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Cautionary Notes

• All of the information discussed regarding the settlements is based on 
publicly available information

• None of the information we share today about identifiable companies 
reflects non-public or “inside” information 

• Some of the information discussed today is based on settlement 
documents, complaints, DOJ statements and related materials

• Caution is appropriate with respect to whether these 
documents provide a complete, accurate, and/or fair depiction 
of the conduct of any company or individual
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Summary of Presentation

• Federal and State Settlements Impose Robust 
Disclosure Requirements

• Financial Disclosure 

• Clinical/R&D Disclosure

• “Internal” Disclosure and Transparency Requirements
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External Disclosure Internal Disclosure
HCP 

Payments
Promotional 

Activities
Clinical Data Financial 

Arrangements
Medical Info

Bayer HC 
LLC 

x x

Cephalon x x x

GSK (State) x x

Jazz x x

Lilly (State) x x x

Lilly (CIA) x x x

Orthopedic 
Settlements

x x

Pfizer 
(State)

x x x

Selected 
Cases

Disclosure Requirements in Recent Settlements
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I.

Physician/Provider Payment 
Disclosure
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HHS OIG Views on Disclosure

HHS OIG Testimony on Physician-
Industry Relationships

February 27, 2008 
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CIA Provisions -- HCP Payments
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Orthopedic Settlements – HCP Payments
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State Settlements – HCP Payments
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II.

Clinical/Medical Disclosure
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NY AG Settlement with GSK Requiring 
Clinical Trial Disclosure

August 26, 2004
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Conduct, Funding of Clinical Trials
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Disclosure in CME Activities
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Disclosure of Clinical Studies
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Disclosure of Clinical Studies (cont’d)
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III.

“Internal” Disclosure & Transparency
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Internal Disclosure -- Financial Relationships
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Biography -- John T. Bentivoglio

John Bentivoglio is a partner in the firm’s Washington, D.C., office and serves as Co-Chair of the 
FDA/Healthcare Group. His practice focuses on assisting pharmaceutical, medical device, and 
biotechnology manufacturers in three broad areas: FDA and healthcare regulatory counseling, 
compliance program development and implementation, and representation of companies in civil and 
criminal investigations by federal and state law enforcement agencies. On the regulatory side, he 
advises companies on federal and state anti-kickback laws, FDA advertising and promotional rules, 
drug pricing and reporting, and Medicare reimbursement issues. He has assisted numerous 
companies in developing, implementing and assessing corporate compliance programs in line with 
U.S. Sentencing Commission and HHS Office of Inspector General Guidelines, and with state 
compliance program laws and regulations. And he has represented pharmaceutical and medical 
device manufacturers in investigations by U.S. Attorney’s Offices in Massachusetts, New York, 
Maryland, Philadelphia, and California. 

From 1997-2000, he served as Associate Deputy Attorney General and Special Counsel for 
Healthcare Fraud at the U.S. Department of Justice. In these capacities, he advised the Attorney 
General and Deputy Attorney General on national enforcement initiatives, healthcare investigation 
and prosecution policies, interagency coordination, and related issues. Earlier in his career, Mr. 
Bentivoglio served as a professional staff member to the Chairman of the U.S. Senate Committee on 
the Judiciary, where he handled criminal law and procedure, white-collar crime issues (including 
healthcare and financial fraud), and international crime and terrorism legislation. 

jbentivoglio@kslaw.com
202.626.5591

mailto:jbentivoglio@kslaw.com

	The Disclosure Implications of Recent Settlements and CIAs
	Cautionary Notes
	Summary of Presentation
	I.��Physician/Provider Payment Disclosure 
	HHS OIG Views on Disclosure
	II.��Clinical/Medical Disclosure
	III.��“Internal” Disclosure & Transparency
	Internal Disclosure -- Financial Relationships

