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Editor/Author’s note: This newsletter reports on selected False Claims Act and Health Law opinions handed down in the past 30 days.  Many
opinions are written to explain interlocutory orders, such summary judgment rulings.  As of 2007 Fed. R. App. Proc. 32.1 states that courts may
not restrict citation to written opinions.  However, exercise caution in citing interlocutory opinions, which may be superceded, withdrawn or
modified.  

 • IN RE NEURONTIN MARKETING AND SALES PRACTICES LITIGATION
THIS DOCUMENT RELATES TO: KAISER FOUNDATION HEALTH PLAN, INC., et al. v.
PFIZER, INC., et al. Civil Action No. 04-cv-10739-PBS. U. S. District Court, D. Massachusetts.
(August 31, 2011.)•

[Notes:    In this case a subdivision of pharmaceutical companies pled guilty to violations of criminal law in connection to  marketing drugs for
off-label use and agreed to pay $430 million in criminal penalties.  This is the “findings of fact and conclusions of law”  supporting the order
of payment of $95 million in restitution to Kaiser, who was bilked into paying for a drug referred to as “snake oil.”Kaiser sought to prove that
it spent too much money on the off-label prescription of the drug.  Defense countered   the physician’s prescription could be due to any of a
number of factors.  The defense also countered that the drug actually was effective for off-label use.  Further, the defense argues the statute of
limitations precluded recovery.]

Opinion Excepts:  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.

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.  Kaiser Foundation Health Plan and Kaiser Foundation 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
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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).

In 1994, Parke-Davis estimated that Neurontin would generate $500 million in profits over the duration of its patent. 
In a memorandum circulated 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.  Defendants adopted these new strategies,
which turned out to be stunningly successful: in 2003 alone, Neurontin sales exceeded $2 billion. 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.

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.)  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 marketing Neurontin for various
unapproved uses, including painful diabetic neuropathy, bipolar disorder, reflex sympathetic dystrophy (RSD), and
migraine headaches. (TX 371 ¶ 1 (stating that "Warner-Lambert expressly and unequivocally admits that it
committed the crimes charged in the Information. Warner-Lambert agrees that the facts set forth in the Information
are true.").) As a result of its guilty plea, Warner-Lambert agreed to pay a $240 million criminal 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 teleconferences.

As early as 1994, Parke-Davis identified Kaiser as a potentially lucrative target for its marketing
campaign.Defendants conducted marketing largely through three tactics: direct marketing to physicians, publication
of positive Neurontin articles in medical journals and suppression of negative trials, and the sponsorship of CME
events attended by physicians.

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

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 misrepresentation, through a half-truth, in published
reviews.  

Holding: On the one remaining claim (a particular California statute) the court held The Court finds the defendants
liable under the California Unfair Competition Law for conduct related to the following off-label conditions: (1)
bipolar disorder; (2) neuropathic pain; (3) migraine; and (4) doses greater than 1800 mg/day.

The Court order defendants to pay restitution to the Kaiser Foundation Health Plan in the amount of $95,286,518.

• THE UNITED STATES OF AMERICA ex rel. KASSIE WESTMORELAND v.AMGEN, INC.; INTERNATIONAL NEPHROLOGY NETWORK
renamed INTEGRATED NEPHROLOGY NETWORK, a d/b/a of DIALYSIS PURCHASING ALLIANCE, INC.; and ASD HEALTHCARE, Civil
Action. No. 06-10972-WGY. United States District Court, D. Massachusetts.September 15, 2011.•



[Notes.  This case is noteworthy because of the court’s treatment of the legal issues surrounding a defendant’s “knowing” violation of the Anti-
kickback Statute where CMS is in the process of forbidding the practice in question, but had not yet passed a rule. Single dose vials of a drug
often contain overfill (a 1 mil. vial may contain 1.1 mil. This is done to account for spills and medicine sticking to the vial. Overfill ensures that
the patient actually receives the full 1 mil. dose.)  Evidence in this case shows that the manufacturer encouraged clinics to harvest the excess
and when enough product had been pooled from the excess, the clinic could administer and bill CMS for the dose, as though the clinic had
paid for the product, when it had not. At a bare minimum, clinics must report to CMS that the overfill was being used and the dose was free of
charge to the clinic.     After 5 years of litigation, and 350 ECF filings, this Qui Tam case finally reached the posture that it is ripe for a 12(c)
motion for judgment on the pleadings and motions for partial summary judgment.  The central allegation is that an illegal kickback was given
by free- of- charge overfilling of  vials of a drug with $23 billion in worldwide sales (2001-2010.)    The Defendants had a very strong case that
a safe harbor should have protected them, and even if it didn’t, it would be hard to demonstrate a knowing violation, as  CMS had not
outlawed the practice and has never prosecuted a case for overfill on the grounds that it is an illegal kickback.  However, one of the defendants
created a paper trail in which it appears to have included extra overfill in each vial, and expressly stated that an illegal kickback is exactly
what was intended by the overfill.  The email stated that the company’s product had a competitive advantage because of the intentional
overfill,  the purchaser/clinic will be able to bill Medicare for a drug expense that was not incurred.  The opinion  cites a great deal of
authority on overfill rules, including false labeling regulations.   The opinion concluded that where a defendant has encouraged a fraudulent
billing practice, the defendant may be liable, even if a safe harbor applies, where there is evidence of actual intent to encourage another to
defraud Medicare. 

Opinion excerpts. “To receive protection, a business arrangement must fit squarely within a safe harbor; substantial
compliance is not enough, although compliance is voluntary and failure to comply is not a per se violation of the
statute. OIG Compliance Program for Pharmaceutical Manufacturers, 68 Fed. Reg. 23731, 23734 (May 5, 2003).
"Whether a particular payment practice violates the statute is a question that can only be resolved by an analysis of
the elements of the statute as applied to that set of facts." Medicare and State Health Care Programs: Fraud and
Abuse; Clarification of the OIG Safe Harbor Anti-Kickback Provisions, 59 Fed. Reg. 37202, 37203 (July 21, 1994).
"[T]he gravamen of a violation of the statute is `inducement' and not necessarily the structure of the arrangement,"
such that "case by case inquiries must necessarily focus on the intent of the parties." Medicare and State Health Care
Programs: Fraud and Abuse; OIG Anti-Kickback Provisions, 56 Fed. Reg. 35952, 35955 (July 29, 1991) (citing Bay
State Ambulance, 874 F.2d at 29); see Shaw, 106 F. Supp. 2d at 114 ("[T]he fundamental analysis required of a trier
of fact is `to recognize that the substance rather than simply the form of the transaction should be controlling.'"
(quoting 56 Fed. Reg. at 35957)). "The reason behind the transaction and the requisite state of mind underlying the
criminal act are more significant than form and label." Shaw, 106 F. Supp. 2d at 116. If the requisite intent to
willfully or knowingly solicit or offer a kickback is present, formal compliance with a safe harbor is not sufficient to
avoid liability under the Anti-Kickback Statute. Cf. Medicare and State Health Care Programs: Fraud and Abuse;
Clarification of the Initial OIG Safe Harbor Provisions and Establishment of Additional Safe Harbor Provisions
Under the Anti-Kickback Statute, 64 Fed. Reg. 63518, 63530 (Nov. 19, 1999).

[A substantial bulk of the opinion is devoted to the treatment of  42 C.F.R. § 424.510(d)(3),] when a provider signs
the Provider Agreement, he or she "attests that the information submitted is accurate and that [he or she] is aware of,
and abides by, all applicable statutes, regulations, and program instructions." The regulation states that a provider
who signs the Provider Agreement is certifying that he is in compliance with "all applicable statutes." 42 C.F.R. §
424.510(d)(3) (emphasis added).  The Anit-Kickback Statute being one such “applicable statute.”

[Most damning was the fact] Amgen and INN developed spreadsheets comparing (1) the reimbursement cost of
Aranesp including overfill versus excluding overfill, and (2) the reimbursement cost advantage of Aranesp versus the
competitor drug Procrit when overfill was included. Id. ¶¶ 20, 29. These spreadsheets were shown to medical
providers. Id. Amgen's senior finance manager referred to overfill as "a type of hidden discount to customers." 

• UNITED STATE EX REL. NATHAN v. TAKEDA PHARMACEUTICALS NORTH AMERICA, INC. Dist. Court, ED Virginia, Case No.
1:09-cv-1086 (AJT) (September 6, 2011)•

Notes: This is an Order on an  Iqbql 12b.6.  And Rule 9 Motion; the court applied the strict “who, what, when, where,” standard for fraud
pleading in an alleged off-label marketing scheme for a drug.  

Opinion Excerpts:  Relator alleged Takeda Pharmaceuticals conspired to create false claims through Medicare,
Medicaid, TRICARE, CHAMPVA and Federal Employee Health Benefit programs, by encouraging the  "off-label"
prescriptions of Takeda's drug Kapidex.  Relator's Third Amended Complaint must satisfy both Fed. R. Civ. P.
12(b)(6) and 9(b). To satisfy Fed. R. Civ. P. 12(b)(6), "a complaint must contain sufficient factual matter, accepted



as true, to `state a claim to relief that is plausible on its face.'" Ashcroft v. Iqbal, 129 S. Ct. 1937, 1949 (2009); Bell
Atlantic Corp. v. Twombly, 550 U.S. 544, 570 (2007). Relator attempted to rely upon statistics which showed, “fraud
must be occurring,” rather than specific instances as required by this federal circuit. [Held:] Courts in this Circuit
have clearly explained that a relator's allegation that "fraud must be occurring" is not sufficient to satisfy Rule 9(b). 
Relator's statistics-based version of this theory does not satisfy his obligation to plead his claims under the FCA with
specificity. 

Blenhem  Group, LLC v. JT USA, LLC,  Civil No. 10-5986 ; Dist. Court, D. New Jersey (JBS-JS).July 26, 2011. 

[Notes: This is a case in which the court applied Rule 9's heightened pleading standard to false trademark cases.] 

Opinion Excerpts: Federal Rule 9's heightened pleading standard requiring specific allegations in cases sounding in
“fraud” applies to a § 292 claim false trademark cases.  There are four elements to a § 292 claim which make it
sound in “fraud” : "(1) a marking importing that an object is patented (2) falsely affixed to (3) an unpatented article
(4) with intent to deceive the public." Clontech Lab. Inc. v. Invitrogen Corp., 406 F.3d 1347, 1351 (Fed. Cir. 2005)
(internal quotations and citations omitted).  Rule 9(b) applies to claims brought under § 292. BP Lubricants USA,
537 F.3d at 1311. In this case, relator brought a qui tam case on behalf of the government under  the False Claims
Act.  The court noted,  "every regional circuit has held that a relator must meet the requirements of Rule 9(b) when
bringing complaints on behalf of the government.” 


