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Overview

• Enforcement priorities 

• Overview of Authorities

• Issue Preclusion 

• Recent cases

• Federal/state coordination

• Collateral consequences
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OIG Enforcement Priorities

• Conflicts of Interest - Physician Financial 
Relationships.

• Medical Device Manufacturers 

• DME (South Florida project).

• Medicaid integrity.

• Quality of care, including patient abuse 
and neglect in long term care facilities.
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Administrative Authorities

• Federal Health Care Program Exclusions 

• Civil Monetary Penalties Law
– False Claims
– Kickback/Stark
– EMTALA
– Select Agents
– Billing While Excluded
– Section 1156 (quality)
– Section 1140 (misuse of HHS name/symbols)

• State Medicaid Exclusions

• Payment Suspensions and other Medicare/Medicaid contractor remedies 
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Effect of Exclusion

• No Federal health care program payment will be made 
for items or services furnished by excluded person

– “Furnished” broadly defined 
• Includes manufacturers/suppliers

– Remedial in purpose
• Constitutional protections for punitive measures (double jeopardy, 

ex post facto) do not apply

• Government-wide collateral effect 
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Mandatory Exclusions

• Four Mandatory Exclusions based on Convictions
– Medicare/State health care program Fraud
– Patient Abuse/Neglect
– Felony Health Care Fraud
– Felony controlled substance

• Conviction is broadly defined.

• Deferred Prosecution Agreement typically is not a 
conviction.

• At least 5 years
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Permissive Exclusions

• 15 Bases – most derivative
– Misdemeanor health care fraud
– Criminal obstruction 
– Misdemeanor controlled substances 
– License revocation or suspension
– Failure to supply payment information or grant 

immediate access
– Default on HEAL loans

• Term varies based on authority
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Exclusion Program Statistics

Mandatory Exclusions (2/12/2008) 

10,1764,471

1,382
1,342

Program Conviction

Patient Abuse

Felony HC Fraud

Felony Controlled Substances



www.hcca-info.org | 888-580-8373 9

Exclusion Program Statistics

Permissive and Other Exclusions (2/12/2008) 

HC or Program Fraud Conviction Obstruction

Misdemeanor Controlled Substances License Revocation or Suspension

Medicaid Exclusion Quality of Care

Fraud/Kickbacks Entity controlled by excluded individual

Failure to disclose information Failure to supply subcontractor information

Failure to supply payment information Failure to grant immediate access

Failure to take corrective action HEAL default

Ind. controlling excluded entity Imposition of CMP or assessment

QIO Referral Breach of CIA

Breach of Settlement
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Affirmative Exclusions

• Fraud/Kickbacks – 42 U.S.C. § 1320a-7(b)(7)

– Potentially relevant in all FCA cases involving Federal health care 
programs

– Right to pre-exclusion hearing

Quality of Care – 42 U.S.C. § 1320a-7(b)(6)(B)

– Failure to meet professionally recognized standards of care

– Substantially in excess of patients’ needs

– Not just Federal health care program beneficiaries

������������	
����
��
����
����
�����
����



www.hcca-info.org | 888-580-8373 11

Criteria for Exclusion under 42 U.S.C. § 1320a-7(b)( 7)

• Circumstances of misconduct and seriousness of 
offenses

• Defendant’s response to allegations/ determination of 
unlawful conduct

• Likelihood that offense or similar abuse will occur again

• Financial Responsibility
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Reinstatement

• Not automatic, but must apply to OIG

• Within discretion of OIG to grant/deny

• No judicial review of decision to deny

• Billing while excluded most common reason for denial
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Exclusions as part of global settlements

• Criminal 
– OIG advise on applicability of exclusion authorities
– OIG may provide length of exclusion, language for 

plea agreement
• Civil

– Criteria for use of 42 U.S.C. § 1320a-7(b)(7)
– Negotiated in FCA settlement or administrative 

litigation
– Corporate integrity agreement (or CCA) in lieu of 

exclusion (November 20, 2001 Open Letter).
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Scope of Section 1128(a)(3)

• Felony

• In connection with delivery of a health care item or 
service; OR

– With respect to an act or omission in a health care program (with 
the exception of Medicare or a State health care program)

• Relating to fraud, theft, embezzlement, breach of 
fiduciary responsibility, or other financial misconduct.



www.hcca-info.org | 888-580-8373 15

Exclusion for Default on CIA or Settlement

• South Beach Community Hospital (2006)
– Material breach of terms of CIA: repeated failure to submit 

timely, complete, and accurate reports
– Failure fully to implement IRO requirements
– Failure to notify of sale

• Barry Odegaard, M.D. (2007)
– CIA Breach

• Dominic Rotella and Nichole Medical Equipment Supply 
(2007)
– Breach of Settlement Agreement
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Exclusion versus Enrollment Denial/Revocation

• Exclusion – OIG authority

• Enrollment Denial/Revocation – CMS authority

• Overlap in bases

• Coordination by OIG/CMS
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OIG Civil Monetary Penalties

• Alternative/Supplement to Civil Action
• Cases Initiated by OCIG
• Testimonial subpoena authority
• OIG Has to Prove Underlying Facts
• Six Year Statute of Limitations
• DOJ Authorization
• ALJ Proceeding
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OIG Civil Monetary Penalties

• False or Fraudulent Claims
– Same elements and intent standard as FCA

• Kickback/Stark Violations

• EMTALA

• Billing While Excluded

• Select Agents

• More than 40 OIG CMPs
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False or Fraudulent Claims - CMP Remedies

• Civil Monetary Penalty of up to $10,000 for each item or 
service improperly claimed.

• Assessment of up to 3 times the amount claimed.

• Exclusion from participation in federal health care 
programs.
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Kickback CMP - 42 USC § 1320a-7a(a)(7)

• Applicable to conduct after 8/5/97

• Penalty of up to $50,000 for each act

• Assessment of up to 3 times the amount of the 
remuneration (regardless of whether part of the 
remuneration was for a lawful purpose)

• Exclusion 
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Stark CMP - 42 USC § 1395nn(g)(3)

• Penalty of up to $15,000 for each service improperly 
claimed.

• Circumvention schemes – penalty of up to $100,000 per 
scheme or arrangements.

• Assessment of up to 3 times the amount improperly 
claimed

• Exclusion
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EMTALA - 42 U.S.C. § 1395dd

• “Patient Dumping”

• Appropriate medical screening examination to determine if 
emergency medical condition.

• Stabilizing treatment or appropriate transfer.  

• Hospitals – CMP $50,000 for each violation ($25,000 for hospitals 
with less than 100 beds)

• Physicians – CMP of up to $50,000 plus exclusion for repeated or 
flagrant conduct 
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Other CMPs

• Select Agents

• Billing While Excluded

• Section 1156 (QIO referrals)

• Section 1140 (Misuse of Department names or symbols)



www.hcca-info.org | 888-580-8373 24

Factors Favoring Use of CMP

• Theory – No explicit civil remedy
– Kickback/Stark

• Defendant – State or State entity

• Remedy – Exclusion

• Forum – ALJ – Jury appeal issues

• Small dollars
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OIG CMP Recoveries
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Administrative Appeals

• ALJ Proceeding

– Document Discovery

• Summary Judgment in derivative exclusions

• In-Person Hearing

– ALJ is NOT bound by FRE

– Hearsay is admissible
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Administrative Appeals

• ALJ Decision

• Appeal to HHS Department Appeals Board

• DAB Decision is Final Decision of the Secretary

• Appeal to Federal Court by Petitioner/Respondent
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Issue Preclusion

• Issue preclusion in administrative proceeding based on 
civil FCA decision

• Tested in CMPL matter against Bourseau and 
Sabaratnam
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State Medicaid Exclusions

• Independent authority, but only for that state’s program.

• States do not have authority to impose Medicare 
exclusions.

• Derivative Federal health care program based on state 
Medicaid exclusion is permissive (42 U.S.C. § 1320a-
7(b)(5); OIG has sole authority to impose.
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CMS/Contractor Remedies

• Payment Suspension

• Prepayment Review

• Focused Medical Review
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Recent Settlements

• Promesa, Inc.

• Midwest Medical Laboratory, Inc.

• Advanced Neuromodulation Systems

• HealthSouth Corporation 

• Lee R. Rocamora, M.D.

• Lawrence Livermore National Laboratory



www.hcca-info.org | 888-580-8373 32

Federal/State Coordination

• Deficit Reduction Act funding
– Medicaid Integrity Program
– State False Claims Act incentives

• New York - F-SHRP 

• State compliance obligations
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Collateral Consequences

• Disclosure obligations

• State licensing board disciplinary proceedings

• Managed care networks

• Medical staff requirements
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Internet resources

HHS:  www.hhs.gov

HHS-OIG:  www.oig.hhs.gov

CMS:  www.cms.gov
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Questions?

Robert DeConti
Chief, Administrative & Civil Remedies Branch
202-619-2078
robert.deconti@oig.hhs.gov

Heidi A. Sorensen
Foley & Lardner LLP
202-672-5596
hsorensen@foley.com


