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False Claims Act 101
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The False Claims Act (FCA) - “Lincoln’s Law”

 Federal statute that imposes civil liability for submitting 
false claims for payment to United States

 Enacted during Civil War to combat war profiteering

 Classic False Claims Act case – submitting false invoices for 
munitions that were never 
delivered during wartime

 Truly bipartisan – expanded 
significantly since the 1860s
by both Republican and Democratic 
lawmakers far beyond its 
original scope
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Qui Tam Provisions

 FCA cases may be filed by private citizen whistleblower 
(“Relator”) on behalf of the Government  

 Usually disgruntled or recently 
terminated employees

 Must have inside information –
the allegations cannot be based on 
publicly disclosed information unless 
the Relator was the original source 
of the information
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Government Intervention

 Relator must file the case under seal and simultaneously 
provide the Government with a Statement of Material 
Evidence

 Government then has 60 days (usually extended) 
to investigate the Relator’s allegations to decide 
whether to intervene

 During this time, Defendant may have no knowledge 
of pending lawsuit, although the Government’s investigation 
may involve Civil Investigative Demands, OIG subpoenas or 
even the execution of search warrants

 Defendant’s goal at this stage – convince Government not 
to intervene
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Relator’s Share

 Although damages belong to the Government, the Relator is 
entitled to a portion of any recovery 
(through settlement or court judgment)

 Between 10% and 30% of total recovery

– Examples – Recent GlaxoSmithKline $3 billion off-label 
marketing settlement, Relator will receive $96 million 
Relator’s Share

– Recent settlement with Dey Laboratories in FCA case involving 
Average Wholesale Price for pharmaceuticals, Relator Share of 
$67.2 million

 Automatic award of attorneys’ fees for Relator if there 
is any recovery
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Significant Risks and Potential Liability

 Treble damages

 Civil Penalties of $5,000 to $10,000 per claim

 Likely that provider will be subject to a 
Corporate Integrity Agreement

 Risk of exclusion from 
federal healthcare programs 
(the death penalty for any 
healthcare company)
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Recent Amendments Raise the Stakes 
Significantly

 FCA remained unchanged for almost thirty years 

 Two major amendments to FCA in 
past three years, both greatly 
expand reach of FCA

 Fraud Enforcement and Recovery Act 
of 2009 (“FERA”)

 Patient Protection and Affordable Care 
Act of 2010 (“Affordable Care Act”)
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2009 FERA Amendments

 Biggest impact on healthcare providers –
amendment of reverse false claims provision 

 This creates liability for knowingly concealing or 
knowingly and improperly avoiding or decreasing 
an obligation to the Government

 No false statement required

 Obligation defined to include “retention of any 
overpayment” 
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2010 – Affordable Care Act Sets Overpayment 
Report and Return Deadline

 Affordable Care Act establishes a deadline for reporting and 
returning overpayments

 “Identified” overpayments must be reported and repaid 
within 60 days (or when the corresponding cost report is 
due, if applicable)

 Failure to repay within 60 days 
constitutes an FCA violation 

 Conflicts with language in reverse 
false claims provision which is limited to “knowingly and 
improperly” avoiding an obligation, which implies some 
level of illegality or bad faith, not merely “identification”
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2012 – CMS Issues Proposed Regulations on 
60-Day Repayment Rule

 Applies only to Part A/Part B Providers (for now)

 Person “identifies” an overpayment if the person has actual 
knowledge of the existence of an overpayment or acts in 
reckless disregard or deliberate ignorance of the 
overpayment

 Obligation to make “reasonable inquiry” with 
“all deliberate speed” – higher standard than FCA
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2013 Healthcare Enforcement Outlook
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Numbers (FY 2011)

 $4 billion + recovered

 1,430 criminal defendants charged

 977 new civil actions

 2,662 exclusions

 39 new CIAs
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Affordable Care Act 
Oversight and Enforcement Tools

32 fraud-fighting provisions
$350 million in additional resources
Refund of “identified” overpayments
Suspension of payments
Mandatory compliance programs
Strengthened FCA
Greater transparency
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Emerging Enforcement Issue: Quality of Care

 Failure of care/worthless services
Medically unnecessary care
 Failure of credentialing and medical staff 

oversight
 Falsifying quality data
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When does law enforcement pursue quality of care?

Systemic failures, knowing misconduct and 
gross mismanagement
 False reports or failure to make mandated 

reports
Profiting from ignoring poor care
Patient harm
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Lessons from Quality of Care Prosecutions

Don’t ignore the conduct of your top billers
– no physician is “too big” to review

 Listen to the concerns of all employees…
– not just other physicians or administrators

Have a conflict of interest protocol…
– and follow it

Enforce accountability…
– across all employment levels

Review your data
– and understand what it means
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Emerging Enforcement Issue: 
Holding Executives Accountable

Responsible Corporate Office Doctrine
– Officers held liable for criminal conduct of company

• Without evidence that they were aware of, or 
participated in, the underlying conduct

OIG permissive exclusion §1128(b)(15)
– Individuals with an ownership or control interest

• Who knew or should have known of the 
prohibited conduct

– Officers and managing employees
• even in the absence of evidence that they 

knew or should have known of the prohibited 
conduct
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Emerging Enforcement Issue: 
Hospital-Physician Integration

Trend towards greater hospital and medical staff 
alignment has benefits…and risks

– Sham employment contracts
– Preferential treatment of referral sources
– Inflated professional services agreements
– Non-compliant contracts, leases, etc.
– Improper on-call compensation
– Ineffective credentialing
– Inflated valuation of physician acquisitions
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Compliance Programs: No Longer Optional

Sections 6102 and 6401 of Affordable Care Act mandates 
nursing homes and skilled nursing facilities adopt 
compliance program by March 23, 2013.
Condition for enrollment in Medicare for all 
providers/suppliers
Sections 6102 and 6401 of Affordable Care Act mandates 
nursing homes and skilled nursing facilities adopt 
compliance program by March 23, 2013.
Condition for enrollment in Medicare for all 
providers/suppliers |  21wallerlaw.com

All health care organizations should have a 
compliance and ethics program.

Sections 6102 and 6401 of Affordable Care Act 
mandates nursing homes and skilled nursing 
facilities adopt compliance program by March 
23, 2013.
Condition for enrollment in Medicare for all 

providers/suppliers
Mandatory requirement expected for other 

providers in the future.
 Lack of an effective compliance program will 

subject the provider to stronger sanctions 
under the False Claims Act, Civil Monetary 
Penalties Law and Anti-kickback Statute. 
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Ethics and Compliance Programs

There is no “model” program, as every 
organization is encouraged to develop a 
program to address its risks in accordance with 
its size and resources.  

Guidance –
– Federal Sentencing Guidelines
– Corporate Integrity Agreements
– OIG Compliance Guidance
– Nursing home Mandates in health reform law. 
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Ethics and Compliance Programs

OIG Compliance 
Guidance  
(oig.hhs.gov)
 Hospitals
 Physicians
 Third Party Billing Companies
 DME
 Home health agencies

 Hospices
 Clinical laboratories
 Ambulance suppliers
 Pharmaceutical manfucturers

– Corporate Integrity 
Agreements

|  24wallerlaw.com



Ethics and Compliance Programs

Every program should have the basic elements 
contained in the federal sentencing guidelines 
and as contained in Corporate Integrity 
Agreements.

General Rule - The program should be effective 
in preventing and detecting criminal, civil, and 
administrative violations under the Medicare 
and Medicaid laws. 
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Ethics and Compliance Programs – Essential 
Elements

Compliance Standards for employees and other 
agents; ie, code of conduct 
Oversight - by high-level personnel with 

sufficient resources and authority to assure 
compliance; senior management and Board 
oversight. 
Exercise due care not to delegate authority to 

anyone who has a known propensity to engage 
in criminal, civil or administrative violations.
Communicate standards through training 

programs and/or published materials.
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Ethics and Compliance Programs – Essential 
Elements

Adopt monitoring and auditing systems 
designed to detect compliance violations; and 
a mechanism for reporting violations without 
fear of retribution.
Enforce the program consistently
 Following the detection of an offense, develop 

responses to prevent similar offenses.
Periodically assess the program to identify 

modifications necessary to address changes in 
the organization, risk areas or the law. 
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Responding to Problems: 
Voluntary Disclosures
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2010 – Affordable Care Act Requires Establishment 
of Self-Referral Disclosure Protocol

 Section 6409 of the Affordable Care Act 
– required the Secretary of the Department of Health and 

Human Services to establish a protocol to enable health care 
providers to disclose actual or potential violations of the 
federal physician self-referral statute (Stark Law); and

– authorized the Secretary to reduce 
amounts owed for violations of the 
Stark Law based upon:
• the nature and extent of the improper 

or illegal practice;
• the timeliness of the self-disclosure;
• the cooperation in providing additional information related 

to the disclosure; and
• such other factors the Secretary considers appropriate.
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CMS Self-Referral Disclosure Protocol

 CMS Voluntary Self-Referral Disclosure Protocol 
(the “SRDP”) was issued on September 23, 2010 
(OMB Control Number 0938-1106).

 Under the SRDP, each self-referral disclosure 
submission must include 3 main parts:
– Description of Actual or Potential Violations; 

– Financial Analysis; and

– Certification.
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CMS Self-Referral Disclosure Protocol

 Submission of a disclosure under the SRDP 
suspends the provider’s obligation under the 
Affordable Care Act to return the potential 
overpayment until a settlement agreement is 
entered or the disclosure is removed or 
withdrawn from the SRDP.

 The SRDP cannot be used to obtain a 
determination from CMS as to whether a 
violation of the Stark Law has occurred.
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CMS Self-Referral Disclosure Protocol

 As of March 23, 2012, 150 self-referral 
disclosures had been submitted to CMS 
by 148 providers.

 Of those 150 disclosures,

– 61 were awaiting additional information;

– 51 were under CMS review;

– 20 on administrative hold;

– 9 had been withdrawn;

– 6 had been settled; and

– 3 had been referred to law enforcement.
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CMS Self-Referral Disclosure Protocol

 Types of providers submitting disclosures:
– 125 hospitals;
– 11 clinical laboratories;
– 8 physician practice groups;
– 2 community mental health centers;
– 2 durable medical equipment suppliers; 
– 1 ambulance service company; and
– 1 other.

 Most commonly reported violations:
– Personal service arrangements exception;
– Non-monetary compensation exception;
– Rental of office space exception; and
– Physician recruitment agreement exception.
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CMS Self-Referral Disclosure Protocol

To date, 12 disclosures have been resolved through 
the SRDP

Type of Provider Exception Violated Settlement Amount

Hospital Personal Services $579,000

Hospital Personal Services $208,000

Hospital Personal Services $130,000

Hospital Personal Services $125,000

Physician Group Employment $74,000

Hospital Personal Services $59,000

Hospital Personal Services $42,000

Hospital Personal Services $22,000

Hospital Nonmonetary $6,800

Hospital Nonmonetary $6,700

Hospital Nonmonetary $4,500

Physician Group In-Office Ancillary $60

wallerlaw.com |  34



OIG Self-Disclosure Protocol

 Adopted in October 1998 [63 Fed. Reg. 58,399]

 Supplemented by Open Letters to Health 
Care Providers issued on:

– April 24, 2006

– April 15, 2008

– March 24, 2009

 On June 18, 2012, OIG published a notice in the Federal 
Register soliciting recommendations for revising the 
Provider Self-Disclosure Protocol (SDP) [77 Fed. Reg. 
36,281]

 Settlements under the SDP are published on the 
OIG website
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OIG’s Tips for Success under the SDP

 Follow ALL the requirements in the 
Federal Register AND the 2008 Open 
Letter in your written submission. 
Common mistake = missing contractor 
information. 

 Don’t disclose prematurely. Your investigation 
and damages audit either needs to be completed 
or you commit to completing within three months 
after acceptance.
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OIG’s Tips for Success under the SDP

 Provide a complete description of the 
conduct and investigation:
– What happened?
– What is the time period?
– Why did it happen?
– Why is there potential legal liability for the conduct?
– Who was involved?
– How was the conduct discovered?
– What corrective actions have been taken?

 Identify the fraud laws at issue. Just “Federal laws, rules, 
and regulations” or “the Social Security Act” is not 
sufficient.
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OIG’s Tips for Success under the SDP

 Pay attention to the sampling 
requirements in the Protocol at 
Section V.

 Stark-only conduct that does not also have 
a colorable kickback claim is not eligible 
for OIG’s protocol.

 Expect that disclosure will result in a settlement 
agreement for an amount that is a multiplier of 
damages.  Simple overpayments are not 
appropriate for the SDP.

 Full cooperation is essential.
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What to do when the Subpoena Arrives
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When, Not If

 Today’s healthcare regulatory environment 
makes a government investigation 
virtually inevitable

 What to do

 What to absolutely NOT do
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Government Investigations

 Federal healthcare fraud inquiries typically take 
one of two forms
1. Civil Investigative Demand (CID)

• Normally requires production of documents and 
computer records – and possibly the testimony of 
witnesses

• Usually signals an FCA investigation

• Often the result of a qui tam complaint

• Complaint under seal while allegations are 
investigated

– Grand Jury Subpoena
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Government Investigations

 Federal healthcare fraud inquiries typically take 
one of two forms
2. Grand Jury Subpoena

• Like CID, requires production of documents and 
computer records and possibly witness testimony 

• Signals a CRIMINAL investigation

• Individuals, along with corporate entity, may face 
exposure for alleged wrongdoing
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What Do You Do?

 Consult with qualified legal counsel before taking 
any action

 Experienced counsel can help secure concessions 
regarding timing and scope of document 
production

 Demonstrate credibility and 
integrity by cooperating and 
preserving potentially 
relevant information
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What NOT to Do

 Investigators will seek to prove intent through 
evidence of “consciousness of guilt” and will 
carefully watch your behavior.

 DO NOT:
– Destroy or alter documents 

or electronic records

– Instruct employees to be 
uncooperative, or worse, 
to lie to investigators

– Adopt an unnecessarily
aggressive posture toward the investigators
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Hypothetical Scenario
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Hypothetical Scenario

Pinnacle Healthcare Partners, Inc. 
(“Pinnacle”) owns and operates hospitals 
in five states in the Southeast. Pinnacle has been 
making an aggressive push to expand into other 
parts of the country, and has been acquiring 
hospitals at a rapid clip. 
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Hypothetical Scenario

While conducting due diligence 
related to acquisition of a community 
hospital in southwestern Pennsylvania, Pinnacle 
discovers that the hospital has kept poor track of 
certain physician contracts, including Medical 
Director Agreements and Locum Tenens Coverage 
Agreements. In some instances, physician contract 
are unsigned, and in other instances, 
the contracts are simply missing. 
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Hypothetical Scenario

The Hospital decides to make a 
voluntary disclosure using the CMS 
Voluntary Self-Referral Disclosure 
Protocol (“Stark SRDP”).
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Hypothetical Scenario

Given that Pinnacle has acquired 
numerous facilities in a short period 
of time, combined with the issues 
uncovered during the acquisition of the 
Pennsylvania hospital, Pinnacle considers whether it 
should go back and look more closely at physician 
contracts and compliance issues at these newly 
acquired facilities.
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Hypothetical Scenario

During an audit of physician contracts 
at a recently acquired hospital in upstate 
New York, Pinnacle uncovers several issues 
with physician lease agreements. The Hospital 
failed to renew several physician leases that have 
been in place for long periods of time. More 
troubling, there are several physicians who owe 
more than a year’s worth of back rent, and it does 
not appear the Hospital has taken any steps to 
collect the rent owed. 
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Hypothetical Scenario

Upon further investigation, Pinnacle 
learns that an employee in the 
accounting department made a call 
to the compliance hotline, alleging that 
certain management personnel deliberately decided 
to forego taking any steps to collect back rent from 
the physicians. 
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Hypothetical Scenario

Pinnacle’s audit also reveals that 
medical necessity is poorly documented 
in many cases. The procedures at issue do 
not present a high risk for fraud and abuse, and a 
case for medical necessity can be made in almost 
each instance. However, medical necessity would 
have to be reconstructed after the fact, as many 
medical records are simply missing.
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