
“[A]ll of the P & T committees across Kaiser Perma-
nente rely on the same evidence, rely on the [DIS] 
review of that evidence, rely on the same literature, 
and they make decisions on the products.” (Trial Tr. 
vol. 10, 93.) This was specifically true concerning 
Neurontin, which was on-formulary across all Kaiser 
regions. (Trial Tr. vol. 5, 109-13; Trial Tr. vol. 10, 93; 
Trial Tr. vol. 12, 95; TX 840.) 

In addition, Pfizer’s marketing teams specifically 
targeted Kaiser in an effort to increase off-label 
Neurontin prescriptions. As Dr. Millares, the manager 
of Kaiser’s DIS, explained: 

[PMG physicians] depended on, you know, we’re 
an evidence-based organization . . . and they 
depended upon the literature, what was out in the 
literature, they depended upon [DIS], and we 
depended upon the evidence, and so we came to 
wrong conclusions, and then they depended on the 
P & T committee and they depended on what we 
said and we depended on the literature, and so 
we’ve had . . . these lies basically that have 
permeated all this information, and now our 
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physicians are convinced that [Neurontin] . . . has 
evidence to support it. 

(Trial Tr. vol. 10, 94-95.) In other words, DIS relied on 
Pfizer’s misrepresentations in California, and then 
disseminated the misinformation to the various P & T 
Committees. 

Based on this evidence admitted at trial, the Court 
finds that Pfizer’s misrepresentations about Neuron-
tin’s use for off-label conditions were made, received 
and relied on primarily in California. More than 75% 
of Kaiser’s members are located in California. Therefore, 
most of the Kaiser members who were prescribed 
Neurontin filled their prescriptions in California. 
Second, the Kaiser P & T Committees outside Cali-
fornia relied on drug monographs prepared by the 
California DIS in making formulary decisions about 
Neurontin. Accordingly, there was sufficient reliance 
on misrepresentations in California such that Massa-
chusetts choice of law rules require a finding that the 
California UCL apply to all Neurontin prescriptions 
paid for by Kaiser. 

4. Causation 

California law describes the causation requirements 
under the UCL by stating that “[t]he court may make 
such orders or judgments . . . as may be necessary  
to restore to any person in interest any money or 
property, real or personal, which may have been 
acquired by means of such unfair competition.” Cal. 
Bus. & Prof. Code § 17203. 

The most difficult issue in this case involves 
causation. The Court has written extensively on the 
issue of causation requirements for a RICO claim. See 
In re Neurontin Mktg. & Sales Practices Litig., 677 F. 
Supp. 2d 479, 493-96 (D. Mass. 2010). Defendants 
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argue that the First Circuit’s recent opinion in Rule v. 
Fort Dodge Animal Health, Inc., 607 F.3d 250 (1st Cir. 
2010), precludes any finding of causation in this case. 
In Rule, plaintiffs in a proposed class action sought to 
recover for an undisclosed safety risk associated with 
a veterinary medicine. The plaintiff acknowledged 
that the drug was effective, i.e. that it prevented 
heartworms in dogs, but argued that she should 
recover under the Massachusetts consumer protection 
statute due to undisclosed safety risks. The court held 
that where a product had been consumed and provided 
the intended benefit, the plaintiff could not demon-
strate a concrete injury. Id. at 253-54. The court also 
noted that “it was clear at the time of Rule’s law suit 
that she neither now could show nor could suffer in the 
future any adverse economic impact.” Id. at 253. The 
First Circuit’s decision in Rule does not defeat the 
plaintiffs’ claims here. The Court has found that 
plaintiffs proved Neurontin was totally ineffective in 
treating certain off-label conditions, and that plaintiffs 
relied on defendants’ misrepresentations—in choosing 
to reduce restrictions on Neurontin prescribing in 
Kaiser’s drug formulary and drafting drug mono-
graphs. Accordingly, the Neurontin purchased by 
Kaiser did not, in fact, provide its intended benefit. 
Moreover, even where the drug may have had 
effectiveness in some patients (for example, in some 
pain indications), Kaiser demonstrated that it suffered 
a significant adverse economic impact because it could 
have paid for less expensive alternatives. 

In Kaiser’s case, there are three layers of causation 
that must be addressed. First, the Court must deter-
mine what misrepresentations and omissions Kaiser 
and DIS relied on and whether that reliance caused 
Kaiser to suffer injury. Second, I must determine 
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whether or not PMG physicians would have nonethe-
less prescribed Neurontin to their patients if DIS had 
not published monographs recommending Neurontin 
or if the P & T Committees had added guidelines or 
restrictions to Neurontin’s formulary status. Finally, 
the Court must also deal with how to quantify the 
number of prescriptions caused by fraudulent market-
ing. I deal with each thorny question in turn. 

(i) Reliance by DIS and P & T Committees 

Recent amendments to the UCL have imposed “an 
actual reliance requirement on plaintiffs prosecuting 
a private enforcement action under the UCL’s fraud 
prong.” In re Tobacco II Cases, 207 P.3d 20, 39, 46 Cal. 
4th 298, 326 (2009). The California Supreme Court has 
provided a useful explanation of this reliance 
requirement: 

This conclusion [that a showing of reliance is 
required], however, is the beginning, not the end, 
of the analysis of what a plaintiff must plead and 
prove under the fraud prong of the UCL. Reliance 
is an essential element of fraud. Reliance is 
proved by showing that the defendant’s misrepre-
sentation or nondisclosure was an immediate 
cause of the plaintiff’s injury-producing conduct. 
A plaintiff may establish that the defendant’s mis-
representation is an immediate cause of the plain-
tiff’s conduct by showing that in its absence the 
plaintiff in all reasonable probability would not 
have engaged in the injury-producing conduct. 

While a plaintiff must show that the misrepresen-
tation was an immediate cause of the injury-
producing conduct, the plaintiff need not demon-
strate it was the only cause. It is not necessary 
that the plaintiff’s reliance upon the truth of the 
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fraudulent misrepresentation be the sole or even 
the predominant or decisive factor influencing his 
conduct. It is enough that the representation has 
played a substantial part, and so had been a 
substantial factor, in influencing his decision. 
Moreover, a presumption, or at least an inference, 
of reliance arises wherever there is a showing that 
a misrepresentation was material. A misrepresen-
tation is judged to be material if a reasonable man 
would attach importance to its existence or nonex-
istence in determining his choice of action in the 
transaction in question, and as such materiality  
is generally a question of fact unless the fact 
misrepresented is so obviously unimportant that 
the jury could not reasonably find that a reasona-
ble man would have been influenced by it. 

Nor does a plaintiff need to demonstrate individ-
ualized reliance on specific misrepresentations to 
satisfy the reliance requirement . . . . 

[W]hile a plaintiff must allege that the defendant’s 
misrepresentations were an immediate cause of 
the injury-causing conduct, the plaintiff is not 
required to allege that those misrepresentations 
were the sole or even the decisive cause of the 
injury-producing conduct. Furthermore, where, as 
here, a plaintiff alleges exposure to a long-term 
advertising campaign, the plaintiff is not required 
to plead with an unrealistic degree of specificity 
that the plaintiff relied on particular advertise-
ments or statements. Finally, an allegation of 
reliance is not defeated merely because there  
was alternative information available to the 
consumer-plaintiff, even regarding an issue as 
prominent as whether cigarette smoking causes 
cancer. Accordingly, we conclude that a plaintiff 
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must plead and prove actual reliance to satisfy  
the standing requirement of section 17204 but, 
consistent with the principles set forth above, is 
not required to necessarily plead and prove indi-
vidualized reliance on specific misrepresentations 
or false statements where, as here, those mis-
representations and false statements were part of 
an extensive and long-term advertising campaign. 

Id. at 39-41 (citations and internal quotations omitted). 

Pfizer engaged in an “extensive and long-term 
advertising campaign,” see id., to promote Neurontin 
for off-label indications for which the company was 
aware the drug had not been shown to be effective. 
Pfizer implemented this campaign through its pub-
lications strategies, the sponsorship of CMEs, direct 
contact by medical liaisons and drug representatives, 
and direct communication with third party payors like 
Kaiser. 

Kaiser’s DIS relied on Pfizer’s direct misrepresenta-
tions to it, and on the positive information introduced 
into the published literature by studies funded by the 
defendants without the benefit of the negative trials 
sponsored and suppressed by defendant. This reliance 
was reflected in the drug monographs prepared by 
DIS, the direct communications between DIS’s inquiry 
service and PMG physicians, and the communications 
to the P & T Committees. 

Defendants also argue that Kaiser should not be 
found to have relied on any misrepresentations because 
“the evidence shows that the alleged misrepresentations 
were not a factor in their decision-making” (see Defs.’ 
Proposed Conclusions of Law at 6 (citing Princess 
Cruise Lines, Ltd. v. Superior Court, 101 Cal. Rptr. 3d 
323, 329 (Cal. Ct. App. 2009)) and because they knew 
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“of an alleged falsity.” (Id. (citing Laster v. T-Mobile 
USA, Inc., No. 05-cv-1167, 2009 WL 4842801, at *4 
(S.D. Cal. Dec. 14, 2009); Buckland v. Threshold 
Enters., Ltd., 66 Cal. Rptr.3d 543, 549-54 (Cal. Ct. 
App. 2007); Caro v. Procter & Gamble Co., 22 Cal. 
Rptr. 2d 419, 430 (Cal. Ct. App. 1993).) To support 
their argument, defendants point out that the 
Backonja study, as published in JAMA, expressly 
mentioned the potential issue of unblinding, which 
should have put Kaiser on notice of the potential 
problems with the study’s results. However, when Dr. 
Backonja alluded to problems with unblinding in the 
JAMA article, he claimed that proper analysis had 
been done to verify the reliability of the positive 
results. (TX 1250 at 1835.) Backonja stated that 
“inclusion of patients who experienced three central 
nervous system adverse effects in the original analysis 
did not account for the overall efficacy seen in the 
trial.” (Id.) As Dr. Jewell testified, when both the 
sleepy and the dizzy patients who were potentially 
unblinded were removed from the study,  
as opposed to only the sleepy patients or only the  
dizzy patients, the results were no longer positive. 
Accordingly, at the time it relied on the JAMA article 
in its 1999 monograph, Kaiser did not and could not 
have known the entire truth about the Backonja 
results without access to the study’s raw data. 
Moreover, despite the fact that the Backonja study, as 
published in JAMA, discussed the potential issue of 
unblinding, Parke-Davis did not mention this key flaw 
that could undermine the study’s reliability in its 
public relations campaign that generated more than 
“85 million impressions.” (TX 71 at 4.) The credible 
evidence is that Kaiser did not understand the true 
impact of the unblinding as explained by Jewell and 
did not give full weight to Gorson because it was 
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placed in a letter to the editor as opposed to a peer-
reviewed journal. (See, e.g., Trial Tr. vol. 9, 76-79, 86-
88 (testimony of Dr. Millares that she did not have the 
complete data about the Backonja unblinding issue at 
the time of her recommendation); Trial Tr. vol. 12, 103-
04 (testimony of Dr. Daniel explaining how a full 
understanding of the flaws in Backonja would have 
changed his opinion about Neurontin’s efficacy).) 

Pfizer also argues that Kaiser’s true motive in its 
anti-Neurontin campaign was the drug’s high cost 
rather than any lack of efficacy. As evidence, it points 
out that some regions put gabapentin back on the 
formulary after it went generic. (TX 810.) As such, it 
insists that any misrepresentations were not a sub-
stantial factor in Kaiser’s decision-making. However, 
the fact that cost was a factor does not undermine the 
argument that lack of efficacy of a drug is also a sub-
stantial factor for consideration in determining which 
drugs to place on a formulary. If it had known the truth, 
Kaiser would likely not have removed restrictions  
on, or sanctioned widespread use of, an extremely 
expensive drug whose efficacy was not established, or 
even disproven (i.e., with respect to bipolar disorder). 

(ii) Prescribing Behavior of PMG 
Physicians 

The second causation analysis that the Court must 
perform is to determine whether or not PMG physi-
cians would have nonetheless prescribed Neurontin to 
their patients if DIS had published monographs based 
on the true scientific evidence or if the P & T Committees 
had added guidelines or restrictions to Neurontin’s 
formulary status. 

No PMG physician testified during the trial that she 
would not have prescribed Neurontin had she known 
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about defendants’ misrepresentations as to efficacy or 
suppression of negative trials in the literature like 
Reckless and POPP in the area of neuropathic pain. To 
the contrary, defendants’ presented the testimony of 
experts with impressive credentials like Dr. Shawn 
Bird, Dr. Gary Brenner, and Dr. Andrew Slaby who all 
stated that they had reviewed the data from the 
negative and positive Neurontin DBRCTs and still 
believe Neurontin might be an effective drug for 
certain patients suffering from bipolar disorder and 
neuropathic pain. Defendants correctly point out that 
proof of fraud on the market in the aggregate has not 
been embraced in the case law as a basis for proving 
causation in individual cases. See generally UFCW 
Local 1776 v. Eli Lilly & Co., __ F.3d __, 2010 WL 
3516183 (2d Cir. Sept. 10, 2010). (reversing class certi-
fication in case alleging that the drug manufacturer 
had misrepresented the drug’s efficacy and side effects 
and alleging overpricing.) 

The fact that there is a 95% compliance rate among 
PMG physicians with the Kaiser formulary is proof 
that PMG physicians would likely have changed  
their Neurontin prescribing behavior had DIS issued 
negative monographs and had the P & T Committees 
made different decisions. This is likely true for the 
Southern California region, where Neurontin was 
placed on the formulary in 1994 but was restricted to 
prescribing by neurologists, the physicians who are 
often responsible for treating patients with epilepsy. 
The Court is persuaded that, had DIS and the 
Southern California P & T committee been aware of 
the truth about Neurontin, Kaiser would not have 
removed prescribing restrictions in 1999. Accordingly, 
PMG physicians in the Southern California region 
would more likely than not have reduced their off-label 
prescribing of Neurontin significantly. 
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Defendants point out that all other Kaiser regions 
placed Neurontin on their formularies during the 
1990s without restrictions or guidelines. It is true 
that, even if Kaiser had known that Neurontin was not 
effective for the off-label conditions at issue, the other 
regions would not have removed Neurontin from the 
formulary because it was approved by the FDA for the 
adjunctive epilepsy treatment and, later, for the 
treatment of postherpetic neuralgia. Nonetheless, DIS 
probably would have issued monographs for Neurontin 
that were materially different and would not have 
recommended the expanded prescribing of the drug  
for off-label indications. These monographs would 
have been shared with all Kaiser regions through the 
regular interregional P & T Committee meetings and 
the monthly teleconferences with formulary personnel 
from all regions that were chaired by Dr. Mirta 
Millares, the chairperson of DIS. 

Based upon the fact that Kaiser did engage in the 
successful DRUG and DUAT campaigns starting in 
2002 when it began to learn about Pfizer’s fraudulent 
marketing, the Court finds that it is more likely true 
than not true that Kaiser would have taken action to 
reduce inappropriate Neurontin prescribing if it had 
known the truth earlier by distributing evidence of  
the suppressed trials (like POPP, Reckless, Pande, 
and Frye) through its monographs and responses to 
physician inquiries. The Court is persuaded that PMG 
physicians would have responded by reducing pre-
scribing of Neurontin to Kaiser members. Even in  
the area of neuropathic pain, where there is some 
scientific evidence of efficacy for certain narrow 
indications, it is likely that a cheaper alternative like 
a tri-cyclic antidepressant would have replaced 
Neurontin. (See, e.g., Trial Tr. vol. 8, 57-58; Trial Tr. 
vol. 9, 13.) See Desiano v. Warner-Lambert Co., 326 
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F.3d 339, 349 (2d Cir. 2003) (acknowledging as valid 
the plaintiff TPPs’ argument that the defendant 
pharmaceutical company’s “fraud directly caused 
economic loss to them as purchasers, since they would 
not have bought Defendants’ product, rather than 
available cheaper alternatives, had they not been 
misled by Defendants’ misrepresentations”) (emphasis 
added). 

(iii)  Quantifying the Fraud 

As discussed in the Findings of Fact, the Court 
accepts Dr. Rosenthal’s analysis of the percentage of 
Neurontin prescriptions caused by defendants’ off-
label promotion. By indication, those percentages are 
as follows: (1) bipolar disorder: 99.4%; (2) neuropathic 
pain: 70%; (3) migraine: 27.9%; (4) doses over 1800 
mg/day: 37.5%. (TX 405-K.) These percentages were 
translated into dollar amounts by plaintiffs’ expert, 
Dr. Hartman, and the Court accepts his calculations 
as limited by the Court’s findings with respect to the 
time periods during which defendants violated the 
UCL. 

Defendants claim the Second Circuit’s decision in 
Eli Lilly makes it impermissible for the Court to 
award damages in this case. Eli Lilly found that a 
proposed class should not have been certified because 
plaintiffs could not prove their theory of injury using 
generalized proof. 620 F.3d 121, 2010 WL 3516183,  
at *9-*14. Pfizer’s position is that by admitting Dr. 
Rosenthal’s and Dr. Hartman’s testimony the Court is 
permitting plaintiffs to establish their injury through 
“generalized proof.” However, Pfizer is gilding the 
Lilly. The instant case is not a class action and is 
therefore distinguishable from Eli Lilly. Moreover, 
while the testimony of Dr. Rosenthal and Dr. Hart-
man was allowed in for the purpose of quantifying the 
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defendants’ fraud, the Court has found, that plaintiffs 
established individualized reliance by Kaiser’s DIS on 
Pfizer’s misrepresentations, thereby eliminating the 
concerns expressed by the Second Circuit about the 
many variables that affect an individual physician’s 
prescriptions. Id. at *10. Indeed, the Second Circuit 
allowed the so-called “quantity effect theory” to go 
forward for consideration with respect to individual 
TPPs. 

C. Restitution 

The California UCL empowers courts to “restore to 
any person in interest any money or property, real or 
personal, which may have been acquired by means  
of such unfair competition.” Cal. Bus. & Prof. Code  
§ 17203. Under the UCL, Kaiser can recover amounts 
it paid for Neurontin as a result of defendants’ unlaw-
ful, unfair, or fraudulent conduct even if Kaiser 
purchased the drug through a wholesaler or other 
intermediary rather than directly from the defend-
ants. See Shersher v. Superior Court, 65 Cal. Rptr. 3d 
634, 638-41 (Cal. Ct. App. 2007) (citing Hirsch v. Bank 
of America, 132 Cal. Rptr. 220 (Cal. Ct. App. 2003)). A 
federal district court has written that “the goal of 
restitution is to restore the status quo ante as nearly 
as possible.” Tomlinson v. Indymac Bank, F.S.B., 359  
F. Supp. 2d 891, 893-94 (N.D. Cal. 2005) (citations 
omitted). 

Under the California UCL, the “court’s discretion is 
very broad” as to the remedy it awards, Cortez v. 
Purolator Air Filtration Prods. Co., 999 P.2d 706, 717 
23 Cal. 4th 163, 180 (2000), and the standard of  
proof for a damages determination is “patently less 
stringent” than the requirements for standing under 
the UCL. McAdams v. Monier, Inc., 105 Cal. Rptr. 3d 
704, 715 (Cal. Ct. App. 2010). However, an award of 
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restitution must not be “arbitrary and capricious,”  
see People v. Fortune, 28 Cal. Rtpr. 3d 872, 874 (Cal. 
Ct. App.2005), and there must be some support in the 
record for a restitution award. See Colgan v. 
Leatherman Tool Group, Inc., 38 Cal. Rptr. 3d 36, 63 
(Cal. App. Ct. 2006). 

Because PMG physicians would likely have pre-
scribed alternative medication to their patients had 
they not prescribed Neurontin, I conclude that the 
appropriate measure of plaintiffs’ damages is the 
difference between the cost of Neurontin and the cost 
of the cheaper and more optimal drug that would have 
been prescribed. I rely on the list of medications that 
Kaiser considered cheaper and more optimal than 
Neurontin as the alternative medications that would 
have been prescribed the Health Plan members but for 
the defendants’ fraud. Defendants argue that efficacy 
is a patient-specific issue. For example, they point out 
that while tri-cyclic anti-depressants are generally 
effective for the treatment of pain, they fail for certain 
patients and can have unpleasant side effects. (See 
Trial Tr. vol. 17, 28, 37, 47, 55-57; Trial Tr. vol. 18, 21-
22.) They argue that Neurontin will be better tolerated 
by some patients because it is not metabolized by the 
liver, is not protein-bound in the blood, and does not 
interact with other drugs. Even if true, Kaiser has 
proven that other drugs are equally or more effective 
and much cheaper, and would likely have been the 
first line of treatment if the truth about Neurontin’s 
efficacy had been known. Moreover, Neurontin has its 
own drawbacks; that is, depression with or without 
suicidal ideation in some patients. 

Based on Dr. Hartman’s calculations, the Court will 
award the following restitution to the plaintiffs:  
(1) bipolar disorder: $18,541,526; (2) neuropathic pain: 
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$41,579,607; (3) migraine: $1,288,141; (4) doses greater 
than 1800 mg/day: $4,009,145. This totals $65,418,419. 

In California, “[e]very person who is entitled to 
recover damages certain, or capable of being made 
certain by calculation, and the right to recover which 
is vested in him upon a particular day, is entitled to 
recover interest thereon from that day.” Cal. Civil 
Code § 3287(a). Prejudgment interest, as provided by 
California law, is a recoverable component of resti-
tution in a UCL action. See Ballard v. Equifax Check 
Servs., 158 F. Supp. 2d 1163, 1176-77 (E.D. Cal. 2001); 
Irwin v. Mascott, 112 F. Supp. 2d 937, 956 (N.D. Cal. 
2000). On a UCL claim, the applicable rate of interest 
is 7% per annum. See Cal. Const., Art. XV § 1 (“In the 
absence of the setting of such rate by the legislature, 
the rate of interest on any judgment rendered in any 
court of the state shall be 7 percent per annum.”); see 
also Pro Value Props., Inc. v. Quality Loan Serv. Corp., 
88 Cal. Rptr. 3d 381, 384 (Cal. Ct. App. 2009). After 
adding prejudgment interest to the award at the 
statutorily determined rate of 7% per annum, the 
restitution totals are as follows: (1) bipolar disorder-
$26,150,953; (2) neuropathic pain-$61,596,338; (3) 
migraine-$1,949,431; (4) doses greater than 1800 
mg/day-$5,589,796. This totals $95,286,518. 

III.  ORDER 

The Court finds the defendants liable under the 
California Unfair Competition Law for conduct related 
to the following off-label conditions: (1) bipolar dis-
order; (2) neuropathic pain; (3) migraine; and (4) doses 
greater than 1800 mg/day. 
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The Court orders defendants to pay restitution to 
the Kaiser Foundation Health Plan in the amount of 
$95,286,518.25 

/s/ PATTI B. SARIS 
PATTI B. SARIS 
United States District Judge 

                                                 
25 Because this figure reflects the same damage claims encom-

passed by the jury claim, it will not be added to the jury verdict. 
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MEMORANDUM AND ORDER 

SARIS, District Judge. 

After a five-week trial in which 40 witnesses testi-
fied and more than 400 exhibits were admitted into 
evidence, this Court issued an 143-page opinion find-
ing that defendants engaged in fraudulent business 
acts or practices under California’s Unfair Competi-
tion Law and awarded plaintiffs $95,286,518 in 
restitution. In re Neurontin Mktg. & Sales Practices 
Litig., 748 F. Supp. 2d 34 (D. Mass. 2010) (hereinafter 
“Findings”). Judgment was entered on February 22, 
2011 (Docket No. 3326). 

Defendants have filed a Motion for Amended and 
Additional Findings pursuant to Fed.R.Civ.P. 52(b) 
(Docket No. 3364). The Court ALLOWS IN PART and 
DENIES IN PART defendants’ motion for amended 
and additional findings. The Court writes now to 
address several issues that were not fully developed  
at trial and were flagged in post-judgment briefing. 
Defendants requested certain other clarifications, 
which, where useful, are incorporated in an amended 
findings of fact and conclusions of law issued with this 
order. 

DISCUSSION 

Federal Rule of Civil Procedure 52(b) provides that 
“[o]n a party’s motion filed no later than 10 days after 
entry of judgment, the court may amend its findings-
or make additional findings-and may amend the judg-
ment accordingly.” Fed. R. Civ. P. 52(b). Rule 52(b) 
motions are designed “to correct, clarify, or amplify the 
findings.” 9 J. Moore et al., Moore’s Federal Practice 
§ 52.60[3] (3d ed. 2011). However, a party may not 
utilize a Rule 52(b) motion to assert new theories not 
raised at trial, or “to rehash old arguments already 
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considered and rejected by the trial court.” Nat’l Metal 
Finishing Co., Inc. v. BarclaysAmerican/Commercial, 
Inc., 899 F.2d 119, 123 (1st Cir. 1990). Ultimately, the 
decision to grant or deny a motion to amend lies within 
the discretion of the Court. Sequa Corp. v. GBJ Corp., 
156 F.3d 136, 143 (2d Cir. 1998) (citing Zenith Radio 
Corp. v. Hazeltine Research, Inc., 401 U.S. 321, 331, 91 
S. Ct. 795, 28 L. Ed. 2d 77 (1971)). 

A. Kaiser’s Corporate Structure 

Defendants state that, because Kaiser Foundation 
Health Plan’s subsidiaries are not named as parties to 
the complaint, the parent health plan has no standing 
to recover restitution on their behalf. 

This issue was raised prior to trial in an objection 
filed by defendants. (Docket No. 2538 at 7.) The Court 
addressed the issue before the trial began, but counsel 
for Kaiser assured the Court that it was not necessary 
to explicitly join the subsidiaries as named parties 
because the “testimony will clearly show . . . 
contracting, purchasing is all from the parent com-
pany” and accordingly the parent had standing to 
recover damages for prescriptions written to subsidi-
ary members. (Trial Tr. vol. 1, 26-27, Feb. 22, 2010.) 
Kaiser’s counsel now concedes that her statement 
regarding purchasing was a mistake, and that in fact 
Kaiser Foundation Health Plan only performs con-
tracting, as opposed to purchasing, for the subsidiar-
ies. In post-trial briefing, defendants raised the issue 
in a footnote buried among a multitude of arguments 
that they pursued more zealously. (See Docket No. 
2808-3 at 2 n.1.) It is only now, after judgment, that 
the issue has been pressed wholeheartedly. Indeed, it 
was only after the Court issued an order requesting 
further briefing on the issue that either party provided 
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tronic Order, July 18, 2011.) 

To address this issue, the Court must fully address 
the relationship between Kaiser Foundation Health 
Plan and its wholly-owned regional subsidiaries. 
Kaiser Foundation Health Plan is the parent corpora-
tion of six regional health plans: Kaiser Foundation 
Health Plan of Colorado; 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. Kaiser Foundation Health Plan 
directly provides medical coverage to beneficiaries in 
California and Hawaii. Although the regional health 
plans were not named plaintiffs in the complaint, 
plaintiffs alleged: “As of December 2004, Kaiser Foun-
dation Health Plan, Inc. had 8.2 million members in 
nine states and the District of Columbia, with over 6 
million members in California. The remaining mem-
bers are in Colorado, Georgia, Maryland, Virginia, 
Oregon, Washington, Hawaii, Ohio and the District of 
Columbia.” (Third Amended Compl. ¶ 7 (Docket No. 
583).) 

The question here is whether Kaiser Foundation 
Health Plan, as the parent company, has standing to 
recover damages suffered by its subsidiaries, and if 
not, whether the subsidiaries may now be joined as 
parties to this case. 

The Supreme Court has held, in the context of a 
challenge to California’s tax statutes, that a parent 
company does have Article III standing on the basis of 
injury to a subsidiary. Franchise Tax Bd. of Calif. v. 
Alcan Aluminium Ltd., 493 U.S. 331, 335-36, 110 S. 
Ct. 661, 107 L.Ed.2d 696 (1990). The Court then 
addressed nonconstitutional prudential considerations, 
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which require that “the plaintiff generally must assert 
his own legal rights and interests, and cannot rest his 
claim to relief on the legal rights or interests of third 
parties.” Id. at 337, 110 S. Ct. 661 (citing Warth v. 
Seldin, 422 U.S. 490, 499, 95 S. Ct. 2197, 45 L. Ed. 2d 
343 (1975)). 

As to prudential standing, courts look to a related 
principle of corporate law called the shareholder 
standing rule. Id. at 336-37, 110 S. Ct. 661. Generally, 
“a shareholder of a corporation possesses no personal 
or individual right of action for injury to the corpora-
tion, even an injury which reduces the corporation’s 
net worth, because the injury suffered by the share-
holder is merely incidental to the injury suffered by 
the corporation.” Resolution Trust Corp. v. Fleischer, 
848 F. Supp. 917, 922-23 (D. Kan. 1994) (citing K-B 
Trucking Co. v. Riss Int’l Corp., 763 F.2d 1148, 1154 
n.7 (10th Cir. 1985)). This rule is still applicable when 
the plaintiff is the sole stockholder of the injured 
corporation. See, e.g., Canderm Pharmacal, Ltd. v. 
Elder Pharms., Inc., 862 F.2d 597, 603 (6th Cir. 1988). 
More specifically, “[w]rongdoing to a subsidiary does 
not confer standing upon the parent company, even 
where the parent is the sole shareholder of the subsid-
iary.” Tullett Prebon, PLC v. BGC Partners, Inc., No. 
09-cv-5365-SRC, 2010 WL 2545178, at *4 (D.N.J. June 
18, 2010); see also Aetna U.S. Healthcare, Inc. v. 
Columbia Cas. Co., No. 99-596, 1999 WL 554606, at  
*3 (E.D. Pa. July 20, 1999) (holding plaintiff company 
had no standing to bring suit based on harm to  
wholly owned indirect subsidiary); Diesel Sys., Ltd. v. 
Yip Shing Diesel Eng’g Co., 861 F. Supp. 179, 181 (E.D. 
N.Y. 1994) (holding that “[a] corporation does not 
have standing to assert claims belonging to a related 
corporation, simply because their business is inter-
twined”); Site Microsurgical Sys., Inc. v. Cooper Cos., 
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Inc., 797 F. Supp. 333, 338-39 (D. Del. 1992) (rejecting 
argument that parent company of subsidiary patent 
holder had standing to sue for infringement, even 
though parent argued that it effectively controlled 
patent and had suffered lost sales of its product as a 
result of the infringement). 

Under this line of cases, Kaiser Foundation Health 
Plan does not have standing to recover on behalf of the 
regional subsidiaries. However, it does have standing 
to sue on its own behalf, as it has directly incurred 77% 
of the losses. (Trial Exhibit (“TX”) 268.) 

To address this late-arising issue, Kaiser Founda-
tion Health Plan contends that this Court should join 
the six regional subsidiaries, pointing out that there is 
no prejudice to Pfizer from a post-judgment addition. 
Kaiser points out that there was extensive discovery 
and expert analysis of the subsidiaries. Federal Rule 
of Civil Procedure 21 states, “Misjoinder of parties is 
not a ground for dismissing an action. On motion or on 
its own, the court may at any time, on just terms, add 
or drop a party. The court may also sever any claim 
against a party.” Rule 21 “specifically permits a 
change in parties ‘at any stage in the action.’” 7 C. 
Wright, A. Miller, & M. Kane, Federal Practice and 
Procedure § 1688.1 (3d ed.2001). Courts have held that 
parties may be added after trial has concluded “to add 
a party who for some innocent reason has not been 
made a party to the action and whose presence is 
necessary or desirable.” Data Gen. Corp. v. Grumman 
Sys. Support Corp., 825 F. Supp. 340, 344 (D. Mass. 
1993); see also Du Shane v. Conlisk, 583 F.2d 965, 967 
(7th Cir. 1978) (holding that “a party can be added sua 
sponte by the court after judgment”). In fact, the 
Supreme Court added parties under Rule 21 on appeal 
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in Mullaney v. Anderson, 342 U.S. 415, 72 S. Ct. 428, 
96 L. Ed. 458 (1952), stating 

The addition of these two parties . . . can in no wise 
embarrass the defendant. Nor would their earlier 
joinder have in any way affected the course of  
the litigation. To dismiss the present petition and 
require . . . plaintiffs to start over in the (state 
court) would entail needless waste and runs coun-
ter to effective judicial administration. . . . 

342 U.S. at 417, 72 S. Ct. 428. However, courts typi-
cally deny a request that comes so late in the litigation 
that it will either delay the case or prejudice any of the 
parties to the action. See Zenith Radio Corp. v. Hazel-
tine Research, Inc., 395 U.S. 100, 110, 89 S. Ct. 1562, 
23 L. Ed. 2d 129 (1969). 

In Ohio Cellular Products Corp. v. Adams USA,  
Inc., 175 F.3d 1343, 1348 (Fed. Cir. 1999), the Federal 
Circuit noted that it is an “uncommon situation where 
an individual is sought to be added as a party after 
entry of judgment.” Ohio Cellular involved an award 
of attorney’s fees to third-party plaintiffs, who sought 
post-judgment to amend their third-party complaint to 
add the sole shareholder of Ohio Cellular as a third-
party defendant and to amend the judgment so as to 
subject the shareholder to individual liability for fees. 
The Federal Circuit found that because the share-
holder would not suffer undue prejudice if added as a 
party, the district court did not abuse its discretion by 
allowing joinder. See id. at 1349. Ohio Cellular was 
reversed by the Supreme Court because the district 
court’s immediate amendment of the judgment to 
impose individual liability on the shareholder did not 
provide the shareholder with due process. Nelson v. 
Adams USA, Inc., 529 U.S. 460, 463, 120 S. Ct. 1579, 
146 L. Ed. 2d 530 (2000). However, the Federal Circuit’s 
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joinder is still good law. Here, there would be no such 
due process concerns because the subsidiaries have 
been deeply involved in litigation discovery, and have 
posed no objection to Kaiser’s representing them. 

Because a motion to join a party as a plaintiff also 
requires an amendment of the pleadings, some courts 
have held that the moving party must also satisfy the 
requirements of Federal Rule of Civil Procedure 15. 
See Insituform Techs., Inc. v. CAT Contracting, Inc., 
385 F.3d 1360, 1372 (Fed. Cir. 2004); Hinson v. 
Norwest Fin. South Carolina, Inc., 239 F.3d 611, 618 
(4th Cir. 2001). “[W]here the motion to amend comes 
after responsive pleadings have been served, the 
standard for adding a party is the same whether the 
motion is made under Rule 15 or Rule 21 because in 
both cases the moving party must demonstrate an 
absence of prejudice to the nonmoving party.” Data 
General, 825 F. Supp. at 344 (citing Kalman v. Berlyn 
Corp., 914 F.2d 1473, 1479 (Fed. Cir. 1990); Wright & 
Miller, 6 Federal Practice and Procedure § 1474 
(1986)). It is not clear if this case law applies where a 
court acts sua sponte. 

Defendants contend, however, that the subsidiaries 
may not be joined as plaintiffs under Rule 15 because 
post-trial Rule 15 motions may only be granted if the 
amendment concerns issues presented at trial by the 
consent of the parties. Rule 15(b) states: 

Amendments During and After Trial 

(1) Based on an Objection at Trial. If, at trial, a 
party objects that evidence is not within the issues 
raised in the pleadings, the court may permit the 
pleadings to be amended. The court should freely 
permit an amendment when doing so will aid in 
presenting the merits and the objecting party fails 
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to satisfy the court that the evidence would preju-
dice that party’s action or defense on the merits. 
The court may grant a continuance to enable the 
objecting party to meet the evidence. 

(2) For Issues Tried by Consent. When an issue 
not raised by the pleadings is tried by the parties’ 
express or implied consent, it must be treated in 
all respects as if raised in the pleadings. A party 
may move—at any time, even after judgment—to 
amend the pleadings to conform them to the 
evidence and to raise an unpleaded issue. But fail-
ure to amend does not affect the result of the trial 
of that issue. 

It is undisputed that the possibility of joinder of the 
regional subsidiaries as plaintiffs was not tried by con-
sent. Indeed, Kaiser never sought to join the regional 
subsidiaries prior to trial, and the defendants objected 
to any presentation of evidence relating to damages 
caused by Pfizer’s misrepresentations to Kaiser’s 
subsidiaries prior to trial. (Docket No. 2538.) Accord-
ingly, this Court cannot entertain a motion to amend 
under Rule 15(b)(2). However, courts have held that 
motions to amend pursuant to Rule 15(b)(1) are appro-
priate post-trial if no prejudice to the defendant would 
result. See, e.g., Hillburn v. Maher, 795 F.2d 252 (2d 
Cir. 1986) (“The import of Rules 15(a) and (b) 
combined is that . . . if the motion is made after trial, 
and the issues have not been tried with the express or 
implied consent of the parties, the motion may be 
granted if the party against whom the amendment is 
offered will not be prejudiced by the amendment and 
should be granted in the absence of such prejudice if 
the interests of justice so require.”); Annunziata v. 
City of New York, 575 F. Supp. 2d 491, 497 n.38 
(S.D.N.Y. 2008) (allowing in part a post-trial Rule 
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15(b)(1) motion to amend); Ragusa v. United Parcel 
Serv., 05-cv-6187-WHP, 2008 WL 4200288, at *2 
(S.D.N.Y. Sept. 12, 2008) (“Pursuant to Rule 15(b)(1) 
of the Federal Rules of Civil Procedure, the Court may 
permit the pleadings to be amended during or after 
trial if “a party objects that evidence is not within the 
issues raised in the pleadings. . . .”). The Court finds 
that the subsidiaries may be joined as plaintiffs under 
Rules 15 and 21, so long as there is no prejudice to the 
defendants. 

In determining whether Pfizer would be prejudiced 
by joinder of the Kaiser subsidiaries, the Court  
must consider “whether [the defendant] had a fair 
opportunity to defend and whether he could offer any 
additional evidence if the case were to be retried  
on a different theory.” Browning Debenture Holders’ 
Comm. v. DASA Corp., 560 F.2d 1078, 1086 (2d Cir. 
1977) (citing 3 Moore’s Federal Practice § 15.13(2) (2d 
ed. 1966)). Under this rationale, if Pfizer understood 
that the issue of the subsidiaries’ damages was before 
the Court and jury prior to trial, then there was no 
prejudice. Galindo v. Stoody Co., 793 F.2d 1502, 1513 
(9th Cir. 1986). I conclude that there would be no 
prejudice to Pfizer if the Court permitted joinder of the 
six regional subsidiary health plans. It has been clear 
since February 2005 that Kaiser Foundation Health 
Plan was pursuing damages on behalf of “8.2 million 
members in nine states and the District of Columbia.” 
(Docket No. 583.) Pfizer has not contended that it was 
not given access to discovery pertaining to the regional 
subsidiaries. A central argument made by Pfizer has 
consistently been that the regional subsidiaries made 
separate and independent formulary decisions regard-
ing Neurontin. Pfizer was provided with purchase 
data and plaintiffs’ expert’s analysis of the Neurontin 
purchases made by each region. (See, e.g., TX 268.) 
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Pfizer unquestionably understood throughout pretrial 
litigation and during the trial that the issue of 
damages to the subsidiaries was before the court and 
jury. Allowing joinder of the regional subsidiaries does 
not deprive defendants of the opportunity to present a 
different defense or submit different evidence at trial. 
Moreover, because the parties have proceeded with 
this case as though the subsidiaries’ damages were 
being pursued by Kaiser Foundation Health Plan, the 
logistics of joining the subsidiaries post-judgment are 
exceedingly simple. The total amount of restitution 
has already been determined, and there will be no 
further potential exposure for defendants. Any delay 
caused by joinder would be minimal. Kaiser Founda-
tion Health Plan and its subsidiaries may determine 
themselves how to divide the amount of restitution 
among the companies. The Court finds that joining the 
parties under Rule 21 would cause no prejudice to 
Pfizer. 

The Court does not envision a problem dividing up 
the restitution among the subsidiaries. To the extent 
there is prejudice to the subsidiaries on this issue, 
Pfizer does not have standing to assert it. The subsid-
iaries shall inform the Court within thirty days of any 
objections. 

Finally, Pfizer argues that the subsidiaries may not 
be joined as parties to this case because they will be 
time-barred. This argument has no merit. The First 
Circuit has held that the relation-back rule enunciated 
by Federal Rule of Civil Procedure 15(c) applies to 
plaintiffs added pursuant to Rule 21. Young v. Lepone, 
305 F.3d 1, 14 (1st Cir. 2002) (“Although the text of 
Rule 15(c)(3) seems to contemplate changes in the 
identity of defendants, we have recognized that the 
rule can be applied to amendments that change the 
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identity of plaintiffs.” (citing Allied Int’l, Inc. v. Int’l 
Longshoremen’s Ass’n, 814 F.2d 32, 35 (1st Cir. 1987))). 
“Thus, if the prerequisites prescribed in Rule 15(c) 
have been met, the addition of a party under Rule 21 
should relate back and prevent the successful interpo-
sition of a statute of limitations defense.” 7 Wright  
& Miller, Federal Practice & Procedure § 1688 (3d 
ed.2001). 

Relation back is dependent upon four factors, all 
of which must be satisfied: (1) the basic claim 
must have arisen out of the conduct set forth in 
the original pleading; (2) the party to be brought 
in must have received such notice that it will not 
be prejudiced in maintaining its defense; (3) that 
party must or should have known that, but for a 
mistake concerning identity, the action would 
have been brought against it; and (4) the second 
and third requirements must have been fulfilled 
within the prescribed limitations period. 

Schiavone v. Fortune, 477 U.S. 21, 29, 106 S. Ct. 2379, 
91 L. Ed. 2d 18 (1986). There can be no dispute that 
the subsidiaries’ claims arose out of the conduct set 
forth is Kaiser Foundation Health Plan’s complaint. 
As the Court concluded in its findings of fact, each 
regional subsidiary contracted with a Permanente 
Medical Group that relied on monographs from 
Kaiser’s central Drug Information Service in making 
formulary decisions. Pfizer’s misrepresentations to the 
Drug Information Service, along with its suppression 
of negative clinical trials involving Neurontin, thereby 
affected each of the regional subsidiaries in the same 
way they affected Kaiser Foundation Health Plan. In 
addition, the Court has already found that Pfizer will 
not be prejudiced by joinder or relation back. The sub-
sidiaries may only assert claims under the federal 
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RICO statute and the California Unfair Competition 
Law. Pfizer will face no additional liability, as the 
extent of damages and restitution have already been 
determined by the jury and this Court. Under the 
standard set out by the Supreme Court in Schiavone, 
the regional subsidiaries can satisfy the requirements 
of Rule 15(c), and their claims are not time-barred. 

Joinder of the regional subsidiaries does not affect 
the Court’s choice of law analysis. See Findings at  
126-30. The Court focused on Kaiser’s Drug Inform-
ation Service’s reliance on Pfizer’s misrepresentations. 
Because the Drug Information Service is located in 
California, the Court found that it was appropriate to 
apply the UCL to all of plaintiffs’ claims. 

In the interests of justice, the Court will join the six 
regional subsidiaries as plaintiffs unless they object 
within THIRTY days of the date of this order. 

B. ICD-9 Codes for Bipolar Disorder 

Defendants claim that the Court failed to recognize 
that plaintiffs’ causation and damages evidence was 
not specific to bipolar disorder, as opposed to other 
mood disorders for which plaintiffs presented no 
evidence of inefficacy or injury. 

In her analysis, plaintiffs’ causation expert, Dr. 
Meredith Rosenthal, included eleven distinct “ICD-9” 
codes, which are developed by the World Health 
Organization and used to classify diagnoses. The codes 
included by Dr. Rosenthal are: (1) affective psychoses 
unspecified; (2) major depressive disorder, single 
episode; (3) major depressive disorder, recurring;  
(4) bipolar affective disorder, manic; (5) bipolar affective 
disorder, depressed; (6) bipolar affective disorder, 
mixed; (7) bipolar affective disorder, unspecified;  
(8) manic-depressive psychosis, other and unspecified; 
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(9) neurotic depression; (10) brief depressive reaction; 
(11) depressive disorder, not elsewhere classified. (TX 
405-N.) She limited the universe of data for the ICD-9 
codes to those prescriptions that were written by 
psychiatrists. (Trial Tr. vol. 11, 18, Mar. 8, 2010.) Dr. 
Rosenthal was given this group of ICD-9 codes by 
counsel for Kaiser. (See TX 405-N (listing “ICD9 Code 
Categorization,” “[a]s provided by counsel.”)) Indeed, 
Dr. Rosenthal explained on cross-examination that the 
category she refers to as “bipolar” includes other affec-
tive disorders such as depression. (Trial Tr. vol. 11, 84-
85.) Specifically, six of the ICD-9 codes expressly refer 
to bipolar disorder, and five to depression. (Id. at 92.) 

In post-judgment briefing, defendants argue vigor-
ously that because plaintiffs have not proven that 
there is no scientifically accepted evidence showing 
that Neurontin is ineffective in the treatment of 
depression, they should not be awarded damages for 
prescriptions written under the depression ICD-9 
codes. To begin with, it bears remembering that it is 
illegal to market Neurontin for depression, an off-label 
indication. Moreover, there is undisputed evidence 
that Neurontin exacerbates depression; it does not 
treat it. (See, e.g., TX 207 at 117 (FDA Medical-
Statistical Review finding that, in patients taking 
Neurontin, depression “may become worse and require 
intervention or lead to suicide”); TX 507 at 2 (Neuron-
tin label including information about depression and 
“suicide gesture” as adverse events observed during 
clinical trials); Trial Tr. vol. 13, 69, 71, Mar. 10, 2010 
(testimony of plaintiffs’ expert, Dr. Curt Furberg, 
stating that the data show “a 65 percent increase  
in risk of depression with the drug compared to 
placebo”).) Therefore, there is quite a bit of evidence 
that Neurontin is ineffective in treating depression. 
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Even if this were not so, Dr. Rosenthal’s method-

ology is reliable because her calculation of the percent-
age of Neurontin prescriptions written to treat bipolar 
disorder (as calculated using the ICD-9 codes listed 
above) is quite close to Pfizer’s own estimate in 2000 
(14.7%) of the percentage of Neurontin prescriptions 
for bipolar and schizoaffective disorders. (See TX 143 
at 14.) Pfizer found that bipolar disorders alone 
accounted for 12.7% of Neurontin prescriptions, which 
is close to Dr. Rosenthal’s estimate. (Id.) 

Second, defendants challenge one of the important 
assumptions underlying Dr. Rosenthal’s causation 
analysis with respect to bipolar disorder: namely, that 
but for defendants’ fraudulent promotion of Neurontin 
for the treatment of bipolar disorder, Pfizer would not 
have promoted Neurontin to psychiatrists at all 
during the period in question. (Trial Tr. vol. 11, 18.)  
In 1999, Dr. Atul Pande, a Parke-Davis employee, 
published an article in the Journal of Clinical Psycho-
pharmacology entitled “Treatment of Social Phobia 
with Gabapentin: A Placebo-Controlled Study.”1 This 
article stated that “[i]n clinical studies of patients with 
epilepsy, gabapentin produced improvements in mood 
and general well-being.” (TX 1324 at 342.) Defendants 
argue that the positive results of the social phobia 
study provided Pfizer with a non-fraudulent basis 
upon which to promote Neurontin to psychiatrists. 
The marketing evidence admitted at trial proves that 
Pfizer’s interest in off-label marketing to psychiatrists 

                                            
1 Social phobia is a disease where people are very afraid of 

social situations. It “is a potentially disabling condition where 
patients may not be able to interact [with others].” (Trial Tr. vol. 
5, 28.) Social phobia is distinct from bipolar disorder, but may in 
some patients be comorbid (meaning co-existing) with bipolar 
disorder. (Id. at 29.) 
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was much more focused on bipolar disorder than social 
phobia. Any marketing to psychiatrists on the use  
of Neurontin to treat social phobia was de minimis. 
Therefore, the assumption used in Dr. Rosenthal’s 
bipolar analysis was valid. Moreover, Dr. Rosenthal 
explicitly excluded the ICD-9 codes for social phobia, 
panic disorder and anxiety disorders. (See id. (exclud-
ing ICD-9 code 300.0 (Anxiety States) and ICD-9 code 
300.2 (Phobic States)).) 

C. Pfizer’s Marketing to Neurologists 

The Court previously found that Pfizer mailed a 
March 1999 issue of Progress in Neurology to “all 
neurologists practicing the United States.” Findings at 
47. In making that finding, the Court mistakenly 
referred to a trial exhibit that discusses four separate 
mailings of different Progress in Neurology articles 
that were published in 2000. (See TX 92.) The Court 
now amends its findings to reference the correct trial 
exhibit, which proves that defendants mailed the 
March 1999 copy of Progress in Neurology to all 
neurologists practicing in the United States. (See  
TX 139 at 11657 (listing as a “1999 Key Strateg[y],” 
“Dannemiller CME Pain supplements mailed to 
universe of Neurologists and Anesthesiologists”).) 

ORDER 

Based on the foregoing reasons, the Court DENIES 
IN PART defendants’ motion for amended and 
additional findings (Docket No. 3364), and ALLOWS 
IN PART as to those alterations included in the accom-
panying amended findings of fact and conclusions of 
law. 

/s/ Patti B. Saris 
PATTI B. SARIS 
United States District Judge 



238a 
APPENDIX F 

UNITED STATES DISTRICT COURT 
DISTRICT OF MASSACHUSETTS (BOSTON) 

CIVIL DOCKET FOR CASE #1:04-CV-10981-PBS 

Harden Manufacturing 
Corporation v. Pfizer, Inc. et al 

Assigned to: Judge Patti B. 
Saris 

Referred to: Ch. Magistrate 
Judge Leo T. Sorokin 

Case in other court: 

First Circuit, 11-01516 

First Circuit, 11-01595 

First Circuit, 11-01806 

First Circuit, 11-01904 

First Circuit, 11-02096 

Judicial Panel on Multidistrict 
Litigation, MDL 1629 

Cause: 18:1962 Racketeering 
(RICO) Act 

Date Filed: 
05/14/2004 

Jury Demand: 
Both 

Nature of Suit: 

890 Other 
Statutory 
Actions 

Jurisdiction: 
Federal Question 

 

Date Filed Docket Text 

07/07/2011 Judge Patti B. Saris: ELECTRONIC 
ORDER entered DENYING 3366 
Motion for Judgment as a Matter of 
Law. “DENIED”. (Anderson, 
Jennifer) (Entered: 07/07/2011) 

 



239a 

 

APPENDIX G 

UNITED STATES DISTRICT COURT 
DISTRICT OF MASSACHUSETTS. 

———— 

MDL No. 1629 
Civil Action No. 04-cv-10981-PBS 

———— 

IN RE NEURONTIN MARKETING AND 
SALES PRACTICES LITIGATION 

———— 

This Document Relates To: 

HARDEN MANUFACTURING CORPORATION; LOUISIANA 
HEALTH SERVICE INDEMNITY COMPANY D/B/A BLUE 

CROSS/BLUE OF LOUISIANA; INTERNATIONAL UNION OF 
OPERATING ENGINEERS, LOCAL NO. 68 WELFARE FUND; 
ASEA/AFSCME LOCAL 52 HEALTH BENEFITS TRUST; 
GERALD SMITH; AND LORRAINE KOPA, ON BEHALF OF 
THEMSELVES AND ALL OTHERS SIMILARLY SITUATED, 

v. 
PFIZER, INC. AND WARNER-LAMBERT COMPANY. 

———— 

Dec. 10, 2010 

———— 

MEMORANDUM AND ORDER 

SARIS, District Judge. 

I. INTRODUCTION 

Plaintiffs Harden Manufacturing Corporation 
(“Harden”), Louisiana Health Service Indemnity 
Company d/b/a Blue Cross/Blue Shield of Louisiana 
(“BCBSLA”), International Union of Operating 
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Engineers, Local No. 68 Welfare Fund (“Local No. 
68”), ASEA/AFSCME Local 52 Health Benefits Trust 
(“ASEA”), Gerald Smith and Lorraine Kopa, collectively 
the Class Plaintiffs, bring this case against Pfizer, 
Inc. and Warner-Lambert Company on behalf of 
themselves and all others similarly situated, alleging 
violations of the Racketeer Influenced and Corrupt 
Organizations Act, 18 U.S.C. § 1962(c) (Claims 1-2); 
the New Jersey Consumer Fraud Act, N.J. Stat. Ann. 
§ 56:8-1 et seq. (Claim 3); and making claims for 
common law fraud (Claim 4) and unjust enrichment 
(Claim 5). 

Defendants moved for summary judgment [Docket 
No. 1689] on four grounds: (1) that plaintiffs have 
failed to create a triable issue of fact as to causation; 
(2) that plaintiffs have failed to raise a triable issue 
of fact as to whether or not Neurontin is ineffective 
for the relevant off-label uses; (3) that plaintiffs have 
failed to create a triable issue of fact as to whether 
Defendants misrepresented Neurontin’s effectiveness 
with scienter; and (4) that plaintiffs lack standing. 

In January of this year, the Court issued an 
opinion with respect to the Coordinated Plaintiffs in 
this case allowing in part and denying in part 
defendants’ motion for summary judgment. See In re 
Neurontin Mktg. & Sales Practices Litig., 677 F. Supp. 
2d 479 (D. Mass. 2010). In the time since defendants’ 
motion for summary judgment was filed, the Court 
also held a bellwether trial in the case brought by 
Kaiser Foundation Health Plan, one of the Coordin-
ated Plaintiffs. (See Jury Verdict, Docket No. 2760.) 
On November 3, 2010 the Court issued Findings of 
Fact and Conclusions of Law in that case. Kaiser 
Foundation Health Plan, Inc. v. Pfizer, Inc., 748  
F. Supp. 2d 34, 2010 WL 4325225 (D. Mass. Nov. 3, 
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2010). The Court made findings regarding Neuron-
tin’s efficacy for off-label indications, among other 
things.1 

After a hearing and review of the extensive record, 
the Court ALLOWS the defendants’ motion for sum-
mary judgment with respect to all Class Plaintiffs 
except individual consumer plaintiffs Gary Varnam 
and Jan Frank Wityk. 

II. BACKGROUND FACTS 

This Court has written extensively about the facts 
of this case and assumes the parties’ familiarity with 
the facts. See In re Neurontin, 677 F. Supp. 2d at 485; 
Kaiser, 748 F. Supp. 2d 34, 2010 WL 4325225. Those 
facts relevant to causation will be described more 
fully here.2 

A. Individual Consumer Plaintiffs 

1. Gary Varnam 

Gary Varnam suffers from bipolar disorder and 
received numerous prescriptions for Neurontin over a 
period of more than three years. (See Class Pl.’s 
Statement of Disputed and Undisputed Material 
Facts in Opp’n to Def.’s Mot. Summ. J. (“Pl.’s SOF”) 
¶ 193.) Varnam testified that Neurontin was “com-
pletely ineffective in treating my bipolar disorder” and 
“gave me no benefit.” (Id.) 

Varnam was first prescribed Neurontin by Dr. 
John Arness in February 2001, after asking if there 

                                            
1 However, the Court reserves judgment as to which issues 

are governed by the doctrine of issue preclusion. 
2 The facts as recited here generally make all reasonable 

inferences in favor of the non-moving party and, unless noted, 
are undisputed. 
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were alternatives to Tegretol, a medication that 
requires patients to undergo frequent blood and  
liver function testing. (Id. ¶¶ 193-94.) Dr. Arness 
testified that he learned Neurontin could be used to 
treat bipolar disorder 10 or 15 years ago “[t]hrough 
readings and association with other doctors.” (James 
Decl., Ex. 9 at 23.) He also testified that he had 
prescribed Neurontin to at least 10 to 20 patients 
with mild bipolar symptoms and that “the anti-
convulsants are widely known and widely accepted as 
a treatment for bipolar disorder, and Neurontin is in 
that category.” (Id. at 23-24.) Medical records kept by 
Dr. Arness indicated that Varnam was “feeling good 
and wants to continue [Neurontin]” during the time 
period in question. (Id. at 39, 42.) In addition, Dr. 
Arness stated that he could not recall being detailed 
on Neurontin by a Parke-Davis or Pfizer sales 
representative between 2000 and 2008. (Id. at 65.) 

Plaintiffs have submitted evidence that Dr. Arness 
was detailed in September 1999 by a Parke-Davis 
sales representative, Laurie Winslow, with whom  
he discussed Neurontin’s use for psychiatric dis-
orders. (Pl.’s SOF ¶ 195 (citing Rona Decl., Ex. 376).) 
Later that month, Dr. Arness received a Medical 
Information Request or “Dear Doctor” letter from 
Parke-Davis concerning “treatment of bipolar 
depression and mood disorder.” (Rona Decl., Ex. 86.) 
This letter described favorable evidence about 
Neurontin’s use for mood disorder, including an 
article published in February 1996 in Progress in 
Neuro-Psychopharmacology and Biological Psychiatry 
by three members of Parke-Davis’s department of 
Central Nervous System Clinical Research and 
Development. This article, titled “Effect of Gaba-
pentin (Neurontonin® [sic]) on Mood and Well-Being 
in Patients with Epilepsy,” (the “Dimond article”) 
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claimed that five epilepsy trials studying Neurontin 
showed that Neurontin had beneficial effects on 
mood. See Kaiser, 2010 WL 4325225, at *13. However, 
in 1992 the FDA examined the same five epilepsy 
trials as part of its medical statistical review of 
Neurontin, and determined that, for some patients, 
Neurontin increased the risk of depression, with or 
without suicidal ideation. See id. at 40-41, at *4. 

The Dear Doctor letter also omitted information 
about the negative results of three double-blind, 
randomized controlled trials (“DBRCTs”) studying 
the use of Neurontin to treat bipolar disorder. First, 
it omitted the negative results of a bipolar trial 
conducted by Dr. Atul Pande, a Parke-Davis em-
ployee. The Pande trial, the results of which were 
available to the defendants by July 1998, found  
that a placebo outperformed Neurontin in treating 
patients’ mania, and showed no statistically sig-
nificant difference between Neurontin and placebo for 
use in treating depression. Second, the letter omitted 
the Frye trial, which was an independent crossover 
study conducted between 1997 and 1999 that com-
pared Neurontin to the drug Lamotrigine and placebo 
in the treatment of refractory, or difficult to treat, 
bipolar disorder. The Frye trial found that Lamo-
trigine outperformed both Neurontin and placebo, 
and that there was no statistically significant 
difference between Neurontin and placebo. Interim 
results of the Frye trial were presented, in part, at 
meetings of the American Psychiatric Association  
in 1997 and 1998. Finally, the letter omitted the 
negative results of the Guille trial, which was also a 
DBRCT that compared Neurontin to placebo in 
treating refractory bipolar disorder. The trial invest-
igators found no significant difference between 
Neurontin and placebo for treatment of either mania 
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or depression. Defendants received the results of the 
Guille trial in May 1999. See Kaiser, 2010 WL 
4325225, at **34-35. (See also Pl.’s SOF ¶¶ 14-16.) 

Prior to receiving this letter, Dr. Arness’s 
Neurontin prescriptions averaged a cost of $289 per 
month. In the two years after he received this letter, 
the average cost of his prescriptions increased to 
$3,486 per month, an 1100% increase. The change in 
Dr. Arness’s prescription behavior is detailed in a 
chart provided by Plaintiffs. 

(Id. ¶ 199.) 

 
Varnam was subsequently treated by Dr. Beverly 

Grimm, who continued to prescribe Neurontin for ten 
months before taking him off the drug. (Id. ¶ 201.) 

2. Jan Frank Wityk 

Jan Wityk also suffers from bipolar disorder, and 
her psychiatric symptoms included bouts of suicidal 
thoughts. (Id. ¶ 202.) Wityk took Neurontin for 
several years, but she testified that she “never got 
better.” (Id.) In December 1997, Wityk was treated by 
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Dr. Nagaveni Ragothaman, who suggested various 
drugs as potential treatments, including Zoloft  
and Ativan. Neurontin was not one of the drugs 
discussed, and at that point in time, Dr. Ragothaman 
had never prescribed Neurontin. (Id. ¶ 203.) 

Dr. Ragothaman testified that she did not recall 
having been detailed on Neurontin or attending con-
tinuing medical education events at which Neurontin’s 
off-label uses were discussed. (James Decl., Ex. 13 at 
88-93.) However, plaintiffs have presented evidence 
that Dr. Ragothaman was detailed at least three 
times by Parke-Davis representatives in 1999.  
On February 4, 1999, Dr. Ragothaman discussed 
Neurontin’s use in treating bipolar disorder with 
Parke-Davis sales representative Steve Alberti. On 
February 11, 1999, Dr. Ragothaman received the 
same Dear Doctor letter that Dr. Arness received. 
(Pl.’s SOF ¶ 206.) The letter omitted the negative 
data from the Pande clinical trial, which was known 
to the company for a year prior to sending the Dear 
Doctor letter. In September, 1999, Dr. Ragothaman 
received another Dear Doctor letter that failed to 
include the negative data from the Frye and Guille 
studies. 

In March 1999, Dr. Ragothaman prescribed 
Neurontin to Wityk. (Id. ¶ 209.) After receiving the 
Dear Doctor letters, Dr. Ragothaman’s prescriptions 
for Neurontin increased dramatically, as shown by 
the chart below. She continues to prescribe 
Neurontin to bipolar patients who suffer comorbid 
anxiety symptoms. (Ex. 13 at 31, 87-88.) 
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(Id.¶ 208.) 

Wityk was subsequently treated by Dr. Jerrold 
Gray, who continued to prescribe Neurontin to her 
and increased her daily dosage. (Id. ¶ 210.) Dr. Gray 
continued prescribing Neurontin to Ms. Wityk based 
on his “independent medical judgment that that was 
an appropriate treatment for her at that time” and on 
the fact that “she thought clearly that it was helping 
with her mood stability.” (James Decl., Ex. 14 at 54, 
57.) In addition, Dr. Gray made the following state-
ment: “I do not remember receiving any specific 
information about Neurontin from a drug rep. I’ve 
seen thousands of drug reps. It is possible that a drug 
rep provided information to me about Neurontin, but 
I would not make a decision solely upon a recommen-
dation from a drug rep.” (Id. at 109.) 

However, Wityk testified that Dr. Gray told  
her “that the drug reps were pleased with the off-
label success of Neurontin for people with bipolar 



247a 

 

disorder . . . [a]nd that I should give it some 
consideration and thought to changing medications 
as the drug representatives had seen amazing results.” 
(Pl.’s SOF ¶ 210.) Wityk went on to state that, after 
telling Dr. Gray that Neurontin was not helping her 
condition, Dr. Gray increased her dosage, telling her 
that “he had discussed the fact that I was not getting 
better on the Neurontin with the drug, specifically 
with the drug representative who told him that they 
just need to continue to titrate me to a higher dose.” 
(Id. ¶ 211.) This testimony, however, is disputed and 
likely inadmissible as hearsay.3 Wityk’s medical 
records indicate “patient reports significant benefits 
from the Neurontin but continues to have at least 
mild mood swings,” and that she needed to be 
reassured that Dr. Gray would continue to prescribe 
her Neurontin after he suggested the addition of 
Seroquel to her medication regimen. (James Decl., Ex. 
14 at 74, 78-79.) 

In September 2001, Dr. Gray discontinued pre-
scribing Neurontin to Wityk, and Wityk claims that 
“Neurontin was ineffective for the entire time that 
[she] was on it.” (Pl.’s SOF ¶ 211.) 

3. Jeanne Ramsey 

Jeanne Ramsey’s claims are based on allegedly 
fraudulent marketing of Neurontin for doses greater 
than 1800 mg/day, which is the maximum dose 
                                            

3 Plaintiffs claim that these statements are not hearsay 
because they are not offered for the truth of the matters 
asserted, but only to establish that Dr. Gray was exposed to 
Defendants’ marketing practices. This argument is unper-
suasive. Plaintiffs offer the statement to prove that a Pfizer 
sales representative made a fraudulent statement to Dr. Gray 
regarding high doses of Neurontin, and that Dr. Gray relied on 
that statement in prescribing Neurontin to Wityk. 
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recommended by the FDA. (Pl.’s SOF ¶¶ 694-705.) 
Ramsey suffered from Reflex Sympathetic Dystrophy 
(RSD), a chronic neuropathic pain condition, and  
was prescribed Neurontin at various doses during 
2000. During this time period, she sought treatment 
from two doctors: Dr. Rick Waldo and Dr. Robert 
Haynsworth. 

Dr. Waldo testified that he first prescribed Neurontin 
to Ramsey for neuropathic pain based on his 
independent medical judgment, which was informed 
by information in the clinical literature and con-
versations with neurologists. (James Decl., Ex. 18 at 
29, 43.) Although Dr. Waldo does generally remember 
being detailed on Neurontin (specifically after it went 
generic), he does not recall ever discussing Neuron-
tin’s off-label uses with a sales representative. (Id. at 
87-89.) 

Dr. Haynsworth, a pain specialist, also prescribed 
Neurontin to Ramsey. At the time Ramsey first 
visited Dr. Haynsworth, she had already been pre-
scribed Neurontin at a dose of 900 mg/day. (James 
Decl., Ex. 19 at 43-44.) Dr. Haynsworth increased her 
dose to 2400 mg/day on March 31, 2000. (Id. at 51.) 
He based this decision on “the scientific literature 
and [his] experiences and [his] judgment.” (Id. at 45.) 
By May 23, 2000, Ramsey reported an 80% reduction 
in her pain, and Dr. Haynsworth increased her dose 
to 3200 mg/day. (Id. at 50-51.) Later during 2000, 
Ramsey experienced weight gain as a side effect of 
Neurontin and reduced her daily dose to 1200 mg. 
She then reported that her pain had returned. (Id. at 
54-55.) Dr. Haynsworth testified that he thought 
Neurontin was an effective treatment for Ramsey 
“[b]ecause it seemed like when she stopped it, she got 
worse.” (Id. at 128.) Dr. Haynsworth stated that he 
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does not meet with pharmaceutical sales representa-
tives. (Id. at 15, 127 (stating that “we have sales reps 
come by all the time, but . . . I don’t talk to them”).) 

Plaintiffs claim that Dr. Haynsworth was in fact 
detailed on Neurontin on multiple occasions during 
this time period by Parke-Davis representatives. (Pl.’s 
SOF ¶¶ 695–97.) Plaintiffs have offered evidence that 
Dr. Haynsworth began prescribing more Neurontin 
after these detail visits. 

 
(Id.¶ 705.) There is no evidence that Ramsey’s other 
doctor, Dr. Waldo, was detailed on Neurontin in 2000. 

4. Gerald Smith 

Gerald Smith suffered from severe headaches and 
neuropathic pain. He took Neurontin over a period of 
two years and claims that his headaches never  
got better. (Pl.’s SOF ¶ 455.) Smith was prescribed 
Neurontin by neurologist Dr. Kylene Huler. Dr. 
Huler wrote in a letter to another doctor on August 
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14, 2001 that, after he began taking Neurontin, 
Smith’s “physical symptoms [had] improved to a 
degree where he was able to get himself off of his 
medication.” (James Decl., Ex. 2.) Dr. Huler testified 
that she prescribed Neurontin to Smith based on her 
clinical experience with using the drug off-label. 
(James Decl., Ex. 3 at 65.) She continued to prescribe 
the drug because it was helping to resolve Smith’s 
physical symptoms by eliminating painful tingling  
on the thighs and reducing the intensity of his 
headaches by 50%. (Id. at 66-67, 70.) 

Dr. Huler stated that no sales representative from 
Parke-Davis or Pfizer had ever discussed off-label 
uses of Neurontin with her, but that she did request 
literature about the use of Neurontin to treat off-
label conditions like post-herpetic neuralgia and 
migraine. (Id. at 86-87, 169.) Dr. Huler continues to 
prescribe Neurontin to patients because “it works 
and it’s very safe,” and it does not interact with other 
medications. (Id. at 40.) 

Plaintiffs offered evidence that Dr. Huler was 
detailed hundreds of times by various Parke-Davis 
and Pfizer representatives from 1996 through 2004. 
(Rona Decl., Ex. 423.) One sales representative wrote 
that “She is the Pfizer Queen (Zoloft, Neurontin) and 
she said as much.” (Pl.’s SOF ¶ 457.) 

5. Lorraine Kopa 

Lorraine Kopa suffered chronic neck and back pain 
after a car accident. She took Neurontin for six 
months but claims it did not alleviate her pain. (Pl.’s 
SOF ¶ 458.) Kopa was treated by Dr. Vithalbahai 
Dhaduk, who stated that he prescribed Neurontin to 
Kopa after several other treatment options had 
failed. (James Decl., Ex. 5 at 84-85.) He testified that 
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he based his decision to prescribe Neurontin on his 
clinical experience, which included 

using Neurontin in a[sic] comorbid conditions 
with partial epilepsy and the migraine, as well as 
comorbid condition with the partial epilepsy and 
the neuropathic pain, Neurontin was helping the 
patients to control or relieve the neuropathic 
pain, in addition to helping the seizures, and was 
relatively safe and patients were able to tolerate 
the medicine. 

(Id. at 86.) At the time of his deposition, he stated 
that he continues to prescribe Neurontin for pain. (Id. 
at 39, 49.) 

Dr. Dhaduk has met with sales representatives 
about Neurontin and has attended Neurontin-related 
events, but he testified that these meetings and 
events were all related to on-label uses of Neurontin. 
(Id. at 111-15, 124-26, 142-43, 180-81.) Plaintiffs point 
out that Dr. Dhaduk has served as a Neurontin 
speaker for Pfizer and has been paid for that work. 
(Rona Decl., Ex. 425 at 131-32, 135.) Defendants also 
paid Dr. Dhaduk to attend their conferences and 
consultant meetings. (See James Decl., Ex. 5 at 127-
28.) 

6. Carolyn Hollaway 

Carolyn Hollaway suffered from nociceptive pain, 
specifically chronic back pain resulting from a car 
accident. The accident caused inflammation and  
pain in her lower back, for which Dr. Greg Rogers 
prescribed her Bextra (another Pfizer drug later 
removed from the market) and Neurontin. (Pl.’s SOF 
¶ 465.) Hollaway claims that Neurontin was not 
effective for relieving her back pain. (Id.) 



252a 

 

Dr. Rogers testified in his deposition that his 
clinical experience plays a “tremendously important” 
role in his prescription decisions and that, for some  
of his patients, Neurontin has had “tremendous 
benefits.” (James Decl., Ex. 6 at 27-28, 35-36.) Dr. 
Rogers related one of his early experiences with 
Neurontin in 1994 or 1995 when he prescribed 
Neurontin to a patient to treat seizures and found 
that some of her other symptoms also improved. (Id. 
at 42-44.) After beginning to take Neurontin, 
Hollaway reported to Dr. Rogers that her symptoms 
had improved. (Id. at 62-63, 119-20; see also James 
Decl., Ex. 7.) 

Dr. Rogers testified that no sales representative 
had ever initiated a conversation with him about off-
label uses of Neurontin, but that he had asked for 
information about off-label uses. (James Decl., Ex. 6 
at 94-96.) Although Dr. Rogers testified that he had 
been prescribing Neurontin since 1994 or 1995, plain-
tiffs claim that he had never prescribed Neurontin 
before November 2002, the same month that he was 
first detailed by a Pfizer sales representative. (See 
Rona Decl., Exs. 433-34.) Plaintiffs allege that the 
following chart shows the changes in Dr. Rogers’s 
Neurontin prescription behavior. 
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(Pl.’s SOF ¶ 467.) 

B. Class TPP Plaintiffs 

1. Blue Cross Blue Shield of Louisiana 
(“BCBSLA”) 

BCBSLA is a nonprofit mutual company that in 
2003 covered over one million lives in Louisiana. 
BCBSLA used a pharmacy benefit manager (“PBM”) 
to process claims for prescription medications. (Pl.’s 
SOF ¶ 711.) From 1995 through 1998, Paid Prescrip-
tions, Inc. and National Rx Services, Inc. of Texas 
were the PBMs for BCBSLA. From 1998 through 
2004, Merck-Medco served as the PBM. (Id. ¶¶ 711-
12.) 

BCBSLA maintains an open formulary, meaning 
that “they pay for all FDA approved drugs regardless 
of the formulary status of the drug.” (Id. ¶ 719.) 
Neurontin was listed as a “preferred drug” on the 
BCBSLA formulary between 1998 and 2004, and was 
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not reviewed during that time period. (Id. ¶¶ 721, 
723, 738.) “BCBSLA has never considered excluding 
any drugs based on efficacy because it presumes that 
a drug is efficacious for its FDA approved indication.” 
(Id. ¶ 752.) Pfizer representatives such as Jennifer 
Comeaux, Cher Rezor, and Paula Roads directly 
marketed to BCBSLA during the relevant time 
period. Plaintiffs claim that BCBSLA “relies on all 
information it receives from drug manufacturers, 
including published data, sales and marketing 
information to be complete and truthful,” but they do 
not claim that BCBSLA relied on any specific 
fraudulent representations or omissions from Pfizer 
in choosing to keep Neurontin on the preferred tier of 
its formulary. (Id. ¶ 755.) 

Plaintiffs provided information about twenty- 
one physicians in Louisiana who wrote Neurontin 
prescriptions that were paid for by BCBSLA. (See  
id. ¶¶ 780-801.) Each physician was detailed on 
Neurontin, often for off-label indications, by sales 
representatives for Parke-Davis and Pfizer. In all of 
these cases, the physician either began prescribing 
Neurontin for the first time or drastically increased 
her prescriptions after these details. (Id.) 

For example, Dr. Timothy Best, a Lake Charles 
neurologist, was regularly detailed on Neurontin 
beginning in the fall of 1999. Sales representatives 
left “articles about off-label uses, cookies, and invita-
tions to CME programs and meetings.” During  
the four years after these Neurontin details began, 
his Neurontin prescriptions for BCBSLA patients 
increased fourteen-fold. (Id. ¶ 784.) 

In addition, Dr. Carolyn Baker, a Baton Rouge 
neurologist, was regularly detailed on Neurontin 
beginning in March of 1999. Defendants’ call notes 
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indicate that she was invited to CMEs as well as 
speaker’s bureaus, given samples and “sweets.” Her 
prescriptions for Neurontin steadily increased from 
1999 through 2002. (Id. ¶ 783.) 

2. ASEA/AFSCME Local 52 Health 
Benefits Trust (“ASEA”) 

ASEA is a health benefits trust formed in 
November 2000 that began providing health benefits 
to certain Alaskan government employees and their 
dependents in July 2001. (Def.’s Statement of Facts 
Supp. Mot. Summ. J. (“Def.’s SOF”) ¶ 99.) 

ASEA has provided information about four 
physicians who wrote Neurontin prescriptions that 
were paid for by ASEA. Each physician was detailed 
by Pfizer or Parke-Davis sales representatives and 
subsequently began writing Neurontin prescriptions 
or changed their prescription behavior to describe 
Neurontin more often. (Pl.’s SOF ¶¶ 802-05.) 

3. Harden Manufacturing Corporation 
(“Harden”) 

Harden is a self-insured, Alabama-based furniture 
manufacturer with roughly 600 employees. (Def.’s 
SOF ¶ 102.) Over the relevant time period, only twenty 
of Harden’s insureds were prescribed Neurontin. (Id.  
¶ 103.) Plaintiffs do not dispute that “Harden has not 
approached the prescribing doctors to these twenty 
insureds to determine whether any of these pre-
scriptions was caused by defendants’ alleged mis-
conduct rather than by the exercise of the prescribing 
physician’s independent medical judgment.” (Id. ¶ 105; 
see also Pl.’s Resp. Def.’s SOF ¶ 105.) 
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4. International Union of Operating 
Engineers, Local No. 68 Welfare Fund 
(“Local No. 68”) 

Plaintiffs have not provided any factual infor-
mation about Local No. 68. 

III. DISCUSSION 

A. Legal Standard 

Summary judgment is appropriate when “the 
pleadings, depositions, the discovery and disclosure 
materials on file, and any affidavits show that there 
is no genuine issue as to any material fact and that 
the movant is entitled to a judgment as a matter of 
law.” Fed. R. Civ. P. 56(c). A genuine issue is “one 
that must be decided at trial because the evidence, 
viewed in the light most flattering to the nonmovant  
. . . would permit a rational fact finder to resolve the 
issue in favor of either party.” Medina-Muñoz v. R.J. 
Reynolds Tobacco Co., 896 F.2d 5, 8 (1st Cir. 1990) 
(internal citations omitted). A material fact is one 
that has the “potential to affect the outcome of the 
suit under the applicable law.” Sanchez v. Alvarado, 
101 F.3d 223, 227 (1st Cir. 1996) (internal citations 
and quotation omitted). In order to defeat the entry of 
summary judgment, the nonmoving party must 
submit “sufficient evidence supporting the claimed 
factual dispute to require a choice between the 
parties’ differing versions of the truth at trial.” 
LeBlanc v. Great Am. Ins. Co., 6 F.3d 836, 841 (1st 
Cir. 1993) (internal citations and quotations omitted). 
In evaluating motions for summary judgment, 
however, the Court will not consider “conclusory 
allegations, improbable inferences, and unsupported 
speculation.” Galloza v. Foy, 389 F.3d 26, 28 (1st Cir. 
2004) (internal citation omitted). 
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B. Causation 

One key issue is whether the Class Plaintiffs have 
raised a triable issue of fact as to causation. For  
their RICO claims, plaintiffs must show both that 
defendants’ mail or wire fraud in violation of the 
racketeering statute was a “but for” cause of their 
injuries as well as a proximate cause. See, e.g., George 
Lussier Enters., Inc. v. Subaru of New England, Inc., 
393 F.3d 36, 51 (1st Cir. 2004) (“Section 1964(c) [of 
the RICO Act] requires that the defendant’s specified 
acts of racketeering were the proximate cause of the 
plaintiffs’ injuries.”) (citing Holmes v. Secs. Investor 
Prot. Corp., 503 U.S. 258, 268 (1992)). First-party 
reliance, or reliance by the Class Plaintiffs themselves, 
is not required to prove RICO causation. See Bridge 
v. Phoenix Bond & Indem. Co., 553 U.S. 639, 659 
(2008) (“[T]he fact that proof of reliance is often used 
to prove an element of the plaintiff’s cause of action, 
such as the element of causation, does not transform 
reliance itself into an element of the cause of action.”) 
(internal citation omitted). 

1. Individual Consumer Plaintiffs 

Plaintiffs argue that they have put forth powerful 
evidence of a correlation between detailing visits  
and increased Neurontin prescriptions for off-label 
indications by individual physicians. Many of the 
treating physicians, with the exception of Dr. Huler 
and Dr. Rogers, testified that they did not recall  
ever receiving information from sales representatives 
about off-label uses for Neurontin. This evidence 
creates a triable issue of fact as to whether the 
treating physicians prescribed Neurontin as a result 
of off-label promotion. Plaintiffs must show more 
than a correlation between off-label promotion and 
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prescriptions, though. While off-label marketing is 
prohibited by the FDCA, there is no statutory private 
cause of action. See Food, Drug, and Cosmetic Act,  
21 U.S.C. § 337(a). Therefore, in order to survive 
summary judgment, plaintiffs must present evidence 
to show that their treating physicians relied on 
fraudulent off-label marketing that could form the 
basis of a RICO violation. 

After the trial in the Kaiser case, the Court found 
that “the pervasive nature of the publication fraud” 
by Pfizer “infected the nationwide sources of infor-
mation available to all physicians.” Kaiser, 2010 WL 
4325225, at *32. The Court found that plaintiffs 
established causation through direct reliance by 
Kaiser on fraudulent direct misrepresentations as 
well as fraudulent suppression of studies in the 
published literature. Specifically, Pfizer made mis-
representations about Neurontin’s efficacy, which 
Kaiser relied on in making drug formulary decisions, 
producing drug monographs about the use of 
Neurontin for off-label indications, and answering 
physician inquiries. These formulary decisions and 
drug monographs in turn caused physicians treating 
Kaiser members to prescribe more Neurontin. Kaiser 
buttressed its argument by presenting evidence that 
physicians treating its members have a 95% compli-
ance rate with its drug formularies. Accordingly,  
if Kaiser had not expanded Neurontin’s formulary 
status and published positive drug monographs, phy-
sicians would likely have prescribed less Neurontin 
for off-label indications and used more effective, less 
expensive medication instead. Therefore, the Court 
found that the defendants’ fraud caused Kaiser to pay 
for Neurontin prescriptions, rather than cheaper, 
more optimal alternatives. 
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In this case, plaintiffs must show that the defend-
ants’ alleged fraud caused the treating physician to 
prescribe Neurontin when he or she otherwise would 
have used alternative treatments. The treating 
physicians for each of the individual consumer plain-
tiffs have testified that they prescribed Neurontin to 
the plaintiffs based on their independent medical 
judgment. Indeed, they deny any unsolicited off-label 
detailing by defendants’ sales representatives and 
state that their knowledge about Neurontin’s efficacy 
for off-label indications was informed by their clinical 
experience with the drug along with information 
received from trusted colleagues. Dr. Haynsworth, 
who treated Jeanne Ramsey, when asked whether or 
not his prescribing behavior would change if he had 
DBRCT evidence that Neurontin was not effective for 
neuropathic pain, testified that 

[I]f—some of the studies come out with maybe 
not a great effect, a significant effect, but not a 
great effect. But if I had that patient on 
Neurontin and they come in and their pain was a 
nine on a scale of zero to 10 and now it's down to 
a one and they say their pain is better, I'm going 
to keep them on Neurontin. 

(James Decl., Ex. 19 at 91-92 (Haynsworth Dep.).) 

Only two doctors received fraudulent materials 
from Pfizer. Dr. Arness and Dr. Ragothaman received 
“Dear Doctor” medical information letters from 
defendants that discussed the misleadingly positive 
Dimond article as evidence of Neurontin’s efficacy for 
treating bipolar disorder, but omitted the negative 
results of the Pande, Frye, and Guille trials. At the 
Kaiser trial, Pfizer produced no reliable scientific 
evidence that Neurontin was effective in treating 
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bipolar disorder. Intentional omission of the negative 
clinical trials could constitute fraud. Defendants 
point out that no doctor testified that he would not 
have prescribed Neurontin to a patient if he been 
aware of these negative trials. Still, a fact-finder 
could reasonably infer that a doctor would not 
prescribe a drug if she were aware of overwhelmingly 
and uniformly negative evidence about its efficacy in 
treating bipolar disorder. The receipt of the “Dear 
Doctor” letters by the treating physicians for Gary 
Varnam and Jan Frank Wityk, both of whom suffered 
from this mental disease, creates a triable issue of 
fact as to causation. 

With respect to the remaining individual consumer 
plaintiffs, there is no evidence that their treating 
physicians received or read misleading or fraudulent 
publications about Neurontin’s use for off-label 
indications. While the consumer plaintiffs have 
presented evidence that their treating physicians 
may have relied on off-label marketing in making 
prescription decisions, there is no admissible, non-
hearsay evidence in the record that those physicians 
relied on fraudulent off-label marketing, with the 
exception of the treating physicians for Gary Varnam 
and Jan Frank Wityk. To be sure, plaintiffs present a 
compelling argument that there was no legitimate 
basis for detailing psychiatrists to sell them Neuron-
tin since there was no reliable scientific evidence 
suggesting that Neurontin was effective in treating 
bipolar disorder. Still, there is no evidence as to what 
the detailers said to any of the doctors, or what any of 
the doctors read, except the ones who were sent 
“Dear Doctor” letters. Accordingly, there is no 
genuine issue of material fact as to causation in  
the case of Jeanne Ramsey, Gerald Smith, Lorraine 



261a 

 

Kopa, or Carolyn Hollaway, and the defendants’ 
motion for summary judgment will be allowed as to 
these plaintiffs. 

2. Class TPP Plaintiffs 

In the Court’s order on the defendants’ Motion for 
Summary Judgment against the Coordinated Plain-
tiffs (Kaiser, Aetna, and Guardian), the Court noted 
its concern that “[w]hile each of the Coordinated 
Plaintiffs can prove through aggregated proof that 
the fraudulent marketing campaign likely caused 
them injury, they cannot prove which doctor’s pre-
scriptions were caused by defendants’ alleged fraud-
ulent misrepresentations or omissions and which 
were not.” In re Neurontin, 677 F. Supp. 2d at 495. 
The evidence is disputed as to whether the Class TPP 
plaintiffs have, in fact, suffered harm as a result of 
defendants’ off-label marketing. However, the Class 
TPP Plaintiffs have put forth no evidence as to which, 
if any, doctors were tainted by misleading infor-
mation like “Dear Doctor” letters or other marketing 
material. There is no evidence in the record that any 
of the Class TPP Plaintiffs communicated directly 
with Pfizer in the development or evaluation of a 
drug formulary. 

On the issue of causation, the Class Plaintiffs point 
to the analysis of Dr. Meredith Rosenthal. Dr. Rosen-
thal used national data, correlated with information 
about Pfizer’s promotional spending, to determine  
the percentages of Neurontin prescriptions that  
were “caused” by Pfizer’s fraud. While this analysis 
demonstrates the likelihood of some injury, par-
ticularly in the area of bipolar disorder, it does not 
suffice to demonstrate the extent of harm caused by 
the fraud, as opposed to run-of-the-mill off-label 
detailing. Most courts have rejected such aggregate 
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proof. The Second Circuit recently held, in a class 
action regarding sales and marketing of the drug 
Zyprexa, that where “[p]laintiffs allege an injury that 
is caused by physicians relying on [a pharmaceutical 
company’s] misrepresentations,” the injury cannot be 
shown by generalized proof. UFCW Local 1776 v. Eli 
Lilly & Co., 620 F.3d 121, 133-36 (2d Cir. 2010);  
see also In re Neurontin, 677 F. Supp. 2d at 494-95; 
Southern Ill. Laborers’ & Employers Health & 
Welfare Fund v. Pfizer, Inc., No. 08-cv-5175, 2009 WL 
3151807, at *6 (S.D.N.Y. Sept. 30, 2009) (dismissing 
complaint on the ground that plaintiffs failed to 
allege that physicians, Pharmacy Benefit Decision 
Makers or Third Party Payors relied on misrepre-
sentations of Lipitor’s efficacy); In re Schering-Plough 
Corp. Intron/Temodar Consumer Class Action, No. 
2:06-cv-5774, 2009 WL 2043604, at *26 (D.N.J. July 
10, 2009) (“TPP plaintiffs may not establish the 
requisite proximate cause through aggregate proof or 
generalized allegations of fraudulent conduct and 
resulting harm.”); In re Actimmune Mktg. Litig., 614 
F. Supp. 2d 1037, 1052 (N.D. Cal. 2009) (granting a 
motion to dismiss where plaintiffs did not “allege 
what specific information the individual plaintiffs or 
their physicians had about the drug [and] the extent 
to which they relied upon that information”); Iron-
workers Local Union No. 68 v. AstraZeneca Pharms., 
585 F. Supp. 2d 1339, 1344 (M.D. Fla. 2008) (grant-
ing a motion to dismiss a TPP’s RICO claim for 
failure to show proximate cause, where “establishing 
that Plaintiffs’ injuries were caused by Defendants’ 
misconduct would require an inquiry into the 
specifics of each doctor-patient relationship implicated 
by the lawsuit.”). 

Because the Class TPP Plaintiffs have not directly 
relied on misrepresentations by defendants, and 
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because they have presented no evidence as to how 
many or which physicians who prescribed Neurontin 
to their members relied on fraud, they cannot 
establish causation. 

IV. ORDER 

The motion for summary judgment [Docket No. 
1689] is ALLOWED with respect to all Class Plain-
tiffs except Gary Varnam and Jan Frank Wityk.4 

 /s/ PATT B. SARIS    
PATTI B. SARIS 
United States District Judge 

                                            
4 Gary Varnam and Jan Frank Wityk are plaintiffs who are 

named as class representatives in the class action complaint 
originally filed with this Court. Accordingly, this Court may 
retain jurisdiction over the plaintiffs’ cases that have survived 
summary judgment. The parties shall inform the court whether 
the cases should be transferred pursuant to 28 U.S.C. § 1404. 
Any such motions shall be filed by January 15, 2011. 
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APPENDIX H 

UNITED STATES DISTRICT COURT 
DISTRICT OF MASSACHUSETTS 

———— 

MDL No. 1629 
Civil Action No. 04-cv-10981-PBS 

———— 

IN RE NEURONTIN MARKETING AND 
SALES PRACTICES LITIGATION. 

———— 

This Document Relates to: 

THE GUARDIAN LIFE INSURANCE 
COMPANY OF AMERICA 

v. 

PFIZER, INC., ET AL., AND AETNA, INC. 

v. 

PFIZER, INC., ET AL. 

———— 

January 8, 2010 

———— 

MEMORANDUM AND ORDER 

SARIS, District Judge. 

I. INTRODUCTION 

Plaintiffs Kaiser Foundation Health Plan, Inc. and 
Kaiser Foundation Hospitals (“Kaiser”), Aetna, Inc. 
(“Aetna”), and Guardian Life Insurance Company 
(“Guardian”), collectively the Coordinated Plaintiffs, 
bring this case against Pfizer, Inc. and Warner-
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Lambert Company, alleging violations of the 
Racketeer Influenced and Corrupt Organizations  
Act, 18 U.S.C. § 1962(c) (Counts I–X); the California 
Unfair Competition Law, Cal. Bus. & Prof.Code 
§ 17200 (Count XI); the unfair competition statutes of 
other states (Count XII); the Pennsylvania Insurance 
Fraud Statute, 18 Pa. C.S. § 4117(a)(2) (Count XIII); 
and requesting restitution or disgorgement for unjust 
enrichment (Count XIV) related to the sales and 
marketing of the prescription drug Neurontin. Plain-
tiffs allege that defendants Warner-Lambert and 
Pfizer engaged in a fraudulent scheme to promote 
and sell the drug Neurontin for “off-label” conditions. 
A condition is “off-label” if the Food and Drug 
Administration (“FDA”) has not approved Neurontin 
for that condition. 

Defendants moved for summary judgment in this 
action with respect to the Coordinated Plaintiffs, the 
“Class Plaintiffs,” and the “Consumer Plaintiffs.”1 
This opinion is restricted to the motion for summary 
judgment as it pertains to the Coordinated Plaintiffs. 
The motion was brought on four grounds: (1) that 
Plaintiffs have failed to create a triable issue of fact 
as to causation; (2) that Plaintiffs have failed to raise 
a triable issue of fact as to whether or not Neurontin 
is ineffective for the relevant off-label uses; (3) that 
Plaintiffs have failed to create a triable issue of fact 
as to whether Defendants misrepresented Neurontin’s 

                                            
1 The “Consumer Plaintiffs” are Carolyn Holloway, Lorraine 

Kopa, Jeanne Ramsey, Gerald Smith, Gary Varnam, and Jan 
Frank Wityk. The “Class Plaintiffs” are Harden Manufacturing 
Corporation, ASEA/AFSCME Local 52 Health Benefits Trust, 
and Louisiana Health Service Indemnity d/b/a Blue Cross Blue 
Shield of Louisiana. 
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effectiveness with scienter; and (4) that Plaintiffs 
lack standing. 

After a hearing and review of the briefs and 
extensive record, the motion for summary judgment 
[Docket No. 1689] as to Plaintiffs Guardian and 
Aetna is ALLOWED. With respect to Plaintiff Kaiser, 
the motion is DENIED. 

II. BACKGROUND 

The factual predicate for this case stems from 
Parke-Davis’s allegedly fraudulent marketing cam-
paign of the prescription drug Neurontin for off-label 
indications, or indications not approved by the Food 
and Drug Administration (“FDA”).2 The Court has 
written extensively about the facts of this case and 
assumes the parties’ familiarity with these back-
ground facts. See, e.g., In re Neurontin Mktg., Sales 
Practices & Prods. Liab. Litig., 257 F.R.D. 315 (D. 
Mass. 2009); In re Neurontin Mktg., Sales Practices & 
Prods. Liab. Litig., 433 F. Supp. 2d 172 (D. Mass. 
2006). Defendants’ motion for summary judgment 
involves particular questions of causation and 
efficacy, requiring a closer examination of the facts 
related to those issues.3 

A. Causation 

The Defendants argue that there is no evidence 
that their alleged fraudulent marketing caused 
injury to the Coordinated Plaintiffs. Plaintiffs 
contend that, had they known the truth about 
Neurontin's lack of efficacy for off-label indications, 

                                            
2 Parke-Davis was acquired by Pfizer in 2000. 
3 The facts as recited here generally make all reasonable 

inferences in favor of the non-moving party and, unless noted, 
are undisputed. 
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they would have taken steps to limit the number of 
Neurontin prescriptions written to plan members and 
paid for by the plans themselves. Each Coordinated 
Plaintiff ascribes to different business practices and 
philosophies, and it is most useful to discuss them 
individually. 

1. Kaiser 

Kaiser is one of the largest health maintenance 
organizations in the United States and is a nonprofit, 
integrated healthcare provider that contracts for 
medical services from one of the regional Permanente 
Medical Groups (“PMG”). Kaiser is organized into 
eight regions, each of which has its own Pharmacy 
and Therapeutics (“P & T”) Committee. (Coordinated 
Third Party Payor (“TPP”) Pl.’s Resp. Def.’s State-
ment of Undisputed Material Facts (“Pl.’s Resp. Def.’s 
SOF”) ¶ 79.) These P & T committees, which are 
largely comprised of PMG physicians, determine 
which drugs are placed on Kaiser’s formulary.  
(Id.) Kaiser’s formulary restrictions are advisory to 
physicians, following the plan’s philosophy that 
physicians are in the best position to make individual 
prescribing decisions for patients. (Id.) In order to 
prescribe a drug that is either not on the formulary 
or restricted by the formulary, PMG physicians need 
only check a box on the prescription form indicating 
that the drug is necessary for the care of a patient. 
(Pl.’s Counterstatement of Undisputed & Disputed 
Facts in Opp’n to Def.’s Mot. Summ. J. (“Pl.’s 
Counterstatement”) ¶ 149.) However, despite this 
flexibility, a 2008 Kaiser internal review found that 
during the period from 1994-2008, at least 95% of 
prescriptions written by PMG physicians were in 
compliance with the Kaiser formulary. (Millares Decl. 
¶ 5, June 12, 2009.) 
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For a drug to be placed on Kaiser’s formulary, a 
PMG physician typically makes a proposal, which  
is then considered by the P & T committee. (Pl.’s 
Counterstatement ¶ 150.) Once such a request is 
made, a drug information specialist is assigned to 
prepare a drug monograph. (Id. ¶ 151.) This mono-
graph is distributed to members of the P & T com-
mittee. In addition, there are physician consultants 
for various therapeutic categories that are asked to 
review the monograph and provide their recommend-
ation for formulary status. (Id.) 

Neurontin was added to Kaiser’s formulary in 
September 1994 with a restriction limiting its use to, 
or in consultation with, a PMG neurologist. (Id.  
¶ 153.) In 1997, Neurontin’s formulary status was 
expanded to include prescriptions by PMG pain clinic 
physicians for the treatment of Reflex Sympathetic 
Dystrophy. In 1999, the P & T committee voted  
to expand restrictions to include prescriptions by 
psychiatrists for the treatment of bipolar affective 
disorder. (Id. ¶¶ 20, 22.) For each of these three 
changes to the Kaiser formulary, Kaiser’s Drug 
Information Service (“DIS”) prepared monographs 
summarizing the available studies and other 
information for Neurontin related to the particular 
indication in question. At the time of each P & T 
Committee vote, Kaiser alleges that its DIS did not 
have access to studies known to Pfizer that showed 
Neurontin’s negative or negligible effects in patients 
with RSD and bipolar disorder. (Millares Decl. ¶ 18, 
Mar. 26, 2009.) 

After these formulary expansions, the DIS 
continued to gather information on Neurontin and 
circulate it to its physicians and committees. (Pl.’s 
Counterstatement ¶¶ 159–60.) For example, in 1998 
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a DIS employee sent a request to Parke-Davis  
or “information regarding the use of Neurontin 
(gabapentin) for the management of neuropathic and 
central pain.” (Id. ¶ 160.) Parke-Davis responded by 
sending an eleven-page letter summarizing published 
reports on these indications. No negative studies 
were reported despite the fact that Parke-Davis was 
aware of several at the time. (Id. ¶ 161 (citing the 
1996 Gorson trial, funded by Parke-Davis, that found 
Neurontin was no better than a placebo in the 
treatment of painful diabetic neuropathy).) 

In addition, DIS has an Inquiry Department, which 
responds to requests from PMG physicians and 
pharmacists who have questions about the use of a 
specific drug for a specific patient. Often, DIS solicits 
advice and information from pharmaceutical com-
panies when answering such inquiries. (Id. ¶ 162.) 
Kaiser alleges that in responding to requests for 
information from its Inquiry Department, Parke-
Davis provided information that was “materially 
misleading.” (Id. ¶ 163.) 

In mid-2002, news reports began to surface that 
revealed what Plaintiffs allege to be the “extensive 
misinformation campaign” regarding Neurontin that 
is at issue in this litigation. (Id. ¶ 165.) Kaiser’s 
Southern California Region’s Drug Utilization Action 
Team (“DUAT”) and Northern California Drug 
Utilization Group (“DRUG”) responded to the news 
by embarking on several campaigns to attempt to 
correct and mitigate the effect of the misinformation 
and to reduce utilization of Neurontin for indications 
where the evidence suggested other treatments were 
of equal or greater efficacy and lower cost than 
branded Neurontin. (Id.) DUAT and DRUG’s efforts 
included the distribution to PMG physicians of a 
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“Summary of Treatment Alternatives,” paycheck 
stuffers, pharmafax messages, pocket cards with 
treatment recommendations, as well as continuing 
medical education programs. (Id. ¶ 167.) As of June 
2004, Neurontin prescriptions to Kaiser members 
had dropped by 34% since the DUAT and DRUG 
initiatives began in mid-2002. (Id. ¶¶ 168–69.) 

Kaiser has also produced statements from two 
PMG physicians stating that, had they known of 
Pfizer’s allegedly fraudulent marketing practices, 
they would have acted to change Neurontin’s status 
on the Kaiser formularies. For example, Dr. Dale 
Daniel, the Chairperson of Kaiser’s Southern 
California P & T Committee stated: 

Had I known at the time that Neurontin was no 
more effective and did not have a better safety 
profile than existing, less expensive treatments 
for neuropathic pain and other off-label indica-
tions, I would not have recommended that 
Neurontin be included on the Formulary except 
as limited to its FDA-approved indications. 

(Daniel Decl. ¶ 9, June 12, 2009; see also Weider 
Decl. ¶ 9 (PMG pain specialist stating “Had I known 
at that time that Neurontin was no more effective 
and did not have a better safety profile than existing, 
less expensive treatments for reflex sympathetic 
dystrophy and neuropathic pain, I would not have 
recommended . . . the expansion of the formulary 
status of Neurontin in 1997 or again in 1999.”).) 

2. Aetna 

Aetna is a third-party payor that provides health 
payment benefits to more than 13 million people 
across the country. (Pl.’s Counterstatement ¶ 170.) 
Aetna has a P & T committee that reviews drug 
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classes and makes decisions concerning what is 
covered on the formulary. The committee examines 
the safety, efficacy and labeled indications for a drug, 
and also looks at available information about a drug’s 
off-label uses. (Id. ¶ 171.) 

Aetna’s formulary is organized by drug class. For 
example, Neurontin is in the anticonvulsant drug 
class. (Id. ¶¶ 172–73.) Aetna’s focus is on cost-
effective therapy, where “managing” a drug means to 
“put a formulary around the drug class and actually 
have some controls.” (Id. ¶ 172.) In the case of anti-
convulsants like Neurontin, Aetna determined that it 
would not manage these drugs because a patient’s 
need for treatment may be based on subjective 
criteria.4 (Id. ¶¶ 172–73.) When Aetna’s P & T 
Committee makes a decision not to manage a drug, 
the result is that patients do not need pre-
authorization to fill a prescription for that drug, and 
Aetna does not place limits on plan members’ access 
to the drug. 

In 2004, Aetna’s P & T Committee made the 
decision to “manage” the anticonvulsant class of 
drugs by applying quantity limits. (Id. ¶ 174.) In 
particular, Neurontin was moved to non-preferred 
status in 2004, which meant that, depending on a 

                                            
4 Epilepsy is considered to be a very serious condition that, 

when untreated, can have significant consequences for patients 
such as loss of driver’s licenses and/or employment. In addition, 
when patients suffer a seizure or convulsion, they almost always 
need to go to the emergency room, which drives up health costs. 
Therefore, because epilepsy is difficult to treat and has 
potentially disastrous consequences for patients, TPPs were 
often reluctant to place any restrictions or prior authorization 
measures on the anticonvulsant class of drugs, including 
Neurontin. (See Pl.’s Counterstatement ¶¶ 81, 111-14.) 
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member’s plan design, it required either a higher  
co-pay or was not covered at all. (Id.) In 2006, Aetna 
decided to place “step edits” on Neurontin because 
generic versions of gabapentin were becoming avail-
able on the market.5 (Id.) 

Once these controls were placed on Neurontin, if a 
physician prescribed the drugs and coverage was 
denied, the physician had the ability to call Aetna’s 
precertification unit and ask for an appeal of the 
decision. This is essentially a request for exception to 
the formulary’s controls on a drug. (Id. ¶ 175.) 

Aetna has produced a statement from its Head 
of Formulary Development & Pharmacy Clinical 
Policies, Michael Brodeur, stating that “Prior to 
January 2004, Aetna did not manage the drug class 
which included Neurontin. Had the facts concerning 
the manufacturers’ misleading marketing campaign 
surfaced earlier, I believe this would have led Aetna 
to start to manage[ ] this drug class at a sooner date.” 
(Brodeur Decl. ¶ 6, June 16, 2009.) 

3. Guardian 

Guardian is a mutual company that provides 
pharmacy benefit coverage to individuals and to both 
large and small employer groups. (Pl.’s Counter-

                                            
5 Step edits are a type of restriction sometimes utilized by 

TPPs to ensure the appropriate use (e.g. on-label or appropriate 
off-label use) of a medication without enacting more restrictive 
“prior authorization” requirements. When step edits are placed 
around particular medications, a patient is required to try other, 
specified medications to treat a condition prior to receiving 
approval for the restricted medication. For example, when Aetna 
placed step edits around Neurontin, it may have required that a 
different anticonvulsant be prescribed to treat a condition prior 
to approving a patient’s claims for Neurontin prescriptions. 
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statement ¶ 179.) Guardian relies on Medco, a 
prescription benefit manager, to administer its 
pharmacy benefit. (Id. ¶ 180.) Guardian relies entirely 
on Medco’s P & T Committee to determine what 
drugs are placed on the formulary and thereby 
covered and paid for by Guardian. (Id.) Neurontin 
was on the formulary generated by Medco and in use 
for the benefit of Guardian’s members. (Id.) 

Guardian’s coverage philosophy for its pharmacy 
benefit program focuses on the need to provide 
members with broad coverage of medications with as 
little disruption in the process as possible. (Id. ¶ 181.) 
Despite the high utilization of Neurontin on its 
formulary, Guardian did not institute a coverage 
management protocol with respect to off-label use of 
Neurontin. (Id. ¶ 183.) Therefore, off-label prescriptions 
for Guardian members were reimbursed or paid for 
without restriction. 

However, an Associate Actuary at Guardian’s 
Medical SBU, which oversees, in part, the admin-
istration of Guardian’s pharmacy benefit by Medco, 
stated, “Had the facts concerning the manufacturers’ 
misleading marketing campaign surfaced earlier, I 
believe that Guardian would have more promptly 
intervened at an earlier date to curtail inappropriate 
usage, to the extent it could.” (Fernando Decl. ¶ 6, 
June 15, 2009.) 

B. Efficacy of Neurontin for Off-Label 
Indications 

A core factual dispute in this case involves the 
efficacy, or lack thereof, of the prescription drug 
Neurontin for off-label indications such as bipolar 
disorder, neuropathic and nociceptive pain, migraine 
and other headaches, and use at doses greater than 
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1800 mg per day. Again, the Court emphasizes that 
the following rendition of the facts draws all reason-
able inferences in favor of the Coordinated Plaintiffs 
for the purposes of summary judgment. 

1. Bipolar Disorder 

Plaintiffs have identified four clinical studies 
suggesting that Neurontin is no more effective than a 
placebo for treating either the manic or depressive 
symptoms associated with bipolar disorder. (See 
Class Pl.’s SOF Opp’n Def.’s Mot. Summ. J. (“Class 
Pl.’s SOF”) ¶¶ 13-18.) The Pande Bipolar Trial, Frye 
Bipolar Trial, Guille Bipolar Trial and Vieta Bipolar 
Trial had essentially the same results, “with Neuron-
tin failing to outperform placebo in improving bipolar 
symptom severity.” (Id. ¶ 18.) In fact, one of 
Plaintiffs’ experts, Dr. John Abramson, noted that the 
Pande trial “showed that Neurontin is significantly 
worse than placebo.” (Id. ¶ 27.) In addition, Plaintiffs 
offer the testimony of Dr. Jeffrey Barkin, who 
reviewed all of the “double-blind, placebo-controlled 
trials” related to bipolar and found that the evidence 
“consistently shows lack of efficacy of gabapentin for 
the treatment of bipolar disorder.”6  

2. Neuropathic and Nociceptive Pain 

Plaintiffs offer the following publications and/or 
clinical trials suggesting Neurontin is no more 

                                            
6 Defendants falsely assert that Plaintiffs’ bipolar expert, Dr. 

Barkin, conceded the usefulness of Neurontin in treating bipolar 
disorder, when in fact the quoted excerpt of his deposition was a 
section where he had been asked to recite the conclusion of the 
published Vieta study, which was sponsored by Pfizer. Dr. 
Barkin independently examined the data collected in the Vieta 
study and came to the conclusion that Neurontin did not, in fact, 
outperform the placebo. 
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effective than a placebo in the treatment of 
neuropathic pain: (1) Gorson—Painful Diabetic 
Neuropathy Trial; (2) Reckless—Painful Diabetic 
Neuropathy Trial; (3) Serpell—Neuropathic Pain 
Trial; (4) POPP—Neuropathic Pain Trial; (5) Gilron–
Neuropathic Pain Trial (see Gilron et al., Morphine, 
Gabapentin, or Their Combination for Neuropathic 
Pain, 352 New Eng. J. Med. 1324 (2005)); and (6) 
Dworkin Trial (see Dworkin et al., A Randomized, 
Placebo-Controlled Trial of Oxycodone and of 
Gabapentin for Acute Pain in Herpes Zoster, 142 Pain 
209 (2009)). (Class Pl.’s SOF ¶¶ 212-26, 236-37.) 

In 1996, a study entitled “A Double–Blind Placebo–
Controlled Trial of Gabapentin for Treatment of 
Painful Diabetic Neuropathy” (the “Backonja trial”), 
which was sponsored by the Defendants, was 
completed. (Id. ¶ 214.) Defendants claim that the 
results of the Backonja trial show efficacy of 
Neurontin for the treatment of painful diabetic 
neuropathy. (Id. ¶ 216.) However, one of Plaintiffs’ 
experts reviewed the data of the Backonja trial and 
found that the higher occurrence of side effects in 
study participants taking Neurontin resulted in the 
blind being broken for many of the patients 
associated with pain relief. (Id.) Denouncing the 
study as only “superficially favorable,” Plaintiffs’ 
expert biostatistician reviewed the Backonja trial 
data and found that the study “provides no basis of 
any clinical efficacy of gabapentin over placebo in 
reducing pain.” (Id. ¶ 215.) In fact, Defendants’ own 
pain experts stated in 1998 “that patients with more 
severe AEs [adverse events] tend to believe that they 
are on a study drug (which would probably be a 
good guess) and therefore tend to have better efficacy 
data, thus unblinding and corrupting the study.” (Id. 
¶ 217.) 
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In 2001, Pfizer filed a supplemental new drug 
application seeking approval to market Neurontin as 
a treatment for neuropathic pain. The FDA informed 
Pfizer that the application would be “refused to file” 
but offered to have the application reviewed by an 
Advisory Committee of outside pain experts.7 (Id. ¶ 
227.) Pfizer determined that it would be in its best 
interest to “avoid an Advisory Committee [ ] review” 
of its data. (Id. ¶ 228.) 

Defendants assert that Plaintiffs’ expert, Dr. 
Thomas Perry, testified in his deposition that his 
meta-analysis of Neurontin neuropathic pain trials 
revealed statistically significant effects of treatment 
with Neurontin over placebos. (See James Decl. Ex. 
43 at 219-21, Mar. 2, 2009.) Plaintiffs refute this 
characterization, stating that the quotes excerpted 
from Dr. Perry’s deposition refer to anecdotal 
evidence as opposed to clinical trials. 

With respect to nociceptive pain, Plaintiffs have 
identified four clinical trials conducted by Pfizer, all 
of which showed that Neurontin did not outperform a 
placebo in treating nociceptive pain. (Id. ¶ 229.) 

3. Migraine and Headache 

Plaintiffs have put forth evidence that Defendants 
conducted three studies of Neurontin for the 
treatment of migraine that resulted in no statistically 
significant difference in the reduction of migraine 
attack frequency between the placebo and Neurontin. 
(Class Pl.’s SOF ¶¶ 468-71.) Plaintiffs’ migraine 
expert, Dr. Douglas McCrory, reviewed the evidence 
                                            

7 Upon submission of a new drug application, the FDA will 
review the submission to determine whether it is sufficiently 
complete to enable a substantive review; if not, the FDA will 
refuse to file it. See 21 C.F.R. § 814.42. 
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on Neurontin’s use in migraine and headache and 
concluded that “[i]n comparison with other widely 
used migraine preventive drugs, the estimated effect 
size for gabapentin not only fails to reach statistical 
significance, but also has a much lower magnitude of 
effect.” (Id. ¶ 472 (citing Rona Decl. Ex. 478 at 1).) 

Defendants claim that Dr. McCrory’s report does 
not establish Neurontin’s ineffectiveness for migraine 
because Dr. McCrory limited his opinions to the use 
of Neurontin for migraine prophylaxis.8 However, Dr. 
McCrory stated that his review of the evidence was 
limited to migraine prophylaxis because there have 
been no studies or trials conducted on the use of 
Neurontin for acute migraine treatment. (See Rona 
Decl. Ex. 481 at 3.) 

4. Dosages Greater than 1800mg Per Day 

Neurontin was approved by the FDA in 1993 to 
treat epilepsy at doses ranging from 900-1800mg per 
day. (Class Pl.’s SOF ¶ 563.) Plaintiffs offer evidence 
of one clinical trial, conducted by Defendants, that 
found no “dose-response relationship” for Neurontin 
in the treatment of epilepsy at dosages greater than 
1800mg/day (Id. ¶¶ 564-65), and two additional 
trials, both sponsored by Defendants, suggesting that 
higher doses of Neurontin did not offer additional 
efficacy in the treatment of epilepsy. (Id. ¶¶ 566-67.) 
For the treatment of pain, Plaintiffs offer evidence of 
two trials conducted by Defendants that failed to 
demonstrate any enhanced efficacy of Neurontin at 
dosages above the FDA-approved limit. (Id. ¶¶ 568-

                                            
8 In the context of the treatment of migraine patients, 

prescription medications are either used as a prophylaxis, to 
prevent the onset of migraine headaches, or as acute treatment 
when patients are suffering immediate migraine pain. 
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70.) Plaintiffs point to four additional studies con-
ducted where the evidence cannot support a finding of 
increased efficacy in the treatment of pain due to  
the failure to use “fixed-dose” groups, or groups that 
took the same dosage of Neurontin throughout the 
duration of the trial. (Id. ¶ 568.) 

In 1997, Defendants submitted a supplemental 
New Drug Application to the FDA requesting “an 
increase in the effective dose range to include 3600 
mg/day” and “an increase in the maximum recom-
mended dose to 4800 mg/day.” (Id. ¶ 576.) The FDA 
rejected this application, writing “that the evidence 
from controlled trials fails to provide evidence that 
higher doses of Neurontin are more effective than 
those recommended.” (Id. ¶ 577.) 

In addition, Plaintiffs’ dosage expert, Dr. Brian 
Alldredge, reviewed all “fixed-dose, parallel group” 
studies of Neurontin at higher dosages, and con-
cluded that the evidence failed to establish a dosage-
related effect at dosages above 1800 mg/day. (Id.  
¶¶ 581-82.) Defendants challenge this conclusion by 
pointing to instances in Dr. Alldredge’s deposition 
where he stated that some individual patients might 
be able to tolerate, or even require, dosages greater 
than 1800mg per day. (James Decl. Ex. 45 at 170.) 

III. ANALYSIS 

A. Standard of Review 

Summary judgment is appropriate when “the 
pleadings, depositions, the discovery and disclosure 
materials on file, and any affidavits show that there 
is no genuine issue as to any material fact and that 
the movant is entitled to a judgment as a matter of 
law.” Fed. R. Civ. P. 56(c). A genuine issue is “one that 
must be decided at trial because the evidence, viewed 
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in the light most flattering to the nonmovant . . . 
would permit a rational fact finder to resolve the 
issue in favor of either party.” Medina-Muñoz v. R.J. 
Reynolds Tobacco Co., 896 F.2d 5, 8 (1st Cir. 1990) 
(internal citations omitted). A material fact is one 
that has the “potential to affect the outcome of the 
suit under the applicable law.” Sanchez v. Alvarado, 
101 F.3d 223, 227 (1st Cir. 1996) (internal citations 
and quotation omitted). In order to defeat the entry  
of summary judgment, the nonmoving party must 
submit “sufficient evidence supporting the claimed 
factual dispute to require a choice between the parties’ 
differing versions of the truth at trial.” LeBlanc v. 
Great Am. Ins. Co., 6 F.3d 836, 841 (1st Cir. 1993) 
(internal citations and quotations omitted). In eval-
uating motions for summary judgment, however, the 
Court will not consider “conclusory allegations, 
improbable inferences, and unsupported speculation.” 
Galloza v. Foy, 389 F.3d 26, 28 (1st Cir. 2004) 
(internal citation omitted). 

B. Actionability of Half Truths Under RICO 

As a preliminary matter, Defendants argue that 
they did not have a duty to disclose all negative trials 
involving Neurontin and therefore did not commit 
fraud. This argument has no merit. 

To make a claim under the RICO Act, a plaintiff 
must allege “racketeering activity” within the mean-
ing of RICO. 18 U.S.C. § 1962(c). In this case, the 
Coordinated Plaintiffs have alleged that Defendants 
engaged in a pattern of racketeering activity involving 
acts of mail fraud and wire fraud. (See, e.g., Third 
Coordinated Amended Complaint ¶ 235 [Docket No. 
583].) The First Circuit has said that “the locus 
classicus of fraud is a seller’s affirmative false state-
ment or a half truth, i.e., a statement that is literally 
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true but is made misleading by a significant omis-
sion.” Bonilla v. Volvo Car Corp., 150 F.3d 62, 69 (1st 
Cir. 1998) (citing Emery v. Am. Gen. Fin., Inc., 71 
F.3d 1343, 1348 (7th Cir. 1995)); see also United 
States v. Autuori, 212 F.3d 105, 119 (2d Cir. 2000) 
(“[A]n omission can violate a fraud statute only in the 
context of a duty to disclose; but a fiduciary duty is 
not the sine qua non of fraudulent omissions. . . . A 
duty to disclose can also arise in a situation where a 
defendant makes partial or ambiguous statements 
that require further disclosure in order to avoid being 
misleading.”); United States v. Keplinger, 776 F.2d 
678, 697 (7th Cir. 1985) (“[O]missions or concealment 
of material information can constitute fraud cogniz-
able under the mail fraud statute, without proof of a 
duty to disclose the information pursuant to a specific 
statute or regulation.”); United States v. Townley, 665 
F.2d 579, 585 (5th Cir. 1982) (“[U]nder the mail fraud 
statute, it is just as unlawful to speak ‘half truths’ or 
to omit to state facts necessary to make the state-
ments made, in light of the circumstances under 
which they were made, not misleading.”). 

In addition, pharmaceutical manufacturers, who 
have “superior access to information about their 
drugs, especially in the postmarketing phase as new 
risks emerge,” are under a special duty to investigate 
and report adverse effects of their drugs. Wyeth v. 
Levine, 129 S. Ct. 1187, 1202, 1219 (2009) (“After the 
FDA approves a drug, the manufacturer remains 
under an obligation to investigate and report any 
adverse events associated with the drug.”); see also 
21 C.F.R. § 314.80 (placing responsibility for post-
marketing surveillance of drugs on the manufacturer). 

The Coordinated Plaintiffs have presented evidence 
that Defendants communicated half truths that are 
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actionable under the RICO statute. (See, e.g., Class 
Pl.’s SOF ¶¶ 59-62, 73-74, 84-89, 104, 106, 112-13, 
123-25, 136-38, 163-70, 250, 260-69, 273, 316-22.) 
This evidence includes instances of Defendants 
suppressing negative information while submitting 
for publication in monographs positive information 
about off-label indications. For example, in 1998, 
Defendants responded to a request for information 
from Kaiser regarding Neurontin’s use for pain 
management by summarizing positive published 
reports on that indication, while failing to report 
negative studies known to Defendants at that time, 
such as the 1996 Gorson trial. (Pl.’s Counter-
statement ¶¶ 160-61.) In addition, Kaiser’s Drug 
Information Service contacted Pfizer multiple times 
requesting information about off-label uses of 
Neurontin, and Pfizer’s responses were materially 
misleading. In 2000, Pfizer forwarded to DIS several 
cases in response to a physician inquiry about the 
role of Neurontin for the treatment of migraine, but 
failed to disclose the negative findings of its 
European studies on migraine and Neurontin. (Id.  
¶ 163.) In 2001, Pfizer responded to a request for 
information about the maximum dosage of Neurontin 
in the treatment of bipolar disorder by stating that 
3600mg/day “is the recommended maximum dose.” 
(Id.) Pfizer’s response failed to indicate that clinical 
evidence did not support increased efficacy at that 
dose. (Id.) 

C. Causation 

One of Defendants’ principal arguments in support 
of their motion for summary judgment is that the 
Coordinated Plaintiffs have not raised a triable issue 
of fact as to causation. For their RICO claims, Plain-
tiffs must show both that Defendant’s mail or wire 
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fraud in violation of the racketeering statute was a 
“but for” cause of his injury as well as a proximate 
cause. See, e.g., George Lussier Enterprises, Inc. v. 
Subaru of New England, Inc., 393 F.3d 36, 51 (1st 
Cir.2004) (“Section 1964(c) [of the RICO Act] requires 
that the defendant’s specified acts of racketeering 
were the proximate cause of the plaintiffs’ injuries.”) 
(citing Holmes v. Secs. Investor Prot. Corp., 503  
U.S. 258, 268 (1992)). However, the Supreme Court 
recently held that “first-party reliance” is not an 
element of a cause of action under RICO. “[T]he fact 
that proof of reliance is often used to prove an 
element of the plaintiff’s cause of action, such as the 
element of causation, does not transform reliance 
itself into an element of the cause of action.” Bridge v. 
Phoenix Bond & Indem. Co., 128 S. Ct. 2131, 2144 
(2008). Still, a RICO plaintiff who alleges injury “by 
reason of” a pattern of mail fraud cannot prevail 
“without showing that someone relied on the 
defendant’s misrepresentations.” Id. (emphasis in the 
original). 

1. Aggregate Evidence 

Plaintiffs have presented evidence, largely through 
the report of their expert, Dr. Meredith Rosenthal, 
that shows that Pfizer’s marketing of Neurontin for 
off-label indications caused a sharp increase in the 
number of prescriptions that the Plaintiffs paid for or 
reimbursed. (See Rona Decl. Ex. 79.) The charts 
produced by Dr. Rosenthal offer a visual and 
compelling depiction of Plaintiffs’ evidence. Chart 
C.3, reproduced here, shows a sharp increase in off-
label prescriptions for Neurontin, beginning around 
1996. During the same time period, Neurontin on-
label prescriptions as an adjunctive epilepsy therapy 
remain roughly static. 
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(Id. at 48.) Dr. Rosenthal’s report also details Pfizer’s 
expenditures on marketing of Neurontin during the 
same time period. Dr. Rosenthal found a high 
correlation between Pfizer’s promotional marketing 
and off-label prescriptions for Neurontin. As an 
example, Dr. Rosenthal’s Chart E.1 shows the cor-
relation between promotional efforts for psychiatrists 
and bipolar use of Neurontin by psychiatrists. (Id. at 
59.) If Plaintiffs can prove that Pfizer engaged in  
a fraudulent marketing campaign by suppressing 
material adverse information about Neurontin’s 
efficacy for off-label uses, Dr. Rosenthal’s report 
would support a jury finding that it is more likely 
true than not true that the Coordinated Plaintiffs 
did, in fact, suffer harm as a result of Defendants’ 
fraudulent marketing of Neurontin. For example, in 
the psychiatric area, the Plaintiffs argue that the 
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fraudulent marketing caused virtually all the off-
label prescriptions, in areas such as bipolar use. 
(Hartman Decl. at 9-10, Aug. 11, 2008 (Docket No. 
1457 Ex. G)). 

While Plaintiffs’ position has strong intuitive 
appeal, trial courts have almost uniformly held that 
in a misrepresentation action involving fraudulent 
marketing of direct claims to doctors, a plaintiff TPP 
or class must prove through individualized evidence 
that the misrepresentation caused specific physicians, 
TPPs, or consumers to rely on the fraud, and cannot 
rely on aggregate or statistical proof. See Southern 
Ill. Laborer’' & Employers Health & Welfare Fund v. 
Pfizer, Inc., No. 08-cv-5175, 2009 WL 3151807, at *6 
(S.D.N.Y. Sept. 30, 2009) (dismissing complaint on 
the ground that plaintiffs failed to allege that 
physicians, Pharmacy Benefit Decision Makers or 
Third Party Payors relied on misrepresentations of 
Lipitor’s efficacy); In re Schering-Plough Corp. Intron/ 
Temodar Consumer Class Action, No. 2:06-cv-5774, 
2009 WL 2043604, at *26 (D.N.J. July 10, 2009) 
(“TPP plaintiffs may not establish the requisite prox-
imate cause through aggregate proof or generalized 
allegations of fraudulent conduct and resulting 
harm.”); In re Actimmune Mktg. Litig., 614 F. Supp. 
2d 1037, 1052 (N.D. Cal. 2009) (granting a motion  
to dismiss where plaintiffs did not “allege what 
specific information the individual plaintiffs or their 
physicians had about the drug [and] the extent to 
which they relied upon that information”); Iron-
workers Local Union No. 68 v. AstraZeneca Pharms., 
585 F. Supp. 2d 1339, 1344 (M.D. Fla. 2008) (granting 
a motion to dismiss a TPP’s RICO claim for failure  
to show proximate cause, where “establishing that 
Plaintiffs’ injuries were caused by Defendants’ mis-
conduct would require an inquiry into the specifics of 
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each doctor-patient relationship implicated by the 
lawsuit.”). The Second Circuit reached a similar 
conclusion, despite evidence of widespread fraudulent 
marketing of cigarettes to consumers, stating that 
“not every wrong can have a legal remedy … at least 
not without causing collateral damage to the fabric of 
our laws.” McLaughlin v. Am. Tobacco Co., 522 F.3d 
215, 219 (2d Cir. 2008) (denying class certification in 
a civil RICO claim regarding allegedly fraudulent 
marketing of “light” cigarettes to consumers and 
stating that “reliance on the misrepresentation . . . 
cannot be the subject of general proof”) (internal 
citations omitted). 

As stated earlier, Plaintiffs have presented sub-
stantial evidence that Defendants engaged in a 
widespread fraudulent off-label marketing campaign 
to promote Neurontin which increased off-label  
sales of Neurontin. Still, despite over a decade of 
Neurontin-related litigation, which I have presided 
over as the multi-district litigation judge,9 no 
evidence has been presented of any doctor who states 
that she relied on a misrepresentation or omission in 
prescribing Neurontin for an off-label indication. 
Many doctors have not met with Pfizer sales 
representatives or attended its educational seminars. 
Even those that have been detailed deny reliance, 
even in the psychiatric areas where there is strong 
evidence that Neurontin is no better than a placebo 
for bi-polar disorder. While each of the Coordinated 
Plaintiffs can prove through aggregated proof that 
the fraudulent marketing campaign likely caused 
them injury, they cannot prove which doctor’s 
                                            

9 I also presided over the initial whistle-blower suit filed in 
1996. United States ex rel. Franklin v. Parke-Davis, 147 F. Supp. 
2d 39 (D. Mass. 2001). 
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prescriptions were caused by Defendants’ alleged 
fraudulent misrepresentations or omissions and 
which were not. Plaintiffs must provide a damages 
model that segregates damages caused by unlawful 
conduct from damages caused by lawful conduct. See 
Hood ex rel. Mississippi v. Eli Lilly & Co. (In Re 
Zyprexa Products Liability Litigation), 671 F. Supp. 
2d 2009 WL 4260857, at *3, *35 (E.D.N.Y. December 
1, 2009) (granting partial summary judgment in 
favor of pharmaceutical company in a “structural 
class action” case brought by a state Medicaid 
program because “reliance, loss-causation, and injury 
are inappropriate for aggregation, due to the need to 
prove these elements on an individualized basis”). 
See also U.S. Football League v. Nat’l Football 
League, 842 F.2d 1335, 1378-79 (2d Cir. 1988) (“A 
plaintiff’s proof of amount of damages thus must 
provide the jury with a reasonable basis upon which 
to estimate the amount of its losses caused by . . . 
lawful factors.”); Farley Transp. Co., Inc. v. Santa Fe 
Trail Transp. Co., 786 F.2d 1342, 1352 (9th Cir. 
1985) (holding that plaintiff’s “utter failure to make 
any segregation between damages attributable to 
lawful competition and that attributable to the 
unlawful scheme to deviate from the tariff rate 
requires reversal of the verdict. . . .”); MCI Commc’ns 
Corp. v. Am. Tel. & Tel. Co., 708 F.2d 1081, 1162-63 
(7th Cir. 1983) (“When a plaintiff improperly 
attributes all losses to a defendant’s illegal acts, 
despite the presence of significant other factors, the 
evidence does not permit a jury to make a reasonable 
and principled estimate of the amount of damage.”). 

To prevail, a TPP must demonstrate that it relied 
on a misrepresentation or omission, or provide a 
reliable methodology to calculate the percentage  
of the doctors who prescribed Neurontin based on 
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Defendants’ alleged fraud. Accordingly, the Coordin-
ated Plaintiffs cannot rely solely on Dr. Rosenthal’s 
report as the silver bullet to establish causation. 

2. Direct Injury 

A third-party payor claiming injury based on mis-
representations or omissions relied on by the TPP 
rather than physicians or patients, can “recover from 
drug companies amounts that were overpaid due to 
illegal or deceptive marketing practices.” Desiano v. 
Warner-Lambert Co., 326 F.3d 339, 349 (2d Cir. 2003) 
(involving an action by TPPs against a pharmaceuti-
cal company for alleged misrepresentations made 
directly to the TPPs about the drug Rezulin); see  
also Southern Ill. Laborers’ & Employers Health & 
Welfare Fund, 2009 WL 3151807, at *7 (“In Desiano, 
the plaintiffs, who were health insurers, alleged that 
the defendant, pharmaceutical company Warner-
Lambert and its affiliates, made misrepresentations 
about anti-diabetes drug Rezulin’s safety directly to 
the plaintiffs.”). 

Accordingly, in order to show causation, the Coor-
dinated Plaintiffs must present evidence that they 
were directly harmed by misrepresentations or omis-
sions relied on by the TPP. Of the three Coordinated 
Plaintiffs, only Kaiser has provided sufficient 
evidence of causation. 

a. Kaiser 

As a more hands-on third-party payor, Kaiser argues 
that, due to Pfizer’s fraudulent misrepresentations 
about and withholding of certain negative studies for 
these indications, the recommendations of its Drug 
Information Service (DIS) were tainted. Because DIS 
drug monographs for Neurontin, prepared by Kaiser 
and used by Kaiser’s P & T committee, directly 



288a 

 

influenced Kaiser’s decision to expand its formulary, 
a reasonable inference can be drawn that Kaiser was 
directly injured by Pfizer’s misrepresentations about 
Neurontin. Notably, Kaiser’s preparation of drug 
monographs gathered all publicly available data and 
publications regarding Neurontin, and therefore 
Kaiser directly relied on the “half truths” put forth by 
Pfizer through publications, monographs, and other 
communications to Kaiser and to the general public. 

In addition, Kaiser’s DIS had direct communica-
tions with Pfizer both through its information-
gathering activities and its Inquiry Department 
service for physicians and members. (Pl.’s Counter-
statement ¶¶ 159–63.) Kaiser alleges that, had Pfizer 
not made misrepresentations regarding Neurontin’s 
effectiveness for certain off-label indications, DIS’s 
activities would have highlighted problems with 
Neurontin such that Kaiser could have responded 
sooner and thereby reduced its payments and 
reimbursements for Neurontin. These activities 
represent direct interaction between Kaiser and 
Pfizer, providing the evidence of causation alluded to 
by the Desiano court. 

Finally, Kaiser has shown that it was able to 
reduce its payments for Neurontin through an 
information campaign with more complete data 
regarding off-label uses of Neurontin that was 
initiated in 2002 after news reports of Pfizer’s 
fraudulent activities began to surface. (Id. ¶¶ 167-
69.) These campaigns resulted in a 34% drop in 
Neurontin prescriptions to Kaiser members by June 
2004. (Id. ¶¶ 168–69.) The reduction in Neurontin 
prescriptions after Kaiser learned the truth about 
Pfizer’s misrepresentations and took action is 
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strong evidence of a causal link between Pfizer’s 
misrepresentations and Kaiser’s alleged injuries. 

For these reasons, Kaiser has provided evidence 
allowing a reasonable inference of causation to be 
drawn in its favor. Accordingly, the Defendant’s 
summary judgment motion with respect to Kaiser on 
the issue of causation will be denied. 

b. Aetna and Guardian 

Prior to 2004, Aetna and Guardian had no formulary 
controls around Neurontin. Although Neurontin was 
listed as an anti-epileptic drug on Aetna’s formulary, 
coverage was not restricted to prescriptions by 
neurologists, for example, as it was on Kaiser’s form-
ulary. Likewise, the evidence shows that, despite 
high utilization of Neurontin on its formulary, neither 
Guardian nor its prescription benefit manager Medco 
undertook any studies of the drug or placed any 
controls around off-label use of Neurontin. Neither 
TPP has submitted evidence suggesting that it had 
direct communications with Pfizer or relied on 
fraudulent representations in any of the off-label 
marketing campaigns. 

There is no evidence in the record that Guardian 
or Aetna at any point directly relied on Pfizer’s “half 
truths,” communicated through its alleged manipula-
tion and withholding of studies that suggested 
Neurontin’s ineffectiveness for off-label indications. 
Rather, their causation argument is wholly depen-
dent on individualized proof that their members’ 
prescribing physicians relied on defendants’ misrepre-
sentations.10 Because the Court has concluded that the 
                                            

10 Third-party reliance is permissible to prove causation in a 
RICO case. See Bridge, 128 S. Ct. at 2144 (“[I]t may well be that 
a RICO plaintiff alleging injury by reason of a pattern of mail 
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evidence provided in support of this theory, namely 
the aggregate evidence presented in Dr. Meredith 
Rosenthal’s report, is legally insufficient to effectively 
segregate damages caused by Defendants’ misrepre-
sentations from damages caused by other sources, 
Guardian and Aetna cannot rely solely on the 
aggregate evidence to prove causation. Accordingly, 
the motion for summary judgment with respect to 
Guardian and Aetna will be allowed. 

D. Injury to Business or Property under 
RICO 

Defendants argue that summary judgment should 
be granted because the Coordinated Plaintiffs have 
failed to create a triable issue of fact regarding their 
alleged injuries. A showing of injury is generally 
necessary for the purposes of Article III standing,  
see Sedima, S.P.R.L. v. Imrex Co., 473 U.S. 479, 496 
(1985), but the RICO statute sets forth additional 
requirements for a showing of injury. See DeMauro v. 
DeMauro, 115 F.3d 94, 96 (1st Cir. 1997) (“There is 
plainly a case or controversy under Article III; but 
the statutory precondition of injury to business or 
property must also be met.”). 

Plaintiffs argue that their injury is based on the 
fact that there were “cheaper and more optimal 
alternatives” to Neurontin for off-label indications. In 
Desiano, the Second Circuit explicitly acknowledged 
as valid the plaintiff TPPs’ argument that the 
defendant pharmaceutical company’s “fraud directly 
caused economic loss to them as purchasers, since 
they would not have bought Defendants’ product, 
rather than available cheaper alternatives, had they 
                                            
fraud must establish at least third-party reliance in order to 
prove causation.”). 
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not been misled by Defendants’ misrepresentations.” 
326 F.3d at 349 (emphasis added). The court went on 
to offer a hypothetical to further underscore its 
holding: 

Consider, for example, a hypothetical in which a 
defendant drug company markets a “new,” much 
more expensive drug claiming it is a great 
advancement (safer, more effective, etc. than 
metformin—the standard diabetes drug) when in 
fact the company is simply replicating the 
metformin formula and putting a new label on it. 
In other words, the only difference between 
metformin and the “new” drug is the new name 
and the higher prescription price (paid almost 
entirely by the insurance company). In that case, 
the “new” drug would be exactly as safe and 
effective as metformin, and thus there could be 
no injury to any of the insurance company’s 
insured. Nevertheless, the insurance companies 
would be able to claim-precisely as they do here-
that the defendants engaged in a scheme to 
defraud it, and that the company suffered direct 
economic losses as a result. 

Id. at 349–50. See also District 1199P Health & 
Welfare Plan v. Janssen, L.P., No. 06-3044(FLW), 
2008 WL 5413105, at *8 (D.N.J. Dec. 23, 2008) 
(holding that RICO injury based on overpayment for 
pharmaceuticals requires “‘allegations that Defendants’ 
drug was on some level inferior and therefore worth 
less than what Plaintiffs paid for it.’” (quoting Maio 
v. Aetna, Inc., 221 F.3d 472, 488 (3d Cir. 2000))); In re 
Schering-Plough Corp. Intron/Temodar Consumer 
Class Action, No. 2:06-cv-5774 (SRC), 2009 WL 
2043604, at *18 (D.N.J. July 10, 2009) (agreeing with 
the Janssen court and dismissing plaintiffs’ claims 
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because they “failed to adequately plead that any . . . 
TPP beneficiaries ‘received inadequate [or] inferior 
[drugs]. . . .’”). 

The Court finds that Kaiser has presented suf-
ficient evidence to support its RICO claim that 
Neurontin was ineffective for the off-label indications 
(see supra Part II(B)) and that there were “cheaper 
and more optimal” alternatives to Neurontin. For 
example, in one of Kaiser’s responses to interroga-
tories during the discovery process in this case, it 
provided a chart of cheaper and more optimal drugs 
for each off-label indication at issue. (See Nussbaum 
Decl. Ex. 146, at ¶ 4; id. Ex. 150 at 6.) In addition, 
Plaintiffs have provided information about a study, 
conducted by the University of North Carolina at 
Chapel Hill and funded in part by Pfizer, titled 
“Prescribing for Better Outcomes.” (Nussbaum  
Decl. Exs. 4-5, June 18, 2009.) The study not only 
concluded that “no scientifically acceptable clinical 
trial evidence supports use of either gabapentin or 
topiramate in bipolar mood disorder, either as 
monotherapy or as adjunct to other therapies,” but 
also that “[r]esearch supports use of three anti-
epileptic drugs - (1) carbamazepine, (2) valproic 
acid/valproate and (3) lamotrigine [-] in achieving 
and maintaining remission for outpatient adults with 
primary diagnoses of bipolar I disorder.” (Id. Ex. 5.) 

E.  Scienter 

Defendants argue that Plaintiffs have failed to 
create a triable issue of fact as to whether they mis-
represented Neurontin’s effectiveness with scienter. 

Plaintiffs have submitted abundant evidence 
outlined above that Defendants engaged in off-label 
marketing of Neurontin for multiple indications, all 
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while they were in possession of studies showing that 
Neurontin was not more effective than a placebo in 
treating these indications. (See Class Pl.’s SOF ¶¶ 19-
32; Coord. Pl.’s Counterstatement ¶¶ 25, 55, 59-60, 
81-85, 91, 97-104, 123.) Such evidence raises a 
genuine issue of material fact with respect to 
scienter. 

IV. CONCLUSION 

Pfizer’s Motion for Summary Judgment [Docket 
No. 1689] as to Plaintiffs Guardian and Aetna is 
ALLOWED with respect to Counts I-XIV. With 
respect to Plaintiff Kaiser, the motion is DENIED. 

_________________________ 
PATTI B. SARIS 
United States District Judge 
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Master File No. 04-10981 
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In re: NEURONTIN MARKETING, SALES  
PRACTICES AND PRODUCTS LIABILITY LITIGATION 
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THIS DOCUMENT RELATES TO: 
ALL MARKETING AND SALES PRACTICES ACTIONS 

———— 

MEMORANDUM AND ORDER 

———— 

Saris, U.S.D.J. 

I. INTRODUCTION 

In this proposed nationwide class action, plaintiffs, 
consumers and third-party payors (“TPPs”) who paid 
for a prescription for the drug Neurontin, allege that 
defendants Warner-Lambert and Pfizer (“defendants”), 
the manufacturers and distributors of Neurontin, 
systematically and knowingly engaged in a fraudulent 
campaign to market and sell Neurontin for treatment 
of “off-label” indications – conditions for which  
the Federal Drug Administration (“FDA”) had not 
approved Neurontin – even though defendants knew 
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Neurontin was not effective for those conditions. 
Plaintiffs claim violations of the Racketeer Influenced 
and Corrupt Organizations Act (“RICO”), 18 U.S.C.  
§ 1961-68 (Counts I & II); the New Jersey Consumer 
Fraud Act (“NJCFA”), N.J.S.A. 56:8-1 et seq. (Count 
III); common law fraud (Count IV); and unjust enrich-
ment (Count V). Plaintiffs seek economic damages  
only – this is not a products liability action. 

On August 29, 2007, this Court denied, without 
prejudice, plaintiffs’ initial motion to certify a nation-
wide class of Consumers and TPPs that purchased 
Neurontin for treatment of off-label indications. See  
In re Neurontin Mktg. and Sale Practices Litig., 244 
F.R.D. 89 (D. Mass. 2007) (hereinafter Neurontin). The 
Court held that plaintiffs’ initial motion failed to 
satisfy the commonality, numerosity, typicality, and 
predominance requirements of Rule 23 of the Federal 
Rules of Civil Procedure. Id. at 105-107, 114-16.1 The 
Court did, however, provide plaintiffs with an oppor-
tunity to submit a new motion for class certification 
that addressed the Court’s concerns. Id. at 115. 

Before the Court is plaintiffs’ renewed motion for 
class certification. (Pls.’ Renewed Mot. for Class Certi-
fication (“Pls.’ Renewed Mot.”) Docket No. 1016-18.) 
The parties have submitted numerous briefs and volu-
minous expert reports. Because the Court concludes 
that common questions will not predominate over 
issues affecting individual plaintiffs, in accordance 
with Rule 23(b)(3), the Court now DENIES plaintiffs’ 
renewed motion for class certification. 

 

                                                      
1  The Court found that the plaintiffs had satisfied Rule 

23(a)(4)’s adequacy requirement. Neurontin, 244 F.R.D. at 108. 
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II. FACTUAL BACKGROUND 

The factual underpinnings of plaintiffs’ complaint 
are discussed in great detail in Neurontin, and the 
Court will only repeat a brief summary here. Neurontin, 
244 F.R.D. at 92-103. 

In December 1993, the FDA approved Neurontin in 
doses ranging from 900 mg to 1800 mg per day for use 
as an “adjunctive therapy” for the treatment of partial 
seizures in adults with epilepsy. In May 2002, the FDA 
approved Neurontin for the management of post-
herpetic neuralgia (“PHN”) (pain resulting from nerve 
damage caused by shingles or herpes zoster) in adults. 
Those are the only conditions that Neurontin has ever 
been approved to treat. Id. at 92. Given the limited 
market for such a drug and Neurontin’s patent life, 
defendants estimated that potential lifetime sales for 
Neurontin would likely amount to less than $500 
million. Id.  

In the late 1980s and early 1990s, however, defend-
ants explored ways to earn additional profit from 
Neurontin by marketing it for the treatment of at least 
eight off-label indications – bipolar and other mood 
disorders; neuropathic pain; epilepsy monotherapy; 
migraine prophylaxis; anxiety disorders; Restless Leg 
Syndrome (“RLS”)/Periodic Limb Movement Disorder 
(“PLMD”); nociceptive and non-neuropathic pain; and 
in doses exceeding 1800 mg per day. Id. at 93. Plain-
tiffs allege that even though defendants were aware by 
1995 that Neurontin was no better than a placebo 
when used to treat these off-label conditions, they 
aggressively marketed Neurontin to doctors in the 
relevant fields. Although the specific decisions made 
and actions taken by defendants differed by indica-
tion, the general marketing approach was similar 
across indications and consisted of three elements. 
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First, plaintiffs allege that defendants skirted the 
FDA rules against off-label marketing by formulating 
a complex “peer selling strategy,” whereby defendants 
paid both doctors and medical marketing firms to 
organize continuing medical education events at 
which doctors would speak favorably about the  
off-label efficacy of Neurontin. Id. at 93-94. Second, 
plaintiffs assert that defendants, in conjunction with 
medical marketing firms, willfully manipulated the 
publication of studies about Neurontin’s off-label 
usefulness, delaying or withholding negative internal 
results, publishing negative results (if at all) in minor 
journals with small circulation, ghost-writing favora-
ble studies for doctors, and pushing favorable studies 
toward widely read journals. Id. at 94-95. Third, plain-
tiffs contend that defendants used an army of “medical 
liaisons,” non-doctor sales representatives, who with-
held and/or misrepresented negative information and 
promoted inaccurate positive information about Neu-
rontin’s off-label efficacy when solicited by doctors for 
information about Neurontin’s off-label uses. Id. at 95. 

For example, plaintiffs allege that defendants knew 
as early as 1992, but certainly by November 1995, that 
Neurontin was connected “with increased risks of 
depression with and without suicidal ideation when 
given as adjunctive medication in refractory partial 
epilepsy.” (Expert Report of Daniel Furberg ¶ 21a, Ex. 
B., Docket No. 1503; see also Pls.’ Renewed Mot. at 16 
n.16.) By 1995, defendants were also aware of two 
negative studies regarding the efficacy of Neurontin as 
a treatment for bipolar. Nonetheless, defendants 
actively marketed Neurontin as a safe and effective 
treatment for bipolar and other mood disorders and as 
a mood stabilizer and intentionally suppressed the 
negative studies about its efficacy. Neurontin, 244 
F.R.D. at 99. 
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In sum, plaintiffs allege that defendants’ off-label 
promotion scheme constituted a pervasive fraud 
designed to saturate the medical community with false 
information about Neurontin’s efficacy for several 
highly profitable off-label indications. The strategy 
was designed to generate a “buzz” about Neurontin 
through the peer-to-peer marketing, to legitimate that 
“buzz” through the publications of purportedly unbiased 
scientific research, and to preserve the “buzz” by 
suppressing or misrepresenting studies that demon-
strated Neurontin was not effective for the off-label 
uses. As a result of this fraud, consumers and TPPs 
purchased Neurontin for conditions for which there 
was no credible scientific evidence of efficacy, while 
defendants reaped billions in profits. Revenue from 
the sale of Neurontin rose from $97.5 million in 1995 
to nearly $2.7 billion in 2003, “making Neurontin one 
of the ten most popular drugs in the United States.” 
Id. at 103. Sales grew at approximately fifty percent 
per year, fueled primarily by off-label sales, which by 
2003 accounted for approximately 90 percent of all 
Neurontin prescriptions. Id. Plaintiffs allege that 
defendants’ off-label, fraudulent marketing scheme 
was largely responsible for Neurontin’s meteoric rise 
in sales. 

III. DISCUSSION 

The Court’s denial of plaintiffs’ initial motion for 
class certification was predicated on plaintiffs’ failure 
to satisfy four distinct requirements of Rule 23: com-
monality, numerosity, typicality, and predominance. 
Below, the Court discusses plaintiffs’ efforts to remedy 
the shortcomings. 
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A. Commonality  

1. Initial Shortcomings  

In Neurontin, the Court concluded that plaintiffs’ 
proposed class failed to satisfy the commonality 
requirement of Rule 23(a)(2).2 “Rule 23(a)’s require-
ment of commonality is a low bar, and courts have gen-
erally given it a ‘permissive application.’” In re New 
Motor Vehicles Can. Export Antitrust Litig., 522 F.3d 
6, 19 (2008) (hereinafter Motor Vehicles) (quoting 7A 
Charles Alan Wright, Arthur R. Miller & Mary Kay 
Kane, Federal Practice and Procedure § 1763, at 221 
(3d ed. 2005)). Commonality necessitates only the 
existence of a “single issue common to all members of 
the class.” 1 Alba Conte & Herbert B. Newberg, New-
berg on Class Actions § 3.10 (4th ed. 2002). 

Plaintiffs initially proposed a single class comprised 
of all individuals or entities who paid all or some of the 
price for an off-label Neurontin prescription. Plaintiffs 
then divided that broad class into Consumer and TPP 
Subclasses. The breadth of plaintiffs’ original pro-
posed Subclasses undermined plaintiffs’ claim that 
resolution of common questions would “affect all or a 
substantial number of the class members.” Jenkins v. 
Raymark Indus., Inc., 782 F.2d 468, 472 (5th Cir. 1986). 
Plaintiffs’ “complaint and subsequent submissions . . . 
ma[de] clear that their proof of fraud varies con-
siderably by [off-label] indication.” Neurontin, 244 
F.R.D. at 105. As such, the Court held that in order for 
plaintiffs to satisfy the commonality requirement, 
plaintiffs must “prove up fraud use-by use,” and “the 
proposed consumer and TPP classes must be further 
divided into subclasses by use.” Id. (emphasis in 
                                                      

2 Rule 23(a)(2) requires that there be “questions of law or fact 
common to the class.” 



300a 

 

original). The Court identified the eight off-label con-
ditions – (1) bipolar and other mood disorders; (2) 
neuropathic pain; (3) migraine and headache; (4) 
nociceptive and non-neuropathic pain; (5) RLS/PLMD; 
(6) anxiety disorders; (7) monotherapy; and (8) doses 
of 1800 mg to 3600 mg per day – for which both the 
Consumer and TPP classes would independently have 
to satisfy all of Rule 23’s prerequisites for class 
certification. Id. “The key common question for each 
subclass will be whether the defendants engaged in a 
common course of conduct to make misrepresentations 
or omissions regarding Neurontin’s efficacy for a 
particular off-label use.” Id. at 105-06. 

2. Plaintiffs’ Response  

To address the Court’s concerns, plaintiffs slightly 
altered the parameters of the proposed TPP Subclass3 

                                                      
3 In the renewed motion, plaintiffs define the TPP Subclass as: 

All private, non-governmental entities in the United States 
and its territories that paid or reimbursed all or part of the 
cost of Neurontin prescribed, provided, or administered to 
natural person covered by any contract, policy, or plan, for 
any of the following indications during the following periods 
of time. 

Subclass Subclass Period
Bipolar/Mood Disorders 11/95 - 12/04

Neuropathic Pain 7/95 - 12/04

Migraine/Headache 9/95 - 12/04

Nociceptive Pain 9/95 - 12/04

Doses > 1800 mg/day 3/95 - 12/04

Such entities include, but are not limited to, insurance com-
panies, union health and welfare benefit plans, entities with 
self-funded plans that contract with a health insurance com-
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More critically, plaintiffs identified the indication-
specific subclasses for which they sought certification 
within the Consumer and TPP Subclasses. Plaintiffs 
abandoned their claims regarding RLS/PLMD, anxi-
ety disorders, and monotherapy. For the remaining 
five indications, the following chart summarizes the 
relevant newly proposed indication-specific subclasses 
and subclass periods. 

Subclass Subclass Period
Bipolar/Mood Disorders 11/95 - 12/04

Neuropathic Pain 7/95 - 12/04

Migraine/Headache 9/95 - 12/04

Nociceptive Pain 9/95 - 12/04

Doses > 1800 mg/day 3/95 - 12/04

(Pls.’ Renewed Mot. at 6.) 

Plaintiffs’ proposed subclasses are now sufficiently 
narrow such that for each one “there are questions of 
law or fact common to the [sub]class.” Fed. R. Civ. P. 
23(a)(2); see also Fed. R. Civ. P. 23(c)(5) (“When appro-
priate, a class may be divided into subclasses that are 
each treated as a class under this rule.”). As discussed 
in Neurontin, although defendants allegedly engaged 
in a similar pattern of conduct while fraudulently mar-
keting Neurontin for each off-label indication, the 

                                                      
pany or other entity to serve as a third-party claims admin-
istrator to administer their prescription drug benefits, 
private entities paid by an governmental entity (including a 
state Medicaid program), and other organizations. 

(Pls.’ Renewed Mot. at 6.) 
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dates of defendants’ awareness of inefficacy, defend-
ants’ efforts to suppress negative studies, and defend-
ants’ affirmative marketing plans, varied considerably 
by indication. Now, the claims of the plaintiffs within 
each of the indication-specific subclasses share 
common issues of fact. Consequently, at least to the 
extent plaintiffs are alleging a fraudulent national 
advertising campaign which made affirmative misrep-
resentations and concealed known risks specific to an 
indication, the Court finds that the ten remaining 
indication-specific subclasses (five Consumer and five 
TPP) satisfy Rule 23’s commonality requirement. 

B. Numerosity  

1. Initial Shortcomings  

In Neurontin, the Court surmised that “[g]iven the 
low threshold for numerosity and the high number of 
off-label prescriptions,” and the fact that “by 2003 
Neurontin was the tenth most commonly-prescribed 
drug in the United States,” Rule 23(a)(1)’s numerosity 
requirement would pose no barrier to class certifica-
tion.4 Neurontin, 244 F.R.D. at 106. Still, in light of the 
Court’s holding that plaintiffs would be required to 
seek certification for indication-specific subclasses, the 
Court insisted that plaintiffs “submit a proffer that the 
number of consumer and TPP plaintiffs in each subclass 
is sufficiently large that joinder of all members would 
be impractical.” Id. 

2.  Plaintiffs’ Response  

In their renewed motion, plaintiffs submitted a 
declaration from Dr. Rena Conti (“Dr. Conti”), a Ph.D. 

                                                      
4 Rule 23(a)(1) provides that class certification is only appro-

priate if “the class is so numerous that joinder of all members is 
impracticable.” 
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in Health Policy (Economics Track) from Harvard 
University and an instructor in Health Economics at 
the University of Chicago. (Decl. of Rena Conti (“Conti 
Decl.”), Ex. E, Docket No. 1017.) After reviewing data 
from the IMS National Disease and Therapeutic Index 
(NDTI) and defendants’ predictions of unique patient 
counts for Neurontin, Dr. Conti estimated that 
between January 1997 and December 2002, more than 
350,000 individual consumers paid for at least a 
portion of the cost of a Neurontin prescription for each 
of the five indications. (Id. ¶ 53.)    

Off-Label Condition
 

Estimated No. of Con-
sumer Subclass Members 

from 1997 to 2002
Bipolar/Mood Disorders 1,189,189

 

Neuropathic Pain 2,283,907

Migraine/Headache 365,641

Nociceptive Pain 750,219

Doses > 1800 mg/day 786,236

Total 5,375,192

Because these figures do not include the entire 
proposed class period for any of the indications, they 
also necessarily underestimate the actual number of 
unique individuals who paid for a Neurontin pre-
scription.  (Id. ¶ 52.) Accordingly, plaintiffs’ proffer 
regarding the number of potential plaintiffs is more 
than sufficient to satisfy Rule 23 for all five of the 
indication-specific Consumer subclasses. 
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Dr. Conti’s analysis is equally persuasive that  
the number of TPPs in each indication-specific TPP 
subclass satisfies Rule 23(a)(1). Relying on an assump-
tion that all TPP plans “cover[] a representative 
sample of the population,” Dr. Conti then estimated 
the number of members necessary to assure with 99, 
95, and 90 percent probability that a plan had at least 
one member who received a Neurontin prescription for 
a particular indication. (Id.54.) At the 99 percent 
confidence interval, the migraine/headache condition 
required the largest minimum plan membership, 
3,248 individuals; all of the other indications necessi-
tated less than 1,600 members to ensure that at  
least one individual in a plan received a Neurontin 
prescription for each off-label indication. (Id. ¶ 54 tbl. 
2.) Dr. Conti then used publicly available data 
regarding the membership size of various categories of 
TPPs to calculate that approximately 13,070 TPPs 
paid for at least one Neurontin prescription to treat 
each of the off-label conditions.5 (Id. ¶ 55-58.) 

Defendants take issue with Dr. Conti’s assumption 
that the membership of each plan mirrors the 
composition of the general population. They argue that 
especially with Taft-Hartley Funds and self-insured 
employers, which on average are considerably smaller 
than commercial health plans, the demographics of a 
plan’s membership can differ dramatically from the 
demographics of the entire American population. Such 

                                                      
5 As Dr. Conti notes, “[t]he actual number would be somewhat 

lower for migraine and higher for the more commonly used off-
label indications (i.e., the pain categories as well as bipolar)” 
because Neurontin prescriptions for the pain categories and bipo-
lar occurred at a greater frequency than for the other indica-
tions.(Id. ¶ 58.) 
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criticisms are certainly relevant to the class certi-
fication analysis, but speak more directly to the 
typicality and predominance requirements. Even if Dr. 
Conti’s estimates are inflated by a factor of ten, 
plaintiffs have proffered sufficiently numerous TPP 
class members to justify certification. Although 
“numbers alone are not usually determinative” for the 
numerosity analysis, Andrews v.  Bechtel Power Corp., 
780 F.2d 124, 131 (1st Cir. 1985), the quantity and 
geographical diversity of the allegedly affected TPPs 
leaves no question that joinder in this case would be 
impracticable. 

Consequently, because the Court is satisfied that 
joinder of all parties would not be practicable within 
each of the indication-specific Consumer and TPP 
subclasses, plaintiffs have now met their burden 
under Rule 23(a)(1). 

C. Typicality 

1. Initial Shortcomings  

In Neurontin, the Court also found that, in light of 
plaintiffs’ need to certify subclasses for each condition, 
the proposed class representatives selected by plain-
tiffs were not sufficiently typical to satisfy Rule 23(a) 
(3). The typicality requirement “is designed to align 
the interests of the class and the class representatives 
so that the latter will work to benefit the entire class 
through the pursuit of their own goals.” In re Warfarin 
Sodium Antitrust Litig., 391 F.3d 516, 531 (3d Cir. 
2004) (internal quotation marks omitted). 

A claim is typical if it arises from the same event 
or practice or course of conduct that gives rise to 
the claims of other class members and her claims 
are based on the same legal theory. Even though 
some factual variations may not defeat typicality, 
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the requirement is meant to ensure that the 
named representative’s claims have the same 
essential characteristics as the claims of the class 
at large. 

Arreola v. Godinez, 546 F.3d 788, 798 (7th Cir. 2008) 
(internal quotation marks omitted). Importantly, there 
is some overlap between typicality and predominance, 
particularly in cases, such as this, where plaintiffs 
intend to demonstrate causation through common 
proof. See Motor Vehicles, 522 F.3d at 19 (citing Amchem 
Prods., Inc. v. Windsor, 521 U.S. 591, 617 (1997);  
6 Conte & Newberg, supra, § 18:8). 

In Neurontin, the Court held that the two Consumer 
Subclass representatives put forward by plaintiffs –
Gerald Smith and Loraine Kopa – who were both pre-
scribed Neurontin for neuropathic pain and migraine, 
satisfied the typicality requirement for those two 
indications. However, because “[p]laintiffs . . . failed to 
demonstrate that [Kopa and Smith’s] claims are 
typical of the claims of the members of the [remaining 
six indication-specific subclasses],” the Court required 
that plaintiffs propose additional Consumer subclass 
representatives. Neurontin, 244 F.R.D. at 107. The 
Court also insisted that because “the Complaint does 
not identify which off-label uses the proposed TPP 
representatives have paid for,” that “[p]laintiffs must 
make a proffer that a proposed TPP representative for 
each [indication-specific] subclass likely paid for the 
off-label indication for that subclass. For large TPPs 
that reimburse for numerous Neurontin prescriptions, 
standing and typicality could be met by a statistical 
likelihood of payment for a specific indication.” Id.  

2. Plaintiffs’ Response  

To satisfy the Court’s directive, plaintiffs proposed 
Consumer subclass representatives for the nociceptive 
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pain, bipolar/mood disorder, and doses in excess of 
1800 mg per day subclasses. For the bipolar/mood 
disorder subclass, plaintiffs proposed Jan Frank  
Wityk (“Wityk”) and Gary L. Varnam (“Varnam”). (Pls.’ 
Renewed Mot. at 7-8.) For nociceptive and non-
neuropathic pain, plaintiffs proposed Carolyn Hollaway 
(“Hollaway”). (Id. at 8.) And for doses in excess of 1800 
mg per day, plaintiffs proposed Jeanne Ramsey 
(“Ramsey”). (Id.) 

Defendants raise objections to each of these newly 
proposed class representatives. (Defs.’ Opp’n to Pls.’ 
Renewed Mot. at 34-35, Docket No. 1174.) They claim 
that Hollaway is not typical of the class she seeks to 
represent because she received Neurontin for treat-
ment of nerve related pain, not for nociceptive pain. 
(Id. at 34.) They suggest that Varnam and Ramsey are 
not typical in that each took Neurontin for almost four 
years “never once expressing any reservation as to its 
effectiveness in treating their conditions.” (Id.) Simi-
larly, they question the typicality of Wityk’s claims 
because she “informed her psychiatrist that Neurontin 
had provided her with significant benefits, and admits 
that she ‘wouldn’t have gone without’ Neurontin over 
the more than two years that [she] remained on the 
medication.” (Id. at 35.) 

On the record before the Court, none of these varia-
tions undermines the typicality of the newly proposed 
class representatives. The class representatives meet 
the definition of their indication-specific subclass, paid 
for at least a portion of a Neurontin prescription, and 
rely on the same general legal theory: that defendants’ 
fraudulent marketing of Neurontin for treatment of 
these off-label indications caused them to pay for an 
ineffective product. Accordingly, the claims of the pro-
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posed Consumer subclass representatives for the noci-
ceptive pain, bipolar/mood disorder, and doses in 
excess of 1800 mg per day subclasses are sufficiently 
typical to satisfy Rule 23(a)(3). 

Plaintiffs have also demonstrated that the proposed 
TPP class representatives are typical. Dr. Conti calcu-
lated that two of the proposed TPP class representa-
tives, BlueCross/BlueShield of Louisiana (“BCBSLA”) 
and ASEA/AFSCME Local 52 Health Benefits Trust 
(“ASEA”), both had a greater than 99 percent likeli-
hood of having paid for at least some portion of an off-
label Neurontin prescription for each of the five indi-
cations at issue; as such, they are typical for all five of 
the indication-specific TPP subclasses. (Conti Decl. 
¶ 59-60 & tbl. 3.) Plaintiffs’ third TPP class representa-
tive, Harden Manufacturing Corporation (“Harden”), 
had a greater than 99 percent probability of paying 
some of the cost for a Neurontin prescription to treat 
neuropathic pain, and is thus also typical of that indi-
cation-specific subclass.  (Id. ¶ 60 tbl.3) 

D. Predominance  

As expressed by the Court in Neurontin, the 
predominance requirement – that “questions of law  
or fact common to class members predominate over 
any questions affecting only individual members” of 
the class, Fed. R. Civ. P. 23(b)(3) – posed the most 
substantial obstacle to class certification. Although 
neither RICO nor the New Jersey Consumer Fraud 
Act requires proof that an individual’s reliance upon a 
defendant’s material misrepresentation or omission 
resulted in injury, both statutes do mandate that a 
plaintiff show that the defendant’s conduct was the 
proximate cause of the alleged injury. See Neurontin, 
244 F.R.D. at 103 (cases cited). The initially proposed 
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Consumer and TPP Subclasses faced different pre-
dominance problems; however, the Court’s concerns 
with respect to both groups emanated from their abil-
ity to demonstrate by common proof that defendants’ 
fraudulent marketing of Neurontin caused financial 
injury to all plaintiffs. 

1. Consumer Subclass  

a. Initial Shortcomings  

The initial proposed Consumer Subclass, which 
included all individuals who paid for an off-label 
Neurontin prescription, was fatally overbroad in that 
plaintiffs put forward no mechanism for “determin[ing] 
which consumer class members’ Neurontin prescrip-
tions were caused by defendants’ alleged fraud – and 
who therefore have a cognizable injury – and which 
would have occurred even in the absence of fraud.” Id. 
at 111-12 (emphasis in original); see also id. at 113. 
The degree of difficulty in proving causation and 
injury was magnified by a number of factors. First,  
the evidence of whether the fraudulent marketing 
resulted in a plaintiff’s receipt of an off-label pre-
scription for Neurontin rests primarily in the minds of 
the prescribing doctors, not with the plaintiffs them-
selves. Second, the questions that would need to be 
answered with respect to each doctor – was he or she 
ever exposed to any fraudulent off-label marketing 
regarding Neurontin? did the marketing play any role 
in his or her decision to prescribe Neurontin to a 
particular plaintiff? – seemingly defied proof by any 
common means. 

Recognizing this difficulty, plaintiffs represented  
to the Court that a yet-to-be-produced econometric 
analysis designed by Professor Meredith Rosenthal 
(“Professor Rosenthal”) – incorporating voluminous 
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data regarding defendants’ off-label marketing prac-
tices, Neurontin’s price and the price of its competitor 
drugs, and other market conditions – would be able  
to identify the number of prescriptions that likely 
resulted from the alleged fraud. Accepting the general 
reliability of econometric regression analysis, the 
Court held that “Professor Rosenthal’s proposed meth-
odology is a plausible way of determining aggregate 
class-wide liability.” Id. at 111 (emphasis added). 

Determining the total number of prescriptions likely 
caused by defendants’ alleged fraudulent conduct, 
however, would satisfy only half of plaintiffs’ burden. 
Cf. McLaughlin v. Am. Tobacco Co., 522 F.3d 215, 223 
(2d Cir. 2008) (“But proof of misrepresentation – even 
widespread and uniform misrepresentation – only 
satisfies half of the equation; the other half, reliance 
on the misrepresentation, cannot be the subject of 
general proof.”). The Court explained that 

[w]hile Dr. Rosenthal may be able to statistically 
determine on a national basis that the majority  
of prescriptions were written as a result of 
fraudulent marketing activity, there is no way of 
identifying which doctors prescribed Neurontin 
based on this promotion as opposed to lawful off-
label prescribing by a doctor who is exercising his 
own medical judgment. 

Neurontin, 244 F.R.D. at 113. 

If Dr. Rosenthal’s model would show that some 
quantity of off-label prescriptions for each indication 
was not caused by defendants’ fraudulent marketing, 
the fact-finder would be required to conduct inquiries 
to identify which prescriptions were the result of fraud 
and which were not. Simply put, “[h]ere, there is no 
way to identify injured class members . . . [and] to 
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establish causation and injury the plaintiffs would 
need to conduct inquiries into the prescribing deci-
sions of each class member’s physician.” Id. at 114. 
Certifying the initial overbroad class would have 
resulted in the “torrent of individual trials,” id., that 
Rule 23(b) (3) is designed to avoid. 

Despite the seemingly insurmountable barrier these 
individualized inquiries posed to certification of the 
Consumer Subclass, the Court held that defendants 
“should not get off scot-free if there is a practical 
statistical way to address the difficult causation 
issues.” Id. The Court concluded that if, within a given 
indication-specific subclass, a statistical analysis 
could show that essentially all of the prescriptions 
written for plaintiffs were the result of the alleged 
fraud, then individualized inquiries would be unneces-
sary and the predominance requirement would be 
satisfied. In other words, if Dr. Rosenthal’s model 
could demonstrate that “only a de minimis number of 
doctors prescribed Neurontin for an off-label condition, 
and then off-label prescriptions skyrocketed after  
a fraudulent campaign for that indication (i.e., 
migraines or bipolar), the Court will consider statis-
tical proof as sufficient to demonstrate that most 
purchasers in that period were injured.” Id. 

In crafting the de minimis standard, the Court relied 
primarily on price inflation consumer fraud cases  
in which courts allowed plaintiffs to use aggregate, 
statistical proof to establish classwide causation. Id. 
113-14 (citing In re Synthroid Mktg. Litig., 188 F.R.D. 
295 (N.D. Ill. 1999); Schwab v. Phillip Morris USA, 
Inc., 449 F. Supp. 2d 992 (E.D.N.Y. 2006) rev’d sub 
nom. McLaughlin, 522 F.3d 215, 223 (2d Cir. 2008); In 
re Zyprexa Prods. Liability Litig., 493 F. Supp. 2d 571 
(E.D.N.Y. 2007) (hereinafter Zyprexa); Aspinall v. 
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Philip Morris Cos., 442 Mass. 381 (Mass. 2004)). The 
cases upon which the Court constructed the de minimis 
standard all had one characteristic in common; every 
member of the putative classes was necessarily 
injured because defendants’ alleged fraudulent mar-
keting caused an increase in a product’s price, 
meaning everyone who purchased the product paid too 
much. 

Some of these cases also borrowed, implicitly and 
explicitly, from the “fraud-on-the-market” theory 
adopted by a plurality of the Supreme Court in Basic, 
Inc. v. Levinson, 485 U.S. 224 (1988). See Schwab,  
449 F. Supp. 2d at 1115-17 (recognizing that Basic  
is “neither binding in this case, nor identical in 
reasoning,” but holding that “[s]uch a presumption 
may be appropriate in the present case”); Zyprexa, 493 
F. Supp. 2d at 579 (relying heavily on the portions of 
Schwab that spoke to Basic’s fraud-on-the-market 
presumption). When analyzing class certification in a 
case of alleged fraud perpetrated on an efficient 
securities market, the fraud-on-the-market theory 
“obviates the need for a plaintiff to demonstrate 
individualized reliance on a defendant’s misstatement 
by permitting a class-wide rebuttable presumption of 
reliance, thereby enabling a securities fraud class 
action to meet Rule 23(b)(3)’s commonality require-
ment.” In re PolyMedica Corp. Secs. Litig., 432 F.3d 1, 
3 (1st Cir. 2005) (hereinafter PolyMedica). The critical 
leap in the fraud-on-the-market theory is from market 
efficiency to a presumption of classwide reliance and 
injury. Because an asset’s price in an “open and 
developed securities market” is 

determined by the available material information 
regarding the company and its business[,] . . . 
[m]isleading statements will therefore defraud 
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purchasers of stock even if the purchasers do not 
directly rely on the misstatements. . . . The causal 
connection between the defendants’ fraud and the 
plaintiffs’ purchase of stock in such a case is no 
less significant than in a case of direct reliance on 
misrepresentations. 

Basic, 485 U.S. at 241-42. The efficiency of the market, 
which internalizes the misrepresentation into the 
price of the asset, creates the presumption that every-
one who purchased a share of stock both indirectly 
relied upon and was injured by the misrepresentation. 
PolyMedica, 432 F.3d at 7-8. 

Of course, the instant suit does not involve price 
inflation or an efficient market. On the facts alleged 
by the plaintiffs, the Court could not simply presume 
that defendants’ fraudulent conduct caused all the  
off-label Neurontin prescriptions. What plaintiffs 
requested, and what the Court permitted in Neuron-
tin, is that plaintiffs be provided with an opportunity 
to show, through well-established statistical methods 
(i.e., Professor Rosenthal’s report), that defendants’ 
fraudulent marketing of off-label Neurontin so dis-
torted the information in the medical marketplace 
that all (or nearly all) doctors who chose to prescribe 
Neurontin off-label were affected by defendants’ fraud. 
In Neurontin, the Court held that if Professor Rosen-
thal’s model could accomplish that difficult task, plain-
tiffs would be entitled to a presumption of causation to 
satisfy Rule 23’s predominance requirement. 

b. Developments in the Law Since August 
2007  

A quartet of cases decided after August 2007 has led 
the court to reconsider permitting the use of statistical 
evidence to establish a classwide presumption of 



314a 

 

causation. First, the New Jersey Supreme Court’s 
decision in International Union of  Operating Engineers 
Local No. 68 Welfare Fund v. Merck & Co., Inc., 192 
N.J. 372 (2007) (hereinafter Vioxx), forecloses the 
instant plaintiffs’ motion to certify indication-specific 
Consumer subclasses under the New Jersey Consumer 
Fraud Act. In that case, a class of TPP plaintiffs suing 
under the NJCFA alleged that the defendant-
pharmaceutical company’s fraudulent marketing of 
Vioxx resulted in an increased price for the drug and 
its placement on TPPs’ preferred status lists. Although 
the New Jersey Supreme Court admitted that common 
issues of fact permeated “defendant’s marketing 
plan[,] withholding of adverse information, . . . the 
FDA warning letters [Merck received regarding 
Vioxx’s safety, and] the drug’s eventual withdrawal 
from the market,” id. at 388, the court held that 
individual inquiries relating to why particular TPPs 
treated Vioxx in a particular manner overwhelmed 
questions common to the class. The court stated that 

plaintiff does not suggest that each of these 
proposed class members, receiving the same 
information from defendant, reacted in a uniform 
or even similar manner. Rather, the record speaks 
loudly in its demonstration that each [proposed 
plaintiff] . . . made individualized decisions 
concerning the benefits that would be available to 
its members for whom Vioxx was prescribed. 

Id. at 390-91. Although this holding addresses TPP 
plaintiffs and not consumers or doctors, its ramifica-
tions for the instant case should be immediately 
apparent. Where plaintiffs (or plaintiffs’ doctors) react 
differently to a misrepresentation, a presumption of 
reliance cannot be utilized to satisfy the predominance 
requirement under the NJCFA. 
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Further, even, the court squarely rebuffed plaintiffs’ 
attempt to utilize statistical evidence to establish a 
presumption of causation in the consumer fraud 
context. The court explained that “[t]o the extent that 
plaintiff seeks . . . to be relieved [by the use of 
statistical evidence] of the usual requirement that 
plaintiff prove [causation], the theory must fail.” Id. at 
392. The Court continued stating that: 

[t]o the extent that plaintiff intends to rely on a 
single expert to establish [causation] in place of a 
demonstration of an ascertainable loss or in place 
of proof of a causal nexus between defendant’s 
acts and the claimed damages, . . . plaintiff’s 
proofs would fail. That proof theory would indeed 
be the equivalent of fraud on the market, a theory 
we have not extended to CFA claims. 

Vioxx, 192 N.J. at 392. Because Vioxx precludes 
NJCFA plaintiffs from establishing causation through 
a report from a single expert, and the instant plaintiffs 
seek to do exactly that, the Court must DENY 
plaintiffs’ motion to certify all the indication-specific 
Consumer subclasses under the NJCFA. 

Recent decisions handed down by federal courts  
are equally problematic for plaintiffs’ proposed method 
for establishing classwide causation for the remaining 
RICO claims. Most influential among these is 
McLaughlin v. American Tobacco Co., 522 F.3d 215 
(2d Cir. 2008), in which the Second Circuit reversed 
Judge Weinstein’s certification of a nationwide class of 
individuals who smoked “Light” cigarettes in Schwab, 
449 F. Supp. 2d at 992. The McLaughlin plaintiffs’ 
claimed “that defendants’ implicit representation that 
Lights were healthier led them to buy Lights in 
greater quantity than they otherwise would have and 
at an artificially high price, resulting in plaintiffs’ 
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overpayment for cigarettes.” Id. at 220. Although the 
injury alleged by the plaintiffs differed from the case 
at bar, the McLaughlin plaintiffs’ theory of causation 
was nearly identical to the theory put forward by the 
instant plaintiffs. Invoking the “fraud-on-the-market” 
theory, they suggested that “that defendants distorted 
the body of public information and that, in purchasing 
Lights, plaintiffs relied upon the public’s general sense 
that Lights were healthier than full-flavored cigarettes, 
whether or not individual plaintiffs were actually 
aware of defendants’ alleged misrepresentation.” Id. 
at 223-24. As here, plaintiffs also argued that “they 
should be entitled to a presumption of reliance . . . .” 
Id. at 225. Plaintiffs even put forward statistical 
evidence from an expert purportedly demonstrating 
that “90.1% of those who smoked Lights chose to do so 
because of Lights’ alleged health benefits.” Id. at 225 n.6. 

Despite the fact that the packaging of every “Light” 
cigarette contained, at the very least, an implicit 
representation that “Light” cigarettes were healthier 
than normal cigarettes, the McLaughlin court rejected 
plaintiffs’ motion for class certification. The court 
concluded that 

[i]ndividualized proof [was] needed to overcome 
the possibility that a member of the purported 
class purchased Lights for some reason other  
than the belief that Lights were a healthier 
alternative – for example, if a Lights smoker was 
unaware of that representation, preferred the 
taste Lights, or chose Lights as an expression of 
personal style. 

Id. at 223; see also id. at 225 (“[E]ach plaintiff in this 
case could have elected to purchase light cigarettes for 
any number of reasons, including a preference for the 
taste and a feeling that smoking Lights was ‘cool.’”). 
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Consequently, because litigation of the class’ claims 
would unavoidably involve an inquiry into each 
plaintiff’s motivation for purchasing Light cigarettes, 
the court found that plaintiffs failed to satisfy the 
predominance requirement. 

The Eighth Circuit reached a similar result in In re 
St. Jude Medical Inc. Silzone Heart Valve Products 
Litigation, 522 F.3d 836 (8th Cir. 2008) (hereinafter 
St. Jude). Faced with a motion for class certification 
by a group of plaintiffs who were implanted with an 
unsafe heart valve, the court found that individualized 
questions, regarding whether patients or their doctors 
had ever been exposed to misrepresentations about 
the faulty medical device, would overwhelm issues 
common to the class. Even assuming that under Min-
nesota’s consumer fraud statute the plaintiffs did not 
need to present direct evidence of reliance upon mis-
leading statements, the court found that it could not 

prohibit St. Jude from presenting direct evidence 
that an individual plaintiff (or his or her 
physician) did not rely on representations from St. 
Jude. When such evidence is available, then it is 
highly relevant and probative on the question 
whether there is a causal nexus between alleged 
misrepresentations and any injury. 

Id. at 840 (emphasis in original). Such a conclusion 
was especially warranted where the defendants had 
discovered evidence that many of named class repre-
sentatives and their doctors had never been exposed to 
any misrepresentations about the device. Id. at 839. 
As a result, the court concluded that class certification 
was inappropriate. 

Finally, in In re TJX Cos. Retail Security Breach 
Litigation, a negligent misrepresentation case brought 
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by credit card issuers against data security companies, 
Judge Young of this Court held that where reliance is 
an element of a claim, a presumption of reliance is 
never appropriate because “[p]roving the element of 
reliance will necessarily involve individual questions 
of fact.” 246 F.R.D. 389, 395 (D. Mass. 2008) (hereinaf-
ter TJX); see also id. (“‘A fraud class action cannot be 
certified when individual reliance will be an issue.’” 
(quoting Castano v. Am. Tobacco Co., 84 F.3d 734, 745 
(5th Cir. 1996)). Of particular relevance to the case at 
bar, Judge Young found that, given the evidence 
before the court, 

[e]ven if reliance could, in some situations, be 
demonstrated for the class as a whole via 
circumstantial evidence, doing so would not be 
appropriate here. . . . [Defendants] would have the 
right to introduce . . . evidence [that plaintiffs had 
not relied on misrepresentations] at trial in order 
to rebut the [plaintiffs’] assertion of reliance, 
creating precisely the type of “individualized 
evidentiary issue [that is] a persuasive reason for 
denying certification.” 

Id. at 396 (quoting Mowbray v. Waste Mgmt. Holdings, 
Inc., 189 F.R.D. 194, 198 (D. Mass. 1999)).6 

These cases collectively stand for at least two prop-
ositions critical to the instant plaintiffs’ motion. First, 
                                                      

6 Common law misrepresentation claims, like those at issue in 
TJX, require that a plaintiff prove reliance as an element of his 
or her prima facie case, TJX, 246 F.R.D. at 395, whereas a RICO 
claim requires only proof of a causal nexus between a misrepre-
sentation and a plaintiff’s injury. Judge Young’s TJX opinion is 
useful to the case at bar, however, because it speaks to a defend-
ant’s right to present individualized evidence of the lack of reli-
ance/causation. Further, as a practical matter, plaintiffs cannot 
prove causation in this case without demonstrating reliance. 
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they reinforce the Court’s conclusion in Neurontin 
that, if plaintiffs cannot prove classwide causation 
through Professor Rosenthal’s report, all of the indica-
tion-specific Consumer subclasses will be unable to 
satisfy the predominance requirement. The McLaugh-
lin, St. Jude, and TJX courts were unwilling to deny 
defendants an opportunity to present evidence that 
their alleged fraud did not cause a particular plaintiff’s 
injury. As such, in all three cases, individual questions 
relating to exposure and causation predominated over 
questions common to the class as a whole. And as a 
result, Rule 23(b)(3) certification was not appropriate. 
McLaughlin is particularly compelling on this point. 
Not only did McLaughlin reverse Schwab, a case upon 
which this Court relied heavily in fashioning the de 
minimis standard, see Neurontin, 244 F.R.D. 113-14, 
but McLaughlin’s holding underlines the potential 
problems of granting class certification in the instant 
case. In McLaughlin, even though every single plain-
tiff in the class of smokers was exposed to the defend-
ant’s fraudulent misrepresentations, the court still 
required that the plaintiffs demonstrate, on an indi-
vidual basis, that the misrepresentation caused the 
plaintiffs’ injuries. To allow the instant plaintiffs to 
proceed as a class without a presumption of causation, 
when serious questions remain regarding individual 
doctors’ exposure to defendants’ misrepresentations 
and the causal nexus between those misrepresenta-
tions and plaintiffs’ injuries, would inevitably result in 
individual issues predominating over common ques-
tions. 

Second, the cases discussed above highlight courts’ 
general unwillingness to permit a presumption of reli-
ance/causation in consumer fraud cases. McLaughlin, 
522 F.3d at 225 (“We do not think that the Basic 
presumption, or the district court’s variation of it, 
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applies in this case; we cannot assume that, regardless 
of whether individual smokers were aware of defend-
ants’ misrepresentation, the market at large internal-
ized the misrepresentation to such an extent that all 
plaintiffs can be said to have relied on it.”); TJX, 246 
F.R.D. at 395-96; Vioxx, 192 N.J. at 392 (rejecting the 
fraud-on-the-market theory “as being inappropriate in 
any context other than federal securities fraud litiga-
tion”). 7  That courts have been uniformly hostile to 
attempts to extend the fraud-on-the-market theory to 
consumer fraud cases is not a new development in the 
case law. See e.g., Securities Investor Prot. Corp. v. 
BDO Seidman, LLP, 222 F.3d 63, 73 (2d Cir. 2000) 
(holding fraud-on-the-market, “[t]o the extent that the 
federal courts have adopted this concept . . . has 
applied only in the context of the federal securities 
law” (citing Arthur Young & Co. v. United States District 
Court, 549 F.2d 686, 695 (9th Cir. 1977)); Prophias v. 
Pfizer, Inc., 485 F. Supp. 2d 1329, 1337 (S.D. Fla. 
2007); Heindel v. Pfizer, Inc., 381 F. Supp. 2d 364, 380 
(D.N.J. 2004); Mishkin v. Peat, Marwick, Mitchell  
& Co., 658 F. Supp. 271, 274-75 (S.D.N.Y. 1987)). 
Nonetheless, the more recent cases discussed above, 
with highly analogous facts, collectively make the 
Court leery of permitting plaintiffs the benefit of a 
presumption of causation even with a remarkably 
strong statistical showing. 

Further complicating plaintiffs’ task, the First 
Circuit’s 2008 decision in In re New Motor Vehicles 

                                                      
7 Judge Weinstein, in an opinion published after McLaughlin, 

permitted a presumption of exposure and reliance akin to the 
fraud-on-the-market theory in a pharmaceutical price inflation 
case. In re Zvprexa Prods. Liability Litig., 253 F.R.D. 69, 195 
(E.D.N.Y. 2008). As the instant case does not involve price infla-
tion, that opinion has no direct bearing on the Court’s decision. 
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Canadian Export  Antitrust Litigation, 522 F.3d 6 (1st 
Cir. 2008), mandates that this Court closely scrutinize 
the methodology and conclusions of Professor Rosen-
thal’s report. Prior to Motor Vehicles, this Court previ-
ously held that resolution of “technical disputes,”  
like those presented by Professor Rosenthal’s report, 
should generally be resolved at a Daubert hearing, as 
opposed to at the class certification stage. In re Pharm. 
Indus. Average Wholesale Price Litig., 230 F.R.D. 61, 
90 (D. Mass. 2005). Thus, the Court could have certi-
fied the class after conducting a preliminary review of 
Professor Rosenthal’s results. Under Motor Vehicles, 
however, when evaluating a motion to certify a class, 
it is incumbent on the “the district court . . . [to] engage 
in a searching inquiry into the viability of [a novel or 
complex theory as to injury] and the existence of the 
facts necessary for the theory to succeed.” 522 F.3d at 
26; see also id. (“Such reliance on a novel theory to 
establish a primary element of a claim necessitates a 
more searching inquiry into whether plaintiffs will be 
able to prove the pivotal elements of their theory at 
trial. This is especially so when a case implicates the 
sort of factors that we have deemed important in the 
Rule 23(f) calculus, namely, when the granting of class 
status ‘raises the stakes of litigation so substantially 
that the defendant likely will feel irresistible pressure 
to settle.’”) (quoting Waste Mgmt. Holdings, Inc. v. 
Mowbray, 208 F.3d 288, 293 (1st Cir. 2000)). 

Plaintiffs’ theory is nothing if not novel; they ask the 
Court to permit a statistical analysis to function as 
common proof of causation for millions of disparate 
and varied human interactions that resulted in off-
label prescriptions for Neurontin. Consequently, it  
is incumbent on the Court to look closely at how 
Professor Rosenthal arrived at her conclusions and to 
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determine if the evidence already produced in this case 
supports her methodology and findings. 

With these developments in the law in mind, the 
Court moveson to examine Professor Rosenthal’s 
report and whether it can operate as common proof of 
causation for plaintiffs’ RICO claims. As the following 
discussion indicates, the Court is not convinced that 
Professor Rosenthal’s statistical findings are sufficient 
to certify any of the indication-specific Consumer 
subclasses. 

2. Plaintiffs’ Response — The Rosenthal 
Report  

a. Rosenthal Report Findings  

Professor Rosenthal’s completed report, submitted 
on September 9, 2008, quantifies the effect of defend-
ants’ promotion of off-label prescriptions for Neurontin 
for each of the five indication-specific Consumer sub-
classes with which plaintiffs chose to proceed. (Decl. of 
Meredith Rosenthal (“Rosenthal Report”) at 1, Ex. A, 
Docket No. 1427.)  In addition, because Neurontin 
prescriptions to treat neuropathic and nociceptive 
pain were written by neurologists, who prescribed 
Neurontin for on-label use as an anti-epileptic drug, as 
well as by doctors from other specialties, Professor 
Rosenthal further subdivided her analysis of off-label 
prescriptions for those indications by type of doctor. 
(Id. ¶ 26.) Professor Rosenthal then compared the 
actual data for the number of prescriptions written for 
each indication to results generated in a “but-for” 
model, in which defendants did not engage in any off-
label marketing. (Id. ¶ 47.) From this comparison, Pro-
fessor Rosenthal drew conclusions about the number 
of off-label Neurontin prescriptions that were caused 
by defendants’ “unlawful marketing efforts.” (Id. ¶ 31.) 
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The following chart summarizes the results of Profes-
sor Rosenthal’s analysis. 

 

(Id., attach. G.)8 

Before the Court addresses defendants’ challenges 
to Professor Rosenthal’s methodology, a few conclu-
sions are immediately apparent. First, the percentage 
of fraudulent Neurontin prescriptions written for 
migraines (27.90 percent), for doses greater than 1800 
milligrams per day (37.50 percent), and for neuro-
pathic (25.10 percent) and nociceptive pain (32.90 
percent), by neurologists, falls short of demonstrating 
that defendant’s off-label promotion caused all but a 
                                                      

8 Attachment G to the Rosenthal Report does not include the 
column in the above chart entitled “Total Prescriptions” or the 
Percent of Fraudulent Actual Prescriptions for all indications 
(the lower right cell of the chart). The Court extrapolated the 
information for the “Total Prescription” column using the follow-
ing equation: [Total Prescriptions] = [Fraudulent Prescriptions] / 
([Percent of Fraudulent Actual Prescriptions] / 100). 
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de minimis number of off-label prescriptions. In Pro-
fessor Rosenthal’s model, an individual prescription 
for any of these indications written by the specified 
type of doctor has no greater than a 50 percent (and in 
some cases much lower) likelihood that it was caused, 
directly or indirectly, by defendants’ fraudulent mar-
keting. As such, individual inquiries into why a doctor 
prescribed Neurontin off-label would plainly be 
required, and common issues would not predominate 
under Rule 23(b)(3). For those indication-specific Con-
sumer subclasses, the Court denies the motion for 
class certification. 

The motion for class certification with respect to all 
neuropathic and nociceptive pain Consumer plaintiffs 
is a closer question. Non-neurologist prescriptions 
written for those conditions satisfy the Court’s de min-
imis standard, but only if the subclass definitions are 
modified to delineate by condition and the specialty of 
the potential class member’s physician, as done in the 
chart above. According to Professor Rosenthal’s analy-
sis, virtually 100 percent of Neurontin prescriptions 
written by non-neurologists for the treatment of 
neuropathic pain and nociceptive pain, respectively, 
were caused by defendants’ off-label marketing. 

The bipolar and mood disorder subclass is another 
indication for which Professor Rosenthal’s model 
shows the type causal nexus between defendants’ off-
label marketing efforts and the increase in Neurontin 
prescriptions that could support a conclusion that a 
fraud had been perpetrated on the entire prescription 
market. According to Professor Rosenthal’s report, 
99.4 percent of Neurontin prescriptions written by 
psychiatrists for bipolar disorder were the direct or 
indirect result of defendants’ unlawful marketing. In 
other words, absent defendants’ fraudulent off-label 
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promotion, only 0.6 percent of the Neurontin prescrip-
tions given to patients with bipolar/mood disorders 
would have been written. 

Because essentially all of the Neurontin prescrip-
tions for these indications were, according to Professor 
Rosenthal’s model, the result of fraudulent promotion, 
plaintiffs’ claims for the indications would not require 
an individual inquiry into why a particular prescrip-
tion was written. 

b. Rosenthal Report Methodology  

Class certification of these subclasses would only  
be appropriate if Professor Rosenthal’s methodology 
can withstand close scrutiny. At this juncture, it is 
important to reiterate that Professor Rosenthal’s 
model must show that defendants’ fraudulent market-
ing, not simply their off-label marketing, caused the 
prescriptions written for the putative class members. 

Professor Rosenthal’s model addresses the unsur-
prising hypothesis that “promotional expenditures 
will increase prescribing of Neurontin.” (Id. ¶ 35.) It 
takes into account four primary variables: the retail 
price of Neurontin, the retail price of Neurontin’s com-
petitor drugs within a given indication, the amount of 
spending by defendants to promote Neurontin with 
respect to a particular specialty, and the amount of 
spending by Neurontin’s competitors to promote their 
drugs for that same specialty.  (Id. ¶ 34.) Of these 
factors, the promotion variable is by far the most 
important, as it is the only factor that purports to cap-
ture the extent of defendants’ fraudulent conduct. 
Within the model, the promotion variable is equal to 
the sum of the spending by defendants on (1) detailing 
(i.e., sending paid representatives to doctors’ offices to 
discuss uses for a particular drug and deliver samples) 
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and (2) professional journal advertising, and excludes 
all other expenses defendants may have incurred in 
marketing Neurontin for off-label use. (Id. ¶ 36.) She 
views expenditures on detailing as the “key explana-
tory variable” in a doctor’s decision to prescribe 
Neurontin. (Id. ¶¶24, 33.) 

As such, expenditures on detailing are the primary 
drivers of the methodology. Professor Rosenthal’s 
model relies on the amount spent on detailing to phy-
sician groups that ordinarily do not prescribe Neuron-
tin for its approved uses to measure the impact of 
defendants’ fraudulent off-label marketing campaigns. 
Professor Rosenthal has assumed on instruction of 
counsel that all detailing during the class period was 
both off-label and fraudulent. (Id. ¶¶ 46, 47, attachs. 
I.1, 1.4.) She explains that “[b]ecause of the limits in 
[her] data, [she is] unable to account systematically” 
for the influence that the “manipulation of the 
published literature to which physicians look for 
impartial information” had on prescribing. (Id. ¶ 53.) 
As such, she views her numbers as “conservative.” (Id.) 
Plaintiffs argue: “All such detailing was necessarily 
fraudulent, because it promoted Neurontin’s use for 
indications for which it had either been proven 
ineffective or for which there was no scientific evidence 
of efficacy.” (Pls.’ Resp. to Defs.’ Suppl. Opp’n at 5 n.7, 
Docket No. 1453.) The core assumption in the Rosenthal 
model is that off-label prescriptions caused by 
detailing expenditures were necessarily caused by a 
fraud, that is, that off-label promotion was the same 
as fraudulent promotion. As Madison Avenue would 
have predicted, Professor Rosenthal finds a strong 
correlation between expenditures on Neurontin pro-
motion and the number of prescriptions written for the 
drug. 
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While in the aggregate Professor Rosenthal’s report 
has some surface appeal, the record in this case 
demonstrates why the use of spending on fraudulent 
off-label detailing as a means to ascertain the number 
of prescriptions subject to the fraud is flawed. Signifi-
cantly, the testimony of the prescribing physicians for 
the bipolar/mood disorder, nociceptive pain (non-
neurologist), and neuropathic pain (non-neurologist) 
subclass representatives indicates that only one of 
them, Dr. Gregory A. Rogers, was ever detailed by 
defendants about Neurontin. (See Dep. of Gregory A. 
Rogers (“Rogers Dep.”), at 95, Ex. 12, Docket No. 1175 
(stating Dr. Rogers, family doctor for nociceptive  
and non-neuropathic pain subclass representative 
Hollaway, was certain he had been detailed by 
defendants about Neurontin); Dep. of Jerrold Gray 
(“Gray Dep.”), Ex. 14, Docket No. 1175 (containing no 
evidence that Dr. Gray, the primary care physician for 
bipolar/mood disorder class representative Wityk, was 
ever detailed by defendants about Neurontin); Dep. of 
John Arness (“Arness Dep.”), at 65-66, Ex. 18, Docket 
No. 1175 (containing affirmative testimony from Dr. 
Arness, the only psychiatrist who treated bipolar/ 
mood disorder class representative Varnam and who 
was deposed, that he was never detailed by defendants 
about Neurontin and never requested information 
from defendants about Neurontin); Dep. of Thaddeus 
Poe (“Poe Dep.”), Ex. 4, Docket No. 1175 (containing 
no evidence that Dr. Poe, family doctor for neuropathic 
pain subclass representative Smith, was ever detailed  
by defendants about Neurontin (or ever prescribed 
Neurontin for Smith).) And Dr. Rogers testified that 
all of the Neurontin detailing of his office was with 
respect to on-label uses for the drug. (Rogers Dep. at 
95.) Because of the absence of evidence of detailing of 
the doctors at issue in this case, the requirement that 
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plaintiffs establish a nexus between the doctor and the 
sales team will create individualized issues that will 
inevitably predominate over the common questions. 

Even if this hurdle could be overcome, Professor 
Rosenthal’s analysis does not take into account any 
other factors that may have led doctors to prescribe 
Neurontin for off-label indications. The deposition 
testimony of the doctors for the bipolar/mood disorder 
class representatives shows that their decisions to 
prescribe Neurontin resulted from a wide variety of 
influences unrelated to the three components of 
defendants’ alleged fraud. Dr. Gray, primary care phy-
sician for bipolar/mood disorder class representative 
Wityk, testified that the main reason he prescribed 
Neurontin for Wityk was that Wityk’s prior physician 
had prescribed Neurontin and Wityk was unwilling to 
change medication.  (Gray Dep. at 50; see also id. at 
101-102 (explaining that Wityk ceased taking Neurontin 
for a four or five month period of time because she 
could no longer afford it with her insurance coverage).) 
Dr. Arness, psychiatrist for bipolar/mood disorder 
class representative Varnam, testified that he pre-
scribed Neurontin because of information he had 
learned about Neurontin from fellow doctors, because 
of his personal experience in successfully using the 
drug with other patients, because anticonvulsants like 
Neurontin were “widely known and widely accepted as 
a treatment for bipolar disorder,” and because 
Neurontin had a relatively benign set of side effects. 
(Arness Dep. at 23-25, 62-64.)9 

                                                      
9 The evidence regarding Neurontin prescriptions written by 

non-neurologists for subclass representatives suffering from neu-
ropathic and nociceptive pain also fails to comport with Professor 
Rosenthal’s assumptions. Dr. Poe, physician for neuropathic pain 
subclass representative Smith, never prescribed Neurontin to 
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Finally, Professor Rosenthal, at the instruction of 
plaintiffs’s counsel, assumes that all detailing to 
specialists other than neurologists was both off-label 
and fraudulent. (Rosenthal Report ¶¶ 46, 47.) To be 
certain, this assumption has validity, especially as it 
might apply to the bipolar/mood disorder subclass. 
Evidence produced by plaintiffs indicates that defend-
ants, at least by 1995, were aware that Neurontin  
(1) was no better than a placebo in treating 
bipolar/mood disorder and (2) was connected with an 
increased risk of depression and suicide. Plaintiffs 
assert that “the fraudulent marketing of Neurontin for 
bipolar disorder represents the most serious claim by 
the Plaintiffs and the most egregious breach of ethical 
conduct by Defendants.” (Pis.’ Mot. for Leave to File 
Suppl. Expert Reports at 6, Docket No. 1503.) It is a 
short leap from that evidence to a reasonable 
conclusion that no plausible, non-fraudulent reason 
existed for defendants to detail psychiatrists. 10 

                                                      
Smith; rather, Smith’s Neurontin prescriptions were written by 
Dr. Kylene Huler, a neurologist to whom Smith was referred. (See 
Poe Dep. at 29-36.) Although Dr. Rogers, family doctor for noci-
ceptive pain subclass representative Hollaway, was detailed 
regarding Neurontin (for on-label uses only), he began prescrib-
ing Neurontin to treat neuropathic pain before he was ever 
detailed by defendants regarding Neurontin. (Rogers Dep. at 95, 
97.) Rather than being motivated by detailing, Dr. Rogers states 
that the primary reason he prescribed Neurontin to treat neuro-
pathic pain in patients was his own experience witnessing the 
drug’s efficacy. (Id. at 35.) His treatment of Holloway supports 
his statement; when after two prescriptions cycles, Neurontin did 
not appear to reduce Holloway’s pain, Dr. Rogers stopped pre-
scribing the drug for her. (Id. at 61-65.) 

10 Because non-neurologists could be detailed for a variety of 
off-label uses of Neurontin, such as for migraines, the assumption 
that all detailing of non-neurologists was fraudulent with respect 
to neuropathic and nociceptive pain cannot be drawn as readily. 
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Moreover, it is reasonable to infer that information 
about depression and suicidal side effects was 
material to a psychiatrist’s decision-making about 
which drug to prescribe. However, many doctors were 
not detailed, and even if they were, the plaintiffs 
would have to demonstrate doctor-by-doctor that 
defendants’ fraudulent misrepresentations or omis-
sions during the off-label promotion caused the doctor 
to prescribe the medication. The model, while 
persuasive in the aggregate, cannot provide a shortcut 
for the indication-specific Consumer subclasses. 

Given the limitations in Professor Rosenthal’s 
analysis, her report does not suffice to defeat the pre-
dominance challenge. As is discussed above, without 
this statistical proof to support a presumption of 
causation, plaintiffs cannot meet Rule 23(b)(3)’s 
predominance requirement. Consequently, the Court 
must also deny plaintiffs’ motion to certify the bipo-
lar/mood disorder consumer subclass, and the non-
neurologist nociceptive and neuropathic pain Consumer 
subclasses. 

3. Third Party Pavors  

a. Initial Shortcomings 

In Neurontin, the Court indicated that “[a] different 
problem in manageability exists for TPPs which 
reimburse for Neurontin . . . .” 244 F.R.D. at 114. 
Because many of the TPPs are quite large, covering 
more than one million individuals, the Court held, as 
a hypothetical matter, that “[i]f Dr. Rosenthal has an 
accurate methodology for calculating that, say, 85% of 
all Neurontin prescriptions for migraines resulted 
from a fraudulent marketing campaign, it seems 
reasonable for a TPP to allege that 85% of its 
reimbursements for that indication were a result of 
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the fraud.” Id. Such would not be the case, however, “if 
TPPs are unable to distinguish between payments  
for on- and off-label prescriptions, or among the 
indications.” Id. Due to insufficiencies in the record, it 
was “unclear” if causation and injury with respect to 
the TPPs could be “resolved statistically.” Id. 

b. Plaintiffs’ Response  

As is addressed in the Court’s discussion of numer-
osity, the plaintiffs have put forward sufficient 
evidence to support a conclusion that all or nearly all 
of the members of the proposed indication-specific TPP 
subclasses paid for at least one off-label Neurontin 
prescription. But as with the indication-specific 
Consumer subclasses, such a showing does not, by 
itself, demonstrate that common issues predominate 
with respect to the claims of the TPPs. To prevail on 
the merits, the TPPs must prove that defendants’ 
fraud caused the off-label Neurontin prescriptions for 
which the TPPs paid. If, in the process of establishing 
causation, individualized issues would overwhelm 
common questions, certification under Rule 23(b)(3) 
would be inappropriate. 

To begin with, certification of the TPPs’ claims 
under the NJCFA is prohibited by Vioxx. As in Vioxx, 
plaintiffs here seek to use a single causation expert in 
the place of presenting individualized proof of causation. 
Vioxx, 192 N.J. at 392. The New Jersey Supreme Court 
held unequivocally that such a showing cannot satisfy 
the New Jersey predominance requirement, which 
parallels the federal rule. 

Further, though Professor Rosenthal’s report provides 
reliable proof that a certain percentage off-label 
prescriptions for Neurontin reimbursed by the TPPs 
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was caused by defendants’ promotion for certain indi-
cations, differences among TPPs would still necessi-
tate individualized inquiries into whether defendants’ 
alleged fraudulent marketing caused each TPP any 
economic damages. See generally Decl. of Gregory K. 
Bell (“Bell Decl.”), Ex. 35, Docket No. 1175; see also 
Vioxx, 192 N.J. at 378-381 (discussing the complexities 
inherent in how different TPPs approve the use and 
reimbursement for a particular pharmaceutical). 

As documented in the Declaration of Dr. Gregory 
Bell, TPPs exhibit a great degree of heterogeneity. 
Most critical to the instant analysis are differences 
between TPPs with respect to how they approved and 
reimbursed off-label Neurontin prescriptions for their 
members. Most TPPs, 89 percent according to a 2000 
study, use complex schedules, called formularies, to 
define “(1) which drugs are covered; (2) guidelines and 
restrictions on prescribing and use; (3) the number of 
tiers in the formulary; (4) the placement of particular 
drugs in preferred or nonpreferred positions on the 
formulary; and (5) patient cost-sharing provisions [i.e., 
copays].” (Bell Decl. ¶ 53.) Some formularies require 
prior authorization before a particular drug can be 
prescribed; others require that a drug can only be 
dispensed for a particular indication (“use limits”), by 
a particular type of doctor (“specialty limits”), in a 
limited amount (“quantity limits”), or after other 
drugs have been tried and found unsatisfactory (“step 
therapy”).  (Id. ¶ 54.) Some TPPs produce their own 
formularies, while others, typically smaller TPPs, 
purchase formularies from other TPPs or from 
independent companies known as pharmaceutical 
benefit managers (“PBMs”). Alterations to any of the 
formulary’s characteristics can dramatically change 
the amount that a TPP and its members pay for drugs 
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and influence the prescribing decisions of the members’ 
doctors. 

The formularies themselves are typically generated 
by Pharmaceutical and Therapeutics (“P & T”) Com-
mittees, small working groups housed within a TPP or 
PBM. P & T Committees are usually comprised of 
independent physicians from various medical special-
ities, clinical pharmacists, a medical director, and a 
representative of the quality assurance department of 
the entity creating the formulary. (Id.  ¶ 49.) According 
to Dr. Bell, before deciding how to treat a pharmaceu-
tical in a formulary, “[t]hese committees review a 
variety of types of information in evaluating a drug, 
including the FDA-approved label, clinical trials, ran-
domized control studies, uncontrolled studies, other 
clinical literature, and the TPP’s own experience with 
how patients respond to a drug in the real world . . . .” 
(Id.) 

Within this context, formularies classified the off-
label use of Neurontin for the indications at issue in 
this case in many different ways. According to Dr. Bell, 
by 2000, “approximately 30 percent of covered lives 
were under plans that excluded coverage for off-label 
prescriptions.” (Id. ¶ 57.) Those TPPs and PBMs that 
agreed to reimburse for off-label Neurontin prescrip-
tions chose to include Neurontin in their formularies 
with varying prior authorization, use, specialty, and 
quantity limitations. (See id. ¶ 59 (describing how 16 
different TPPs included off-label Neurontin prescrip-
tions in 16 different ways).) Indeed, Dr. Bell asserts 
that many TPPs recommend or require and continue 
to require the use of Neurontin to treat off-label 
conditions. (Id. ¶ 59.) 
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Given this background information, formularies, 
and hence the decision-making of the P & T Commit-
tees that created the formularies, become central to 
plaintiffs’ claims. To prevail, plaintiffs must prove that 
defendants’ fraudulent omissions or representations 
caused these committees to approve the use and 
reimbursement of Neurontin for off-label indications 
in a manner that was different from what would have 
occurred absent the alleged fraudulent marketing. In 
attempting to satisfy that burden, the TPP plaintiffs 
have fewer difficulties regarding causation than their 
Consumer plaintiff counterparts. The burden is less 
onerous because a TPP plaintiff would not have to 
prove that the misrepresentations caused a specific 
doctor to prescribe Neurontin to an individual patient. 
An aggregate model makes particular sense for the 
larger TPPs, or clusters of TPPs that rely on the same 
formulary, because a TPP plaintiff would only have to 
prove that the P & T Committee was fraudulently 
induced to approve Neurontin for a specific indication. 
If 99 percent of all bipolar prescriptions, say, were 
caused by a fraudulent campaign, in some circum-
stances, it would be reasonable to conclude that  
99 percent of the TPP’s reimbursements for that 
indication were fraudulently caused. Still, though 
there were far fewer P & T Committees that approved 
Neurontin’s use for off-label indications than there 
were doctors who prescribed Neurontin off-label, in 
order to establish the requisite causation for the TPPs, 
plaintiffs would have to present individualized evidence 
about what information a P & T Committee was 
exposed to regarding Neurontin and how the absence 
of fraudulent information would have altered Neuron-
tin’s placement within its formulary and how that 
alternative classification of Neurontin would have 
saved the TPP money. 
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In response to these contentions by defendants’ 
expert, plaintiffs rely exclusively on their experts’ 
submissions that defendants had perpetrated a fraud 
on the entire pharmaceutical market. They claim that 
the all P & T Committees “were undoubtedly influenced 
by the same pervasive disinformation campaign as 
were the physicians writing the prescriptions.” (Pls.’ 
Resp. to Defs.’ Supplemental Mem. at 17.) However, 
because of the limitations in Professor Rosenthal’s 
report and the heterogeneity of the TPPs’ formularies, 
plaintiffs simply have not presented the court with an 
acceptable form of common proof that would justify 
class certification of the TPP subclasses. The Court 
finds that class certification of the TPP subclasses 
would inevitably result in a tsunami of individual, 
complex trials. Neurontin, 244 F.R.D. at 114. Accord-
ingly, the Court denies plaintiffs’ renewed motion for 
class certification with respect to all five indication-
specific TPP subclasses on the grounds that common 
questions will not predominate. 

The Court is still quite troubled by defendants’ 
blatantly illegal off-label promotion activities for 
which they have been criminally sanctioned. Defend-
ants have fought this suit tooth-and-nail, and a small 
TPP would be wary of taking on the drug Goliath. Still, 
much of the work has been done. This denial of class 
certification does not preclude individual TPPs from 
bringing suit on their own behalf, as many well-heeled 
TPPs have already done. In addition, hundreds of 
individual consumers press products liability and 
fraud claims as part of this multi-district litigation. 
Any liability findings in favor of these plaintiffs (i.e., 
whether there was a fraud), will have issue preclusion 
effects for smaller TPPs and other consumers with 
fewer resources. Accordingly, given the complexity of 
each TPP’s method of reimbursement, the class action 
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mechanism is not superior to other methods of 
affording relief to other TPPs. 

ORDER 

Plaintiffs’ renewed motion for class certification is 
DENIED. 

/s/ Patti B. Saris                              
PATTI B. SARIS 
United States District Judge 
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MDL No. 1629 
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IN RE NEURONTIN MARKETING AND  
SALES PRACTICES LITIGATION 

THIS DOCUMENT RELATES TO: 
ALL SALES & MARKETING ACTIONS 

———— 

May 17, 2011 
———— 

MEMORANDUM AND ORDER 

SARIS, District Judge. 

In this proposed nationwide class action, plaintiffs, 
consumers and third party payors (“TPPs”) who paid 
for a prescription for the drug Neurontin, allege that 
defendants Warner-Lambert and Pfizer, the manu-
facturers of Neurontin, systematically and knowingly 
engaged in a fraudulent campaign to market and sell 
Neurontin for treatment of “off-label” indications 
conditions for which the Food and Drug Administra-
tion (“FDA”) had not approved Neurontin – even 
though defendants knew Neurontin was not effective 
for those conditions. The Court denied plaintiffs’ 
renewed motion for class certification on May 13, 2009. 
In re Neurontin Mktg., Sales Practices & Prods. Liab. 
Litig., 257 F.R.D. 315 (D. Mass. 2009). Plaintiffs moved 
for reconsideration of that decision, only as to the TPP 
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bipolar and mood disorder subclass (Docket No. 1796). 
(See also Hr’g Tr. 5, May 4, 2011.) 

As a threshold issue, defendants argue that plain-
tiffs’ motion for reconsideration of the Court’s denial of 
class certification is now moot, as the Court recently 
issued an opinion allowing defendants’ motion for sum-
mary judgment as to all class TPP plaintiffs. See In re 
Neurontin Mktg. & Sales Practices Litig., 754 F. Supp. 
2d 293, 2010 WL 5037005 (D. Mass. Dec. 10, 2010). As 
there are no adequate class representatives remain-
ing, defendants contend that the Court need not decide 
plaintiffs’ motion for reconsideration. See Cowen v. 
Bank United of Texas, FSB, 70 F.3d 937, 941-42 (7th 
Cir. 1995) (holding that the effect of dismissing the 
class representatives’ case is to moot the question 
whether to certify the suit as a class action unless the 
lawyers for the class manage to find another repre-
sentative). Plaintiffs concede that in order to prevail 
on their motion for reconsideration of the Court’s 
denial of class certification, the Court must also recon-
sider its December 2010 decision on defendants’ 
motion for summary judgment. 

After a review of the voluminous record and multi-
ple hearings in this multi-district litigation, the Court 
DENIES plaintiffs’ motion. 

I.  DISCUSSION 

In the Court’s May 2009 denial of class certification, 
I wrote, “TPPs exhibit a great degree of heterogeneity” 
in terms of their placement of Neurontin on drug 
formularies. In re Neurontin, 257 F.R.D. at 332. In 
support of defendants’ opposition to the motion for 
class certification, their expert, Dr. Gregory K. Bell, 
submitted a report to the Court that focused heavily 
on the differences among TPP formularies, describing 
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their varying use of preferred and nonpreferred tiers, 
prior authorization, step therapy and other tools to 
control the use of pharmaceutical products by 
beneficiaries. Id. (citing Bell Decl. ¶¶ 53-54). Relying 
on Dr. Bell’s report, the Court concluded 

Given this background information, formularies, 
and hence the decision making of the P & T 
Committees that created the formularies, become 
central to plaintiffs’ claims. To prevail, plaintiffs 
must prove that defendants’ fraudulent omissions 
or representations caused these committees to 
approve the use and reimbursement of Neurontin 
for off-label indications in a manner that was 
different from what would have occurred absent 
the alleged fraudulent marketing. 

Id. at 333. 

Submissions related to this motion for reconsid-
eration, along with plaintiffs’ submissions opposing 
defendants’ motion for summary judgment (Docket 
No. 1689) and the evidence produced in the recent 
Kaiser trial, which is part of this multi-district litiga-
tion, have presented a more expansive record and 
have provided the Court with a more nuanced under-
standing of the placement of Neurontin on drug for-
mularies by TPPs. It is now undisputed that virtually 
every TPP initially placed Neurontin on its drug 
formulary with few restrictions in the mid-1990s in 
order to facilitate access to the drug for patients with 
epilepsy, which was Neurontin’s sole on-label indica-
tion after it received FDA approval in 1993. See Kaiser 
Foundation Health Plan, Inc. v. Pfizer, Inc., 748 F. 
Supp. 2d 34, 40 (D. Mass. 2010). The Court discussed 
the need for access to epilepsy drugs in its recent 
opinion on defendants’ motion for summary judgment: 
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Epilepsy is considered to be a very serious condi-
tion that, when untreated, can have significant 
consequences for patients such as loss of driver’s 
licenses and/or employment. In addition, when 
patients suffer a seizure or convulsion, they 
almost always need to go to the emergency room, 
which drives up health costs. Therefore, because 
epilepsy is difficult to treat and has potentially 
disastrous consequences for patients, TPPs were 
often reluctant to place any restrictions or prior 
authorization measures on the anticonvulsant 
class of drugs, including Neurontin. 

In re Neurontin Mktg. & Sales Practices Litig., 677 F. 
Supp. 2d 479, 488 n.4 (D. Mass. 2010). Contrary to my 
earlier understanding from the not-so-clear-as-a Bell 
report, the TPPs exhibited homogeneity in their initial 
decisions to place Neurontin on the formulary in the 
mid-1990s. 

During the recent trial, Kaiser Foundation Health 
Plan presented evidence that it adopted a hands-on 
approach to managing the prescribing of Neurontin 
after it was placed on the drug formulary. Kaiser 
regularly reviews drugs on its formulary and produces 
drug monographs for off-label indications for which a 
drug might be used. Kaiser relied directly on misrep-
resentations made by Pfizer in its formulations of 
these drug monographs. In this case, Kaiser also 
engaged in a successful information campaign to 
reduce off-label prescribing of Neurontin to its 
members once it learned of defendants’ fraudulent 
marketing scheme. See Kaiser, 748 F. Supp. 2d at 39-
40, 66-67. Both the Court and the jury found that, with 
respect to the Kaiser case, defendants had engaged in 
fraudulent marketing of Neurontin for certain off-
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label indications. Compelling evidence of fraudulent 
marketing was with respect to bipolar disorder. Id. 

The question, then, is whether Kaiser was an outlier 
or if it was typical of other TPPs. The plaintiffs argue 
that the typical TPP takes a hands-off approach, 
stating, “When prescribed by a licensed physician, 
virtually every TPP in the country reimburses for 
[Neurontin], and always has, never even knowing  
the condition for which it was prescribed.” (Pl.’s Mot. 
for Reconsideration at 16 (citing Expert Report of 
Kimberly P. McDonough).) For example, Aetna, a large 
TPP, chose not to “manage,” or monitor, prescribing of 
Neurontin at all once it was placed on the drug 
formulary. See In re Neurontin, 677 F. Supp. 2d at 487-
88. Aetna produced no evidence that it relied on any 
misrepresentations when it made reimbursements 
regarding the use of Neurontin for the treatment of 
bipolar disorder. Many other TPPs, such as the 
Guardian Life Insurance Company of America and 
Blue Cross Blue Shield of Louisiana, relied on a 
pharmacy benefit manager (“PBM”) to manage their 
drug formularies. Similarly, there is no evidence in the 
record that PBMs typically took a proactive approach 
to managing off-label prescriptions of Neurontin, or 
relied on any misrepresentations made by Pfizer. 

Defendants’ expert, Dr. Gregory Bell, initially claimed 
that “there was variation in how TPPs chose to  
restrict – or encourage (even after this litigation was 
filed) – the prescribing of Neurontin for specific off-
label uses.” (Bell Decl. ¶ 8 (Docket No. 1175, Ex. 35).) 
He relied in large part on generalities in the 
prescription drug market as opposed to specifics about 
the anticonvulsant class of drugs. (See, e.g., id. ¶ 31 
(“The insurance companies have a variety of tools at 
their disposal to manage prescription benefits and 
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there exists considerable variability in the net reim-
bursement cost of prescriptions for specific products, 
such as Neurontin, across TPPs and over time.”); id. ¶ 
45 (“There is substantial diversity . . .  regarding how 
TPPs use formularies to influence physicians’ pre-
scribing behavior and how that may have affected the 
prescribing of Neurontin.”) (emphasis added); id. ¶ 48 
(“It is thus apparent that formulary design varies 
among TPPs and their clients. As a result, Neurontin’s 
position on those formularies can be expected to be 
different.”) (emphasis added).) Significantly, the ex-
amples that Dr. Bell uses of restrictions placed on 
Neurontin by TPPs are largely outside the class 
period. (See id. ¶ 59.) Moreover, he has never dealt 
with the specific evidence in this case. 

Accordingly, based on the broader record, the Court 
finds, for purposes of class certification, that the 
greater weight of the evidence is that the typical TPP 
put Neurontin on its formulary without restrictions 
due to its use as an anticonvulsant drug, and subse-
quently did not actively manage Neurontin during the 
class period, or directly rely on any Pfizer misrep-
resentations in making formulary or drug management 
decisions. See In re Initial Public Offering Secs. Litig., 
471 F.3d 24, 41 (2d Cir. 2006) (holding that a district 
judge may certify a class only after resolving factual 
disputes to make determinations as to whether each of 
the Rule 23 requirements has been met). Thus, with 
respect to liability, the Court finds that the common 
issues predominate over individual TPP issues. Kaiser 
represents the atypical situation. 

Nonetheless, the question remains whether plaintiffs 
can satisfy Rule 23(b)(3)’s predominance requirement 
with respect to damages, and whether a nationwide 
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class of TPPs is a superior way of managing the litiga-
tion. Fed. R. Civ. P. 23(b)(3) (“A class action may be 
maintained if Rule 23(a) is satisfied and if . . . the court 
finds . . . that a class action is superior to other 
methods of adjudication for fairness and efficiency.”); 
see also UFCW Local 1776 v. Eli Lilly & Co., 620 F.3d 
121, 131-32 (2d Cir. 2010) (noting that, “[i]n order to 
pursue their claims as a class rather than as individ-
ual plaintiffs,” a TPP class must be able to prove the 
damages suffered by “generalized proof”); cf. Hemi 
Group, LLC v. City of New York, 130 S. Ct. 983, 990 
(2010) (rejecting causation where the theory of 
liability relied on the independent actions of third 
parties). 

Plaintiffs have wisely narrowed the requested class 
to the bipolar indication, their strongest case. There 
was no reliable scientific evidence to support the use 
of Neurontin to treat bipolar disorder and attenuated 
reasons for Pfizer to detail psychiatrists to sell 
Neurontin. See Kaiser, 748 F. Supp. 2d at 73-74. In the 
case of the TPP subclass here, because the TPP 
plaintiffs agree that they did not rely directly on Pfizer 
misrepresentations, they would need to show that the 
prescribing physicians relied on fraudulent commu-
nications or suppression of evidence by Pfizer regard-
ing the negative clinical trials showing Neurontin to be 
ineffective in treating bipolar disorder. Class plaintiffs 
must also show how much damage was caused by such 
reliance. 

Aggregate proof has generally been held not to be 
sufficient to prove causation. See Eli Lilly, 620 F.3d at 
133-36. In Lilly, TPP plaintiffs argued that defend-
ant’s misrepresentations caused doctors to prescribe 
drug more often for off-label indications, which in turn 
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caused the TPPs to pay for more units of that drug. 
The Second Circuit wrote 

The nature of prescriptions, however, means that 
this theory of causation is interrupted by the 
independent actions of prescribing physicians, 
which thwarts any attempt to show proximate 
cause through generalized proof. Plaintiffs argue 
that “the ultimate source for the information on 
which doctors based their prescribing decisions 
was Lilly and its consistent, pervasive marketing 
plan.” Lilly was not, however, the only source of 
information on which doctors based prescribing 
decisions. An individual patient’s diagnosis, past 
and current medications being taken by the 
patient, the physician’s own experience with pre-
scribing Zyprexa, and the physician’s knowledge 
regarding the side effects of Zyprexa are all 
considerations that would have been taken into 
account in addition to the alleged misrepresenta-
tions distributed by Lilly. 

Furthermore, additional variables interfere further 
with plaintiffs’ theory of causation. As the district 
court noted, the evidence showed that at least 
some doctors were not misled by Lilly’s alleged 
misrepresentations, and thus would not have 
written “excess” prescriptions as identified by the 
plaintiffs. This makes general proof of but-for 
causation impossible. 

Id. at 135. 

In attempting to meet their burden, plaintiffs rely 
heavily on Dr. Meredith Rosenthal’s analysis, which 
used national data correlated with information about 
Pfizer’s promotional spending to determine the percent-
ages of Neurontin prescriptions that were “caused” by 
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Pfizer’s fraud. She concluded that 99.4% of bipolar 
prescriptions resulted from Pfizer’s off-label promo-
tion. At the instruction of plaintiffs’ attorneys, Dr. 
Rosenthal assumed that all off-label promotion was 
fraudulent. Her testimony demonstrates the likelihood 
of injury to TPPs from fraudulent promotion of the use 
of Neurontin to treat bipolar disorder. But, it does not 
suffice to demonstrate the extent of harm caused 
by the fraud, as opposed to run-of-the-mill off-label 
detailing. 

The record shows that treating physicians varied 
widely in their reasons for prescribing Neurontin. 
Doctors who were deposed during the MDL litigation 
testified repeatedly that they relied on their own 
clinical experience or the clinical experience of trusted 
colleagues, rather than Pfizer’s misleading adver-
tising, skewing of information in medical journals, 
suppression of negative results of clinical trials, or 
Dear Doctor letters distributed by the defendants 
during details. While some of this testimony is not 
entirely credible, particularly from heavily detailed 
doctors, it is significant in light of the Court’s previous 
rulings in this case. In the Court’s December 2010 
summary judgment opinion, the Court differentiated 
between off-label promotion and fraudulent promo-
tion, finding in cases where the TPPs did not directly 
rely on misrepresentations, “plaintiffs must show that 
the defendants’ alleged fraud caused the treating 
physician to prescribe Neurontin when he or she 
otherwise would have used alternative treatments.” 
2010 WL 51037005, at *9. There, the Court found that 
evidence that a doctor was detailed by a Pfizer sales 
representative was not sufficient to survive summary 
judgment, even when the doctor’s Neurontin prescrip-
tions increased after the detailing visit. The two 
consumer plaintiffs who survived summary judgment 
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were prescribed Neurontin by physicians who received 
“Dear Doctor” letters that included half-truths and 
misrepresentations about off-label uses of Neurontin. 
In re Neurontin, 2010 WL 5037005, at *9. 

Thus, in order to differentiate those prescriptions 
that were caused by fraud from those that were 
attributable to non-fraudulent off-label marketing or 
other independent factors, a factfinder would have to 
perform a granular doctor-by-doctor analysis. This 
would be unmanageable. See Fed. R. Civ. P. 23(b)(3)(D) 
(stating that a district court must consider “the likely 
difficulties in managing a class action” in making a 
certification decision); see also Eli Lilly, 620 F.3d at 
135 (rejecting causation theory of the putative class 
because “[a]n individual patient’s diagnosis, past and 
current medications being taken by the patient, the 
physician’s own experience with prescribing Zyprexa, 
and the physician’s knowledge regarding the side 
effects of Zyprexa are all considerations that would 
have been taken into account in addition to the alleged 
misrepresentations distributed by Lilly”); McLaughlin 
v. Am. Tobacco Co., 522 F.3d 215, 223 (2d Cir. 2008) 
(in a putative class action by smokers of “light” 
cigarettes against tobacco company, the court held 
that because each individual consumer might have 
purchased light cigarettes for any number of reasons 
other than the purported health claim, individualized 
proof was necessary to prove causation). 

The question posed by plaintiffs’ motion, however, is 
very difficult, both because Pfizer did engage in a 
nationwide fraudulent marketing campaign and be-
cause there is no reliable scientific evidence to support 
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the use of Neurontin to treat bipolar disorder.1 Plain-
tiffs have proved that it is more likely than not likely 
that they were harmed by Pfizer’s conduct because 
many doctors would not have prescribed Neurontin for 
bipolar disorder if they had known there was no 
reliable scientific evidence supporting its use. 

Still, complex issues related to calculating damages 
make the class unmanageable. The TPP subclass, even 
for bipolar and mood disorders, cannot satisfy Rule 
23(b)(3)’s “superiority” requirement, and the Court 
will not reconsider its denial of class certification to 
the TPP bipolar and mood disorder subclass. 

II.  ORDER 

Having found that plaintiffs cannot satisfy the Rule 
23(b)(3) superiority requirement, and in light of the 
fact that there are no remaining named class rep-
resentatives with viable claims, the Court DENIES 
the motion for reconsideration (Docket No. 1796). The 
parties shall propose a form of judgment within two 
weeks. 

/s/ PATTI B. SARIS                     
PATTI B. SARIS 
United States District Judge 

                                                            
1 In post-judgment motions in the Kaiser case, defendants 

emphasize a 1999 study by Dr. Atul Pande, which suggested that 
Neurontin was an effective treatment for social phobia (a condi-
tion that is distinct from, but often co-morbid with, bipolar 
disorder), in support of their argument that Pfizer had non-
fraudulent reasons for detailing psychiatrists. (See Docket No. 
3365 at 15.) However, there is no evidence that a significant 
number of the prescriptions written by psychiatrists were for 
“social phobia.” 
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APPENDIX K 

UNITED STATES DISTRICT COURT 
DISTRICT OF MASSACHUSETTS 

———— 

Civil Action No. 04-cv-10739-PBS 
Master File No. 04-cv-10981-PBS 

———— 

IN RE NEURONTIN MARKETING AND 
SALES PRACTICES LITIGATION 

———— 

This Document Relates To: 

KAISER FOUNDATION HEALTH PLAN, INC., ET AL. 

v. 

PFIZER, INC., ET AL. 

———— 

February 22, 2011 

———— 

JUDGMENT 

SARIS, District Judge 

This action came on for trial before the Court and 
jury on the claims of plaintiffs Kaiser Foundation 
Health Plan, Inc. and Kaiser Foundation Hospitals 
(collectively the “Kaiser plaintiffs”); the issues having 
been duly tried, the jury having duly rendered its 
verdict on the claims of the Kaiser plaintiffs under 
the Racketeer Influenced and Corrupt Organizations 
Act (“RICO”) and the Court having rendered its 
findings of fact and conclusions of law on the claims 
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of the Kaiser plaintiffs under the California Unfair 
Competition Law (“UCL”), 

IT IS HEREBY ORDERED, ADJUDGED AND 
DECREED that: 

Plaintiffs Kaiser Foundation Health Plan, Inc. and 
Kaiser Foundation Hospitals have judgment against 
the defendants Pfizer, Inc. and Warner-Lambert 
Company LLC, jointly and severally, in the amount 
of $142,089,276 on the RICO claims, together with 
post-judgment interest as allowed under 28 U.S.C. 
§ 1961, and its costs of this action. Plaintiff Kaiser 
Foundation Health Plan, Inc. also has judgment 
against the defendants Pfizer, Inc. and Warner-
Lambert Company LLC, jointly and severally, in the 
amount of $102,967,570 on the UCL claims, together 
with post-judgment interest as allowed under 28 
U.S.C. § 1961, and its costs of this action. The 
amounts awarded under RICO and the UCL are not 
cumulative or additive, and the amount of this 
judgment is limited to the greater of these two 
awards. 

As this action involves parties other than those 
expressly referenced above, and as the Court finds 
there is no just reason for delay pursuant to Federal 
Rule of Civil Procedure 54(b), the Court direct that 
this judgment is final regarding all claims of the 
Kaiser plaintiffs against the above named defendants. 

 

/s/ PATTI B. SARIS   
PATTI B. SARIS 
United States District Judge 
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APPENDIX L 

RICO Provisions 

18 U.S.C 1961(1): “racketeering activity” means . . . 
any act which is indictable under any of the following 
provisions of title 18, United States Code: . . . section 
1341 (relating to mail fraud), section 1343 (relating to 
wire fraud). . . . 

*  *  *  * 

18 U.S.C. 1962(c): It shall be unlawful for any 
person employed by or associated with any enterprise 
engaged in, or the activities of which affect, interstate 
or foreign commerce, to conduct or participate, 
directly or indirectly, in the conduct of such enter-
prise’s affairs through a pattern of racketeering 
activity or collection of unlawful debt. 

*  *  *  * 

18 U.S.C. 1964(c): Any person injured in his 
business or property by reason of a violation of 
section 1962 of this chapter may sue therefor in any 
appropriate United States district court and shall 
recover threefold the damages he sustains and the 
cost of the suit, including a reasonable attorney’s fee, 
except that no person may rely upon any conduct that 
would have been actionable as fraud in the purchase 
or sale of securities to establish a violation of section 
1962. The exception contained in the preceding 
sentence does not apply to an action against any 
person that is criminally convicted in connection with 
the fraud, in which case the statute of limitations 
shall start to run on the date on which the conviction 
becomes final. 
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APPENDIX M 

California Unfair Competition Law Provisions 

Cal. Bus. & Prof. Code § 17200: As used in this 
chapter, unfair competition shall mean and include 
any unlawful, unfair or fraudulent business act or 
practice and unfair, deceptive, untrue or misleading 
advertising and any act prohibited by Chapter 1 
(commencing with Section 17500) of Part 3 of Divi-
sion 7 of the Business and Professions Code. 

Cal. Bus. & Prof. Code § 17204:  Actions for relief 
pursuant to this chapter shall be prosecuted exclu-
sively in a court of competent jurisdiction by the 
Attorney General or a district attorney or by a county 
counsel authorized by agreement with the district 
attorney in actions involving violation of a county 
ordinance, or by a city attorney of a city having a 
population in excess of 750,000, or by a city attorney 
in a city and county or, with the consent of the 
district attorney, by a city prosecutor in a city having 
a full-time city prosecutor in the name of the people 
of the State of California upon their own complaint  
or upon the complaint of a board, officer, person, 
corporation, or association, or by a person who has 
suffered injury in fact and has lost money or property 
as a result of the unfair competition. 
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APPENDIX N 

New Jersey Consumer Fraud Act Provisions, 
N.J. Stat. Ann. § 56:8-19 

Action, counterclaim by injured person; recovery of 
damages, costs. 

7.  Any person who suffers any ascertainable loss of 
moneys or property, real or personal, as a result of the 
use or employment by another person of any method, 
act, or practice declared unlawful under this act or the 
act hereby amended and supplemented may bring an 
action or assert a counterclaim therefor in any court of 
competent jurisdiction. In any action under this 
section the court shall, in addition to any other 
appropriate legal or equitable relief, award threefold 
the damages sustained by any person in interest. In 
all actions under this section, including those brought 
by the Attorney General, the court shall also award 
reasonable attorneys’ fees, filing fees and reasonable 
costs of suit. 
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APPENDIX O 

Pennsylvania Insurance Fraud Statute 
Provisions, 18 Pa. Cons. Stat. § 4117 

(a)  Offense defined.–A person commits an offense if 
the person does any of the following: 

(1)  Knowingly and with the intent to defraud a 
State or local government agency files, presents or 
causes to be filed with or presented to the government 
agency a document that contains false, incomplete or 
misleading information concerning any fact or thing 
material to the agency’s determination in approving or 
disapproving a motor vehicle insurance rate filing, a 
motor vehicle insurance transaction or other motor 
vehicle insurance action which is required or filed in 
response to an agency’s request. 

(2)  Knowingly and with the intent to defraud any 
insurer or self-insured, presents or causes to be pre-
sented to any insurer or self-insured any statement 
forming a part of, or in support of, a claim that 
contains any false, incomplete or misleading infor-
mation concerning any fact or thing material to the 
claim. 

(3)  Knowingly and with the intent to defraud any 
insurer or self-insured, assists, abets, solicits or con-
spires with another to prepare or make any statement 
that is intended to be presented to any insurer or self-
insured in connection with, or in support of, a claim 
that contains any false, incomplete or misleading 
information concerning any fact or thing material to 
the claim, including information which documents or 
supports an amount claimed in excess of the actual 
loss sustained by the claimant. 
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(4)  Engages in unlicensed agent, broker or un-

authorized insurer activity as defined by the act of 
May 17, 1921 (P.L.789, No.285), known as The 
Insurance Department Act of one thousand nine 
hundred and twenty-one, knowingly and with the 
intent to defraud an insurer, a self-insured or the 
public. 

(5)  Knowingly benefits, directly or indirectly, from 
the proceeds derived from a violation of this section 
due to the assistance, conspiracy or urging of any 
person. 

* * * 

(g) Civil action.–An insurer damaged as a result of a 
violation of this section may sue therefor in any court 
of competent jurisdiction to recover compensatory 
damages, which may include reasonable investigation 
expenses, costs of suit and attorney fees. An insurer 
may recover treble damages if the court determines 
that the defendant has engaged in a pattern of 
violating this section. 

* * * 

(l) Definitions.–As used in this section, the following 
words and phrases shall have the meanings given to 
them in this subsection: . . .  

“Person.”  An individual, corporation, partnership, 
association, joint-stock company, trust or unincor-
porated organization. The term includes any individ-
ual, corporation, association, partnership, reciprocal 
exchange, interinsurer, Lloyd’s insurer, fraternal ben-
efit society, beneficial association and any other legal 
entity engaged or proposing to become engaged, either 
directly or indirectly, in the business of insurance, 
including agents, brokers, adjusters and health care 
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plans as defined in 40 Pa.C.S. Chs. 61 (relating to 
hospital plan corporations), 63 (relating to profes-
sional health services plan corporations), 65 (relating 
to fraternal benefit societies) and 67 (relating to ben-
eficial societies) and the act of December 29, 1972 
(P.L.1701, No.364), known as the Health Maintenance 
Organization Act. For purposes of this section, health 
care plans, fraternal benefit societies and beneficial 
societies shall be deemed to be engaged in the business 
of insurance. 

* * * 
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