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Overview

• Federal Dollars

• False Claims Act and Proposed 
Amendments

• False Claims Act and Clinical Trials

• Preventive Steps
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Federal Dollars

• Nonprocurement Programs
– Research Grants

• Medicare Coverage
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Medicare Coverage
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False Claims Act
• Elements

– Applies to any person who “knowingly presents, or causes 
to be presented, to an officer or employee of the United 
States Government . . . a false or fraudulent claim for 
payment or approval” or

– “knowingly makes, uses, or causes to be made or used, a 
false record or statement to get a false or fraudulent claim 
paid or approved by the Government[.]” 31 U.S.C. 
§§3729(a)(1)-(2). 

• Allison Engine
– The Court held that "a §3729(a)(2) claim must prove that 

the defendant intended that the false record or statement 
be material to the Government's decision to pay or approve 
the false claim."
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False Claims Act and Clinical Trials

• Responsible Parties:
– Sponsors

– CROs

– IRBs

– Clinical Investigators

– Agents/Employees of All of the Above
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False Claims Act and Clinical Trials
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False Claims Act and Clinical Trials
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False Claims Act and Clinical Trials

• False statements in 
grant applications to 
NIH.

• False statements in 
progress reports and 
annual reports.

• Plagiarism.
• No IRB approval or 

inadequate IRB 
oversight.

• Omission of data.
• Not recording AEs.
• No or inadequate 

Informed Consent.

• “Gift” authorship.

• Failure to publish 
negative results.

• Failure to disclose a 
conflict of interest.

• Inadequate researching 
of a topic before 
beginning new   
research. 

• Failure to post on 
clinicaltrial.gov
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False Claims Act and Clinical Trials

United States ex rel Gross v. AIDS Research 
Alliance, 415 F.3d 601 (7th Cir. 2005)

•Gross was a patient in an NIH-funded trial.

•Alleged significant violations of the protocol, Good Clinical 
Practices recordkeeping requirements, and failure to obtain 
proper informed consent.

•Alleged that annual filings to NIH were therefore false 
certifications.

•Seventh Circuit affirmed the dismissal because the relator 
did not allege “why any particular statement caused the 
government to keep the funding spigot open.”
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False Claims Act and Clinical Trials

• State Enforcement – Criminal 

– Drs. Borison and Diamond (1998)
• Claimed to sponsors that research would be done under 

the auspices of Medical College of Georgia and the 
Veterans Administration when it was not.

• Millions paid and diverted by clinical investigators.

• Sentenced to 15 and 5 years respectively in state prison.

• FDA debarment.
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False Claims Act and Clinical Trials

• Proposed Amendments
– The False Claims Act Correction Act of 2007 (H.R. 

4854): 

– Would repeal the requirement of presentment of a 
false or fraudulent claim to a government employee, 
redefining the offense as presentment of a false or 
fraudulent claim for Government money or property 
irrespective of who receives the claim. 
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False Claims Act and Clinical Trials

• What Does the Future Hold?
– Explosion of Clinical Trials

– More Use of CROs

– More Foreign Trials Intended for US Submission
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Preventive Steps

• Select Qualified Investigators

• Monitor Sites

• Ensure Compliance with IND Requirements 
and Protocol

• Report Safety Information to FDA and 
Clinical Trial Investigators

• Report Investigator Misconduct to FDA



15© 2008 Hogan & Hartson LLP. All rights reserved.

Abu Dhabi
Baltimore
Beijing
Berlin
Boulder
Brussels
Caracas
Colorado Springs
Denver
Geneva
Hong Kong
Houston
London
Los Angeles
Miami
Moscow
Munich
New York
Northern Virginia
Paris
Philadelphia
Shanghai
Tokyo
Warsaw
Washington, DC

www.hhlaw.com
For more information on 

Hogan & Hartson, please visit us at


	Clinical Trial Fraud and �the False Claims Act
	Overview
	Federal Dollars
	Medicare Coverage
	False Claims Act
	False Claims Act and Clinical Trials	
	False Claims Act and Clinical Trials
	False Claims Act and Clinical Trials
	False Claims Act and Clinical Trials
	False Claims Act and Clinical Trials
	False Claims Act and Clinical Trials
	False Claims Act and Clinical Trials
	False Claims Act and Clinical Trials
	Preventive Steps
	Slide Number 15

