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Topics for Discussion

• Industry Trends Creating New Compliance Risks

• Recent Enforcement Actions

• Key Risk Areas

• Compliance Strategies



Industry Trends → Emerging Risks

Industry Trend Evolving Risks

Growing role of formulary/P&T committees FDCA compliance
Financial/other relationships with                          

Formulary sponsors, committee members

Increasing burdens on physicians due to 
prior authorization, tiered co-payments, 
coverage exclusion

Value of reimbursement support services 
(particularly beyond product-specific 
services)
FDCA compliance

Continuing importance of compendia to 
patient access/reimbursement

Same as for formulary interactions

Push for patients to shoulder some 
payment responsibility

Financial assistance to patients

Industry focus on biologics, where 
providers are at financial risk for 
reimbursement

Sampling
Value of support services
FDCA compliance

Healthcare reform Potentially accelerates all of the above
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FDA Action & Guidance 



Regulatory Guidance
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Key Risks and Considerations

• Managed care and/or reimbursement support activities to 
raise the major risks familiar to pharma companies:

• Anti-kickback issues in financial relationships
• Contracting and discounting
• Fee-for-service arrangements with “customers” (broadly defined) 
• Financial relationships with individuals
• FDCA (in interactions with HCPs, formulary sponsors, etc.)
• Government price calculation
• Privacy
• Disclosure/transparency

• Common use of vendors/third parties does not outsource risk 
– and, in fact, creates some new risk

• While activities are different from traditional commercial 
efforts, the basic regulatory framework remains relevant



Assessment of Control Environment
 (Partial List)

Activity Clear Lines of 
Responsibility &
Accountability

Policies & 
Procedures

Expertise/Training Monitoring &
Auditing

Contractual relation-
ships with MCOs,
PBMs 

Fee-for-service
agreements with 
MCOs

Financial relationships
with individuals at 
MCOs

Communication with
Formularies

Communication with
Compendia

Reimbursement
support activities

Coverage and coding
advice 



Control Environment --
 

Thoughts

Accountability:
• Within business unit, is there reasonably clear responsibility and accountability?
• Is there accountability for specific programs/projects?
• Are there designated personnel within Legal, Compliance, MA, RA 
• Have you considered “drivers” of behavior?  Incentive comp, client targets, etc.
Policies and SOPs:
• Are there reasonably clear compliance policies/SOPs in place that address full 

range of regulatory requirements
• Are policies/SOPs readily available?
• Are they reviewed and updated periodically?
Expertise and Training:
• Do relevant personnel have current knowledge/expertise?  How is that 

knowledge re-freshed to reflect new developments?
• Do oversight personnel (Compliance, Legal, etc.) have expertise?
Monitoring and Auditing:
• Do oversight functions have good visibility into the activity? (E.g., databases)
• Do you periodically monitor and/or audit the activity?
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