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“What Is Standard Practice In The Industry So I Can 
Understand What This Means?”
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• U.S. Department of Justice (DOJ)
– Civil and Criminal Divisions of “Main” Justice
– United States Attorneys’ Office
– Federal Bureau of Investigation

• U.S. Department of Health and Human 
Services
– Office of Inspector General (OIG)
– Centers for Medicare and Medicaid Services 

(CMS)
– Program Safeguard Contractors
– Recovery Audit Contractors (RACs)
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• U.S. Postal Inspection Services
• U.S. Internal Revenue Service, Criminal 

Investigative Division
• U.S. Department of Defense

– Tricare
– Defense Criminal Investigative Service

• Medicaid Fraud Control Units (MFCUs)
• Quality Improvement Organizations
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• State Attorneys General
• State Facility Licensure Agencies
• State Medicaid Agencies
• State Professional Licensure Boards
• Private Insurance Carriers
• Qui tam relators (whistleblowers)
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• Quality of care and fraud and abuse are 
intertwined from the government’s 
perspective

• New laws and interpretations are 
expanding enforcement actions in new 
and unexpected ways
– Failure to follow POC, $200,000 settlement 

and federal monitoring (Central Montgomery 
Medical Center)
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• Regulatory enforcement is increasing
– Quality-of-care top priority for OIG, DOJ, MCFUs

– Heightened congressional scrutiny of CMS
– IJ deficiencies up 22% from 2000-2006

• CMS sends all CMPs to DOJ
• State survey agency referrals of  “reasonable 

belief” of bodily injury or neglect  to local law 
enforcement 

• Increased “transparency” increases risks
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• FOSS - CMS goes with state surveyors and 

usually does not intervene (5% of all surveys)
• Validation survey

– Conducted by CMS surveyors from Regional 
Office without state surveyors

– Ensures SSA’s adequacy of surveys

– Conducted within two months of SSA survey 
(representative sample) 42 U.S.C. §1395i-
3(g)(3)(A)

• Complaint surveys 
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• Region III: 52 direct federal surveys:
– 12/31/2004 to 1/17/2008

• All 52 had at least 1 deficiency
• 51 (98.1%) had more than 1 deficiencies
• 48 (92.3%) had more than 2 deficiencies
• 15 (28.8%) had a G or higher
• 2   (3.8%) had Ls
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• Surveyors
• Other regulators and enforcers
• Board, co-workers, donors
• Existing residents/clients and families 
• Potential residents/clients and families
• Plaintiffs’ lawyers
• Juries
• Media



www.hcca-info.org | 888-580-8373 12

����!������������������������	�����$����	������#

• Family complaints
– In PA, 2,247 complaints in 2006
– 673 substantiated -- 9.1% � G

• Protective Services’ complaints
• Ombudsman complaints

• Qui Tam filings
• Private attorneys

• CMS referrals
• State survey agency referrals 
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• Qui Tam relators
• Tucker House -- undercover 

CNAs
• Ruidoso Care Center (New 

Mexico) -- undercover ex-
cop posing as resident

• Hidden cameras 
• Wired for sound
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• Agents “visit” families
• Agents “visit” staff
• Agents “visit” hospital
• Agents arrive at facility
• Subpoenas
• Search warrants
• Legal filings
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• U.S. v. Dose, 2005 WL 1806414 (N.D. 
Iowa 7/28/05)

• Care Initiatives, Inc.’s consulting nurse, 
facility nurse manager, and regional 
director indicted for conspiracy to commit 
health care fraud, health care fraud, 
making false statements related to health 
care matters, making false statements to 
HCFA, and obstruction of a federal audit
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• May 1999 survey: failure to provide 
adequate supervision and assistance 
devices to prevent accidents (Level G)

• June revisit requested list of all resident 
who had fallen since survey

• Name of one resident who had fallen and 
received stitches was omitted

• When surveyor discovered injured 
resident, nurse manager said she left off 
name of resident to protect facility
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• Nurse’s statement to surveyor made in 
presence of consulting nurse

• No one tells surveyors that consulting 
nurse, regional director and nurse 
manager all were involved in scheme to 
hide the injured resident
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• Conduct
– Present or cause to be presented of false or 

fraudulent claims for payment or approval
– use of a false or fraudulent record or 

statement to obtain payment or approval
– use of false record or statement to conceal, 

avoid or decrease an obligation
• Knowledge:

– Actual knowledge
– Deliberate ignorance of truth or falsity
– Reckless disregard of truth or falsity
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• Statutory Penalties

– Treble damages
– Civil Penalties of $5,500 - $11,000 per claim

• Administrative Remedies Available to HHS
– CMP $15,000 per claim

– CMP $100,000 per claim for “circumvention 
scheme”

– Program Exclusion (if finding of violation)

– Corporate Integrity Agreement
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• Whistleblower Provisions
– Action initiated by “relator” on behalf of govt.

– Incentives/Rewards:
• 15-25% of recovery if DOJ intervenes
• 25-30% of recovery if DOJ declines
• Up to 10% if based in part on publicly 

disclosed information
• Attorneys fees, costs and expenses
• Whistle Blower Retaliation Prohibited
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XYZ Home submits 2,500 laboratory 
claims to CMS in the first quarter of 2006.  
A quarterly financial report indicates that 
this is a 100% increase in laboratory 
testing.  The compliance officer 
investigates and it is determined that 
individual automated multi-channel 
chemistry panels were inappropriately 
unbundled in the billing process, resulting 
in 1,250 faulty claims for $25 each.  
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Maximum Penalties:

$25.00 x 1,250 = $31,250 (overpayment)
• Deduct what should have been paid for 

panels – ($7,500) for total overpayment of 
$23,750

$23,750 x 3 (treble damages) = $71,250

Plus
$11,000 (CMPs) x 1,250 = 

$13,750,000
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• Deficit Reduction Act
– Entities that receive or pay $5 million or more 

in Medicaid funds
– Must have compliance policies/procedures for 

all employees and contractors
• Detecting and preventing fraud/abuse
• Detailed info re False Claims Act, including 

whistle-blower provisions, and state laws
– Incorporate into employee handbooks
– Incentives to the states
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– Illegal to offer, give, solicit, or receive anything of 
value in exchange for or to induce the referral of 
Federal health care business

• Even if arrangement is legitimate, if just one 
purpose is to induce or compensate for referrals, 
arrangement is illegal

Referrals
A B

Anything of Value
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• Statutory Criminal Penalties

– Felony conviction; imprisonment of up to 5 years
– Fine – per statute, $25,000, but…

• Max available: $500,000 for organizations 
• Max available: $250,000 for individuals

– Mandatory program exclusion
• Civil Remedies Available to HHS

– Up to $50,000 CMP per act
– Three times value of kickback (treble damages)
– Permissive program exclusion (if finding of viol.)
– Corporate Integrity Agreement
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• If an arrangement fits squarely within a 
safe harbor, participants are insulated 
from prosecution/exclusion

• If an arrangement does not fit within a safe 
harbor, it is not necessarily prohibited
– Facts and circumstances are 

determinative
– Build in “anti-fraud” components
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• If a physician or a member of his or her 
immediate family

• Has a financial relationship with an entity
• The physician may not make a referral to 

that entity
• For the provision of designated health 

services (DHS) for which payment may be 
made by Medicare
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• Provider of DHS may not bill/may not be paid 
for services provided per a prohibited referral
– Refund requirement

• Unless
– the entity providing the DHS did not have 

actual knowledge or act in reckless 
disregard or deliberate ignorance of the 
identity of the referring physician 

– the financial relationship is excepted
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• Clinical laboratory services
• Physical, occupational, speech therapy
• Radiology, radiation therapy and certain other 

imaging
• Durable medical equipment and supplies
• Parenteral/enteral nutrients, equip & supplies
• Prosthetics, orthotics, prosthetic devices/supplies
• Home health services
• Outpatient prescription drugs
• Inpatient/outpatient hospital services
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• Those related to both ownership and 
compensation arrangements (General)
– Prohibition on referrals does not apply to 

listed services
• Those related to ownership/investment

– Lists ownership/investment interests that 
do not constitute a “financial relationship”

• Those related to compensation
– Lists compensation arrangements that do 

not constitute a “financial relationship”
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• Refund of money paid for items or services 
furnished pursuant to a prohibited referral 

• Person who presents or causes to be 
presented a Stark II-tainted claim subject to 
CMP of up to $15,000 per claim submitted 
which the DHS entity knew or should have 
known was subject to a Stark violation 

• Permissive exclusion from participation
• CMP of up to $100,000 if intentional 

“circumvention scheme” – imposed against 
DHS entity and physician involved
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• Make or using false record or statement in 
support of claims---31 USC Section 3729(a)

• Worthless services or grossly substandard 
care

• Services provided in violation of statutory and 
regulatory requirements that have a nexus to 
payment

• False certification theory---false certification 
of compliance with law
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• False Certification Theory:

– Sometimes referred to as the “legally 
false” certification theory as opposed to 
“factually false” certification.

– Liability is based upon a false 
certification of compliance with the law 
versus falsely describing the items or 
services for which reimbursement or 
payment was sought from the 
government.  
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• Express v. Implied Certification

– An express certification exists when a 
claim is submitted that contains a false 
certification as to compliance with the law.

– Even without an express certification, a 
submission of a claim to the government 
for reimbursement may include an implied
certification of compliance with statutes 
and regulations. 
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• Government’s theory is that courts should not 
focus on whether the applicable statute or 
regulation explicitly conditions payment on 
compliance with the particular requirement.  

• Rather, courts review language, 
Congressional and regulatory intent to 
determine whether failing to comply with the 
requirement renders entity or person 
ineligible for payment and whether evidence 
supports conclusion that defendant knowingly 
submitted a false claim.  
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• Examples:

– United States ex rel. Quinn v. Omnicare, 
Inc., 382 F.2d 432 (3rd Cir. 2004) 

(“Even though regulation does not 
expressly condition payment on 
compliance with its terms, it hardly can be 
said that non-compliance with its terms is 
‘irrelevant to the government’s 
disbursement decisions,” quoting Mikes at 
697).
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• Broader spectrum of behavior — services 

literally  are not provided or the service is so 
substandard as to be tantamount to no service 
at all.

• See US ex rel. Lee v. Smithkline Beecham, Inc.,  
245 F.3D 1048, 1053 (9TH Cir. 2001) (construing 
complaint alleging submission of falsified 
medical test results for reimbursement to 
Medicaid)

• Worthless services is not predicated upon false 
certification theory
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• Failure of care cases may be based upon the 
express or implied certification theories or worthless 
services theory.

• When a provider submits a claim to the government 
for care that allegedly was substandard, the 
government often asserts that the provider 
submitted a false claim because:

– The claim includes an implied "certification" of 
compliance with all Medicare and Medicaid 
statutes and regulations, including those 
governing quality of care and

– Compliance with that standard was a pre-
requisite to payment.
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• At least 7 Circuit Court of Appeals 
explicitly recognize “implied certification”
liability under FCA.  

• Common theme - FCA liability based on 
“implied certification” of compliance with 
law, regulation or contract terms so long 
as compliance with that provision or 
term was a prerequisite to receiving a 
payment or benefit.
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• CMS requires every facility to certify that  
filed cost report is:  (1) truthful, (2) correct 
and (3) complete.

• CMS conditions payment of Medicare 
funds during the year and at year-end on 
the truthfulness of statements contained in 
cost reports.
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• Form 855A—“I agree to abide by the Medicare laws, 
regulations, and program instructions that apply to 
this provider.  The Medicare laws, regulations, and 
program instructions are available through the 
Medicare contractor.  I understand that payment of a 
claim by Medicare is conditioned upon the claim and 
the underlying transaction complying with such laws, 
regulations, and program instructions (including but 
not limited to, the Federal anti-kickback statute and 
the Stark law), and on the provider’s compliance with 
all applicable conditions of participation in Medicare.”
– See U.S. ex rel McNutt v. Haleyville Medical Center et al.,

2005 U.S. App. LEXIS 19482, 9/9/05—11th Circuit Court of 
Appeals 
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• Does anti-kickback statute have 
sufficient nexus to payment to render 
entity or individual ineligible for 
reimbursement based upon a 
violation of the statute?

• Numerous decisions have held that 
compliance with kickback statute is a 
pre-requisite to payment
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• Does the Stark Law have sufficient nexus to 
payment to render entity or individual 
ineligible for reimbursement based upon a 
violation of the statute?

• Stark Law more straight forward than anti-
kickback statute because statute expressly 
prohibits the submission of claims for 
improperly referred services.
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Sometimes the light at the end of the 
tunnel is a train.  

-- Lew Morris, Chief Counsel, 
Office of Counsel to the Inspector  
General


