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Agenda

• Understanding the Lessons of Compliance

• Knowing the Essentials
– OIG Compliance Guidance

– Applicable Statutes (FDCA, AKB, FCA, FCPA, etc.)

• Tailoring the Compliance Program to Your 
Organization

• Questions
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• Michael Loucks retired 

• Here’s his trophy room ($6.8B):
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The Avatar is now on our side

(Former US Attorney-Mass., 
Michael Loucks.  He netted 
30% of the settlements in 

the last 15 years)



The Players
• FDA – FDCA

• CMS – False Claims Act (FCA)

• Office of Inspector General (OIG) of DHHS –

Anti-kickback, FCA and Foreign Corrupt Practice

Act (FCPA) – Civil and Administrative

• Federal Prosecutors – the litigators for everything

– Department of Justice (DOJ)

• States –

--State Attorneys General – Civil and criminal

--Medicaid Fraud Control Units – Civil and criminal 

referrals
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• Knowing the Essentials
–OIG Compliance Guidance

–AdvaMed Code

–Applicable Statutes (FDCA, AKB, 
FCA, FCPA, Sunshine Act, state 
laws, etc.)



OIG Guidance--Elements for an 
Effective Compliance Program

• Implementing written policies and procedures; 

• Designating a compliance officer and compliance 
committee; 

• Conducting effective training and education; 

• Developing effective lines of communication; 

• Conducting internal monitoring and auditing; 

• Enforcing standards through well publicized disciplinary 
guidelines; and 

• Responding promptly to detected problems and undertaking 
corrective action. 
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• Persuasive authority, not law, but it might as
well be

• Helpful for analysis of your relationships
• Consider it as a code of conduct if you don’t have one
• Includes for example:

– Consultancies – make sure they are bona fide, FMV 
– Meals – keep them modest
– Gifts – no branded items, make them educational in nature
– Reimbursement – don’t help upcode, miscode, etc.
– Grants and donations – make sure they are bona fide 
– CMEs – bona fide, NOT selected by sales and marketing
– Sales and Promotional Meetings, etc., etc. 
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AdvaMed Code



The Roadmap is sensibly organized around the 
relationships physicians have with (1) payers, with 

an emphasis on Medicare, (2) fellow health care 
providers, and (3) vendors. It uses well-chosen 
“case examples” to make the rules governing 
those relationships concrete. The Roadmap 

concludes with a helpful list of additional 
resources, a list of steps to take “[i]f you are 

engaged in a relationship you think is problematic 
or have been following billing practices you now 

realize were wrong,” and a plug for the HHS-OIG’s 
Provider Self-Disclosure Protocol.
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State Laws:

• Connecticut, Vermont, Massachusetts, Nevada, 
California, Minnesota, D.C., West Virginia and Maine all 
have special laws for drugs (some devices) 
– These states have special requirements and consequences 

for non-compliance 

– Some only cover drug companies

• Some require annual reporting
– Massachusetts (report transfers of value > $50)

– Vermont (report nearly everything)

– Various other requirements

– More onerous for drug companies



Sunshine Provision

• Passed as part of the Health Care Reform Law
– Have to report any “transfer in value” to a 

physician greater than $10, or > $100 per year

– Must report all such transfers by March 31, 2013 
for 2012

– Harsh penalties:  $1000-$100,000 per occurrence 

– Some exclusions, e.g. discounts, samples, et al.

• Visit www.duvalfdalaw.com for our Client 
Alert on this new law
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http://www.duvalfdalaw.com/
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Tailoring the Compliance Program to 
Your Organization

• Process:
– Analyze remuneration to Health Care Practitioners

– Review existing and new:
• Consultancies

• Royalty payments

• Clinical programs (especially physician-initiated trials)

• Sales and marketing programs (co-marketing, referral 
dinners, product bundling, off-invoice price 
concessions, sales to clinical groups, etc.)

• CME, speaker’s bureaus, publication planning
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What does the Government 
want to see?

• Code, SOPs and policies in place and someone in charge of them 
• A promotional review process
• Train management and sales and marketing on FDCA, AKS, FCA, FCPA 

(where applicable):
– Must cover position on off-label discussion/dissemination and reimbursement 

advice
– Company Code, SOPs, policies/approval procedures

• Compliance 
– ensure adherence to policies, SOPs and procedures by dealing  swiftly and fairly 

with offenders

• Audits  
– in-house and the field
– Regular management review

• Get ahead of the Sunshine Provision
• Stay current  



QUESTIONS?
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