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Cautionary Notes

•

 

Company-specific citations in slide and accompanying 
discussion based on public sources –

 

no privileged or 
confidential information

•

 

In any referenced civil settlement, the company denied 
wrongdoing and expressly disavowed any admission of liability

•

 

The purpose of today’s discussion is to describe and analyze 
theories of liability/risks (and potential defenses and mitigation 
strategies) –

 

not to judge or criticize the conduct of any particular 
company
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Compliance Controls for Consultants

•

 

PhRMA Code Provisions

•

 

Orthopedic DPAs

•

 

Past and Current CIAs

•

 

Concluding Thoughts
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HHS OIG Guidance
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HHS OIG Guidance (cont’d)
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PhRMA Code
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PhRMA Code (cont’d)
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PhRMA Code (cont’d)
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PhRMA Code (cont’d)
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AdvancePCS – Early Safeguards for 
Consulting Arrangements 
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Compliance Strategies
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AdvancePCS (cont’d)
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AdvancePCS (cont’d)
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Compliance Strategies
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Compliance Strategies
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Medtronic CIA Applied Concepts to 
Manufacturer-Consultant Arrangements
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MSD CIA (cont’d)
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MSD CIA (cont’d)
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DPA Consultant Provisions – Further 
Evolution
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DPA Consultant Provisions (cont’d)
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DPA Consultant Provisions (cont’d)
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DPA Consultant Provisions (cont’d)
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DPA Consultant Provisions (cont’d)
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PhRMA Code vs. DPA Requirements

PhRMA Code Requirements
•

 

Written contract
•

 

Legitimate need identified in advance
•

 

Selection based on identified need
•

 

# HCPs limited to meet need
•

 

Documentation that services were 
received and used

•

 

Venues should be appropriate
•

 

Compensation based on FMV
•

 

Provision of/reimbursement for 
travel, lodging, meals 

•

 

No recreation or entertainment
•

 

Speakers:  
• Per-HCP annual cap on comp
• Min, max # of programs per HCP
• Disclosure of company role
• Periodic monitoring

DPA Provisions*
•

 

Annual needs assessment 
certified by senior management

•

 

Individual agreements approved 
by senior management

•

 

Written agreements of at least 
one year

•

 

Compensation capped at 
$500/hour subject to exceptions 
process (supported by external 
analysis)

•

 

Post-event report and 
certification

*  Beyond PhRMA Code provisions
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Pfizer CIA – New Consulting Controls  
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Consultants – General Requirements
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Consultants – Annual Plans
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Consultants – Monitoring and Auditing
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Concluding Thoughts

•

 

PhRMA Code + DPA Controls + CIA Controls = virtual 
360º

 
safeguards for individual

 
HCP engagements

•

 

But disagreements likely between Gov’t and Industry 
perspectives on overall consultant numbers …
–

 

This is important as Gov’t increasingly focuses on overall 
“schemes”

 

(based on numbers of consultants, selection criteria, 
ROI evidence, and lack of documentation on receipt/use of 
consulting services) --

 

not on “quid pro quo”

 

evidence in  
individual arrangements 

•

 

... and sunshine laws will ↑
 

scrutiny of use of HCPs 

•

 

Which puts premium on rigorous annual plan/needs 
assessments + proper execution on other HCP controls  
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