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Increasing Scrutiny by OIG/DOJ/US 
Attorney’s Offices/FDA/ State Attorneys 
General

Federal Food, Drug & Cosmetic Act – misbranding 
violations (strict liability offense – criminal)
Federal and State False Claims Acts (qui-tam 
cases, i.e., whistleblowers – civil penalties)
Anti-Kickback Law (Fraud & Abuse Statute - 
criminal)
State Fraud & Consumer Protection Laws
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Concerns with off-label marketing and use:
FDA regulations permit companies to “market” 
off-label in very limited circumstances under FDA 
regulations (e.g. WLF articles)
Doctors free to prescribe for off-label use, and 
companies and doctors are allowed “scientific 
interchange”
Doctors base decisions on studies/data
System breaks down if studies not disclosed or if 
data is affirmatively misrepresented
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Concerns with kickbacks:
System also breaks down if doctors’ 
independent judgment is compromised 
because of unlawful remuneration
Safe Harbors – available for a range of 
activities, but often the parameters are 
unclear, or the safe harbor is susceptible to 
abuse (e.g., personal services contracts)
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Recent Cases - Oxycontin (Purdue Pharma):
$600 million in civil and criminal penalties paid – May 
2007
Three Company executives, including corporate 
counsel, pled guilty to “misbranding” under FD&C Act
Aggressive marketing campaign to promote powerful 
narcotic drug to wide groups of physicians – claim that 
product’s delayed release made it less addictive and 
less prone to abuse 
However, claims not true, and drug became widely 
abused, resulting in significant addiction, criminal 
activity and death
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False Claims Act
Significant civil penalties for making or causing 
a false claim to be made on the government
Applies to wide range of activities – billing, 
reimbursement and rebating activities as well 
as kickbacks are the most common false claims
Many cases are civil AND criminal
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False Claims Act and the Pharmaceutical Industry 
- Since 2000 – Total recovery against the industry 
– over $ 5 billion

Other examples – off label promotion/kickback cases
Pfizer – Neurontin - $430 MM 
Astra-Zeneca - $355 MM
TAP - $855 MM
Eli Lilly – Evista - $36 MM
Serostin – (Serono) - $704 MM
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Consistent Themes
Threat of patient harm, generally caused by or 
related to corruption of medical judgment – via 
kickbacks or via dissemination of incomplete, 
misleading or false clinical information
Adding Costs to the System – important, but more 
compelling where there is a questionable benefit 
to patients compared to risk



Issued May 2003 – Cite:
http://www.oig.hhs.gov/authorities/docs/03/0 
50503FRCPGPharmac.pdf
Applies to wide range of activities – beyond 
traditional “marketing” programs
Specific Mention of Research Funding as an 
“Area of Concern” – this is becoming an 
increasing focus of regulatory/prosecutorial 
activity

OIG’s Compliance Program Guidance 
for Pharmaceutical Manufacturers

http://www.oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf
http://www.oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf
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Maintaining Quality and Compliance in today’s 
environment is critical to long and short term 
organizational success
Increasing visibility of “compliance,” “compliance 
officers” and compliance programs since the 
introduction of the Sentencing Guidelines
What drives adherence in an organization?

Culture is very important; actions and rewards are 
more telling than corporate policy statements and 
mandatory training programs
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Is compliance a staff function, detached from the 
day-to-day business operations?
Governance – Independent? 
Is the compliance adequately resourced – in terms of 
number of personnel and appropriate expertise?

Business experience and auditing experience are both 
needed to understand the overall ramifications of 
operational activities
What is the compliance officer’s role vis-à-vis the outside 
world, including prosecutors and regulators?
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