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Pharmaceutical Company Enters 
Settlement Agreement to Resolve Liability 
for "Off-Label" Promotion of Drug Product  
 
6/22/2004 
 
Pfizer Agrees to Pay More than $430 Million, Comply with 
Corporate Integrity Agreement 

Pfizer, Inc. recently entered into a settlement agreement with the 
Department of Justice ("DOJ"), whereby it agreed to pay more 
than $430 million to resolve criminal charges and civil liabilities 
related to the promotion of the drug Neurontin (gabapentin) for 
unapproved, i.e., off-label, uses by the Parke-Davis division of 
Warner-Lambert, which Pfizer acquired in 2000.  The illegal 
promotional activities occurred between 1996 and 2000, prior to 
Pfizer's acquisition.  The DOJ began the investigation of Warner-
Lambert's promotional practices in 1996, after a former Warner-
Lambert employee filed a whistleblower complaint under the 
False Claims Act.  As part of the settlement agreement, Pfizer 
also agreed to enter into a Corporate Integrity Agreement with 
the Department of Health and Human Services ("HHS"). 

This bulletin summarizes many, but not all, of the more important 
elements of the settlement.  The length of the settlement and the 
history of the case preclude a detailed analysis, which is beyond 
the scope of this bulletin. 

Neurontin Promoted for Unapproved Uses.  The Food and 
Drug Administration ("FDA") approved Neurontin in 1993 solely 
for adjunctive or supplemental anti-seizure use by epilepsy 
patients.  According to the DOJ, Warner-Lambert violated FDA 
laws by "aggressively" marketing Neurontin for a variety of other 
treatments, none of which had been approved by the FDA.  The 
ailments for which the drug was illegally promoted included 
bipolar mental disorder (even though a scientific study had 
shown that a placebo worked as well or better for this disorder), 
various pain disorders, amyotrophic lateral sclerosis (also known 
as Lou Gehrig's disease), attention deficit disorder, migraine, 
drug and alcohol withdrawal seizures, restless leg syndrome, 
and as a solo treatment for epilepsy (even though the FDA had 
specifically rejected such use). 

According to the DOJ, Warner-Lambert employed a number of 
tactics as part of what was described by the government as a 
coordinated, national effort to implement a marketing plan for the 
off-label use of Neurontin.  The company encouraged its sales 
representatives to provide unsolicited, one-on-one sales pitches 
to physicians about the drug's off-label uses.  According to the 
DOJ, company representatives made false and misleading 
statements to health care professionals regarding the efficacy of 
the drug and whether the FDA had approved it for such uses.  
The company also used "medical liaisons," such as 
whistleblower Dr. David Franklin, who purported to be experts on 
particular diseases and who advocated Neurontin in the 
treatment thereof.  

Warner-Lambert sales representatives recruited physicians to 
participate in teleconferences in which other physicians or 
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Warner-Lambert employees discussed the off-label uses of the 
drug.  The company also arranged "independent medical 
education events" at which off-label Neurontin uses were 
discussed, though there were very few indicia of 
"independence."  Warner-Lambert, according to the DOJ, was 
involved in the selection of topics, speakers, content, and 
participants for these events. 

Not only did Warner-Lambert aggressively market to physicians 
and health care professionals, but it also provided incentives to 
physicians to become involved in the off-label promotion of the 
drug.  The company paid consulting fees for physicians to attend 
lavish weekend "consultant meetings" - in places such as Hawaii, 
Florida, and at the 1996 Olympic Games in Atlanta - where 
Neurontin was recommended for a variety of disorders, even 
though no significant consulting was required or provided.  
Physicians were also paid to allow Warner-Lambert sales reps to 
accompany them with patients, which allowed the 
pharmaceutical reps to offer off-label pro-Neurontin treatment 
advice. 

According to the government, Warner-Lambert's off-label 
marketing plan was very successful, contributing to an overall 
increase in annual sales of the drug from $97.5 million in 1995 to 
$2.9 billion in 2003.  The result, according to the DOJ, was 
significant damage to state Medicaid programs, inasmuch as 
physicians were induced to write Neurontin prescriptions for 
Medicaid patients where the drug was not eligible for Medicaid 
reimbursement.  The False Claims Act was also triggered by the 
company's efforts to fraudulently obtain Neurontin prescriptions 
through false statements and illegal kickbacks. 

Settlement Terms.  In order to settle the matter, Pfizer 
agreed to the following: 

To plead guilty to two counts of violating the Federal 
Food, Drug, and Cosmetic Act and pay a $240 million 
criminal fine (according to the DOJ, the second largest 
fine in health fraud history) for misbranding Neurontin by 
failing to provide adequate instructions for use and for 
introducing an unapproved new drug into interstate 
commerce;  
To settle its federal False Claims Act civil liabilities by 
paying the federal government $83.6 million plus interest 
for losses suffered by the federal portion of the Medicaid 
program;  
To pay the fifty states and the District of Columbia $68.4 
million plus interest for the losses to the state Medicaid 
programs;  
To settle its civil liabilities to the fifty states and the District 
of Columbia by paying $38 million plus interest for harm 
caused to consumers and to fund a remediation program 
to address the effects of its marketing scheme; and  
To abide by the terms of the Corporate Integrity 
Agreement, to remain in effect for a period of five years. 

Corporate Integrity Agreement.  Pfizer also agreed to 
enter into a Corporate Integrity Agreement ("CIA") with 
HHS, the terms of which require Pfizer to undertake and 
maintain numerous compliance efforts, as described 
below: 

Maintain a compliance officer and compliance committee, 
who are responsible for the company's compliance 
program, throughout the term of the CIA;  
Implement written policies and procedures regarding the 
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operation of Pfizer's compliance program;  
Develop, implement, and distribute a written code of 
conduct regarding compliance with all federal health care 
program and FDA requirements, as well as compliance 
with Pfizer's policies and procedures;  
Provide periodic general training and education with 
respect to the compliance program to certain company 
employees, and specific training and education regarding 
compliance with federal and state requirements related to 
particular job functions;  
Retain Independent Review Organizations to assist the 
company in assessing and evaluating systems, 
processes, policies, and practices related to the specific 
functions and activities;  
Maintain a disclosure program whereby individuals may 
disclose to the compliance officer issues related to 
company policies, conduct, practices, or procedures that 
the individual believes implicate federal health care 
program requirements or FDA requirements;  
Maintain and make available to HHS's Office of Inspector 
General ("OIG") a log of any above-described disclosures, 
to include the disclosures received, as well as the status 
of internal reviews and any corrective action taken;  
Screen for and remove from Pfizer's federal program 
business operations any persons who are excluded, 
debarred, suspended, or otherwise ineligible to participate 
in the federal health care programs or federal 
procurement or nonprocurement programs, as well as 
those who have been convicted of federal health care 
program-related crimes but have not yet been deemed 
ineligible to participate;  
Notify the OIG of any investigation or legal proceeding 
brought by a government entity alleging that Pfizer has 
committed a crime or engaged in fraudulent activities;  
Notify the OIG of any probable violation of law related to a 
federal health care program and/or any FDA requirements 
relating to off-label promotion of drugs;  
Provide the OIG with a copy of any report, 
correspondence, or communication from Pfizer to the FDA 
in connection with Pfizer's promotion, discussion, or 
dissemination of information about off-label uses of 
Pfizer's products, as well as a copy of any resolution of 
any such disclosed off-label matter;  
Provide the OIG with a list and explanation of all actively 
promoted Pfizer products and, if available from third 
parties, information about the estimated relative usage of 
those products for off-label purposes;  
Periodically obtain commercially available non-Pfizer 
records (e.g., those of third parties with whom Pfizer does 
business) reflecting the purported content and subject 
matter of detailing interactions between sales 
representatives and health care providers and 
professionals for products specifically identified by the 
OIG, and identify instances involving the discussion or 
dissemination of information about the off-label uses of 
such products; and  
Submit detailed annual reports to the OIG regarding the 
status of Pfizer's compliance activities. 

The CIA contains stipulated penalties ranging from $1,000 to 
$5,000 per day for failure to comply with various obligations.  It 
also provides that Pfizer may be excluded from participation in 
federal health care programs for more serious breaches of the 
CIA. 

For additional information, please contact the following members 
of Arnall Golden Gregory's Life Sciences Practice Group:  
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This bulletin was prepared by the law firm of Arnall Golden Gregory LLP. It 

presents information on legal matters of general interest in summary form. 

This document should not be construed as legal advice or opinion on 

specific matters.  

 
 

Alan G. Minsk 
Leader 
Food and Drug Practice Team 
404.873.8690 
alan.minsk@agg.com

Richard E. Gardner 
Food and Drug Practice Team 
404.873.8148  
richard.gardner@agg.com 

  

 

Page 4 of 4AGG > Publication > Pharmaceutical Company Enters Settlement Agreement to Resolve Liability for "...

3/23/2010http://www.agg.com/contents/PublicationDetail.aspx?ID=1025


