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INDIVIDUAL LIABILITYINDIVIDUAL LIABILITY
TAP: 11 individuals (employees and physicians) indicted (dismissed and acquitted)
Serono: Med. Dir. pled guilty (1 year probation; fined $150,000); VP Sales, VP 
Marketing, 2 RDs acquitted 
Purdue:  President & COO ($19M), EVP & General Counsel ($8M), and Exec. VP 
of Worldwide R&D ($7.5M) (pled guilty; 15 year exclusions; sentences pending)
Jazz: Physician Speaker (arrested, pled guilty to misdemeanor); Rep (convicted of 
misdemeanor), Rep (pled guilty to felony)
RJL: President (3 years’ probation, $10,000 fine)
Abtox: CEO and VP & Chief Compliance Officer (sentenced 10 and 6 years, 
respectively; plus $17M in restitution to customers)
Pfizer: Sales Mgr (sentenced 6 months’ home confinement and electronic 
monitoring, 3 years’ probation); Regional Mgr ($75,000 fine and 24 months’
probation)
Stryker: President charged; 4 Reps pled guilty; 3 others charged
InterMune:  CEO convicted
Synthes: President of Synthes North America, President of Synthes Spine, Vice 
President of Operations, Director of Regulatory and Clinical Affairs  (pled guilty)
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EVOLUTION OF CIA EVOLUTION OF CIA 
PROVISIONSPROVISIONS

In the beginning . . .
CCO/Compliance Committee
Written Standards
Training
Arrangements Database
IRO
Disclosure program (including hotline)
Screening
Notifications
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CIA PROVISIONS CIA PROVISIONS 22
Then Came . . .

Independence of CCO
Needs Assessment: consulting services
Board Oversight
Senior Manager Certification
Notification to HCPs
Website Postings: payments to HCPs
Website Postings: Research/Clinical Studies
Inquiries Database
Monitoring-Promo
Monitoring—Non-Promo
Post-marketing Commitments
Consultant Monitoring
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CIA PROVISIONS CIA PROVISIONS 33

And then . . . 
Needs Assessments: Research
Needs Assessment: Publications
Publications Monitoring
Grants Monitoring
Compliance Expert
Website Posting: Med Ed Grants
Compliance with ICMJE Standards
Disclosures for Formulary Comm Members
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CONTACT USCONTACT US

Thomas A. Gregory        Retta M. Riordan, JD
Partner                             President
Ernst & Young LLP        Riordan Consulting LLC
404-817-5205                  908-301-0204
tom.gregory@ey.com Retta.Riordan@comcast.net
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