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ENFORCEMENT RECAP



BY THE NUMBERS…
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$5.6 billion in civil 
fraud 
enforcement 
recoveries for 
FY21



BY THE NUMBERS…
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89% of civil fraud 
recoveries ($5.0B) 
from healthcare 
industry 

Over $25 billion 
recovered from 
healthcare industry 
over last 10 years 



BY THE NUMBERS…

HEALTHCARE FRAUD & ABUSE ANNUAL REVIEW

“It's the first time in the anti-fraud 
law's 35-year modern history that 
health care — or any other 
industry — has so thoroughly 
saturated the annual enforcement 
haul. And the new high-water mark 
isn't an anomaly or merely 
symbolic. Instead, it's the result of 
a health care enforcement surge 
that has been building for years 
and shows few signs of cresting, 
much less receding.”
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BY THE NUMBERS…
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589 newly-filed 
qui tam lawsuits 
in FY2021 

Fewest newly-filed 
suits since FY2010



NATIONAL HEALTHCARE FRAUD 
TAKEDOWN

 $1.4 billion in false or 
fraudulent claims

 $1.1 billion (79%) 
connected to telemedicine

 $133 million connected to 
substance abuse 
treatment facilities 

 138 defendants; 31 
federal districts 
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NOTEWORTHY SETTLEMENTS
Hospitals and Health Systems

 Alleged AKS/Stark law violations remain prominent 

Long Term Care 

 Medical necessity (SNF/Hospice/Home Health) allegations resolved 

Pharmaceutical/Medical Device Industries 

 Opioid-related settlements/AKS settlements drive enforcement 

Lab/Diagnostic

 False claims related to inflated bills for services rendered 

Individual Providers 

 Continued focus on individual liability in fraud schemes, including opioid-
related schemes
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NOTEWORTHY SETTLEMENTS
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FCA DEVELOPMENTS



SCIENTER
 U.S. ex rel. Schutte v. SuperValu, Inc. (7th Cir. 2021)

 Objective scienter standard from Supreme Court’s opinion in Safeco v. 
Ins. Co. v. Burr applies to FCA cases.

 Defendants do not act “knowingly” if: (1) their interpretation of the 
relevant statute or regulation was objectively reasonable, even if 
mistaken; and (2) “authoritative guidance” did not warn them away from 
their interpretation.

 Defendant’s subjective intent is “irrelevant” because “[a] defendant might 
suspect, believe, or intend to file a false claim, but it cannot know that its 
claim is false if the requirements for that claim are unknown.”

 “Authoritative guidance,” at a minimum, “must come from a governmental 
source – either circuit court precedent or guidance from the relevant 
agency” and “must have a high level of specificity to control an issue.”
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SCIENTER
 U.S. ex rel. Sheldon v. Allergan Sales, LLC (4th Cir. 2022)

 Safeco’s “two-step analysis” is a “threshold requirement” shared by all 
three FCA scienter terms.

 Appropriate to apply even on a motion to dismiss.

 “Duly ensures that defendants must be put on notice before facing liability 
for allegedly failing to comply with complex legal requirements,” where 
the damages “are essentially punitive in nature.” 

 Safeco does not “write defendants a blank check” because it requires 
both: (1) “an objectively reasonable reading of the statute,” and (2) that 
no authoritative guidance warn defendants away from their interpretation.

 Authoritative guidance is limited to circuit court precedent or relevant 
agency guidance that is “with sufficient specificity to be able to function 
as a warning.”
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ESCOBAR’S 5 YEAR ANNIVERSARY
Under Escobar, relevant factors in determining materiality include:

 Whether the government has expressly identified compliance 
with the particular requirement as a condition of payment;

 Whether the government consistently refuses to pay claims in 
other cases based on noncompliance;

 Whether the government, with actual knowledge of 
noncompliance, paid claims; and

 Whether noncompliance is minor or insubstantial, or goes to 
the very essence of the bargain for paying the claim
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MATERIALITY
 What weight to afford the government’s continued payment of 

claims?
 U.S. ex rel. Foreman v. AECOM, 19 F. 4th 85 (2nd Cir. 2021) – continued 

payment of claims after the government learns of the alleged fraud 
substantially increases the burden on the relator to establish materiality

 Repeated renewal and extension of the contract despite actual knowledge 
of defendant’s alleged rate violations undermined materiality

 Relator would need to plead “alternative explanations” in the complaint for 
continued payment

 U.S. ex rel. Druding v. Care Alternatives, 2021 WL 5923883 (D.N.J. Dec. 
15, 2021) – nothing in the record suggested the government ever refused 
any of the defendant’s claims despite the government having received the 
allegedly flawed or inadequate documentation at issue 
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MATERIALITY
 What weight to afford the government’s continued payment of 

claims?
 U.S. ex rel. McIver v. ACT for Health, Inc., 536 F. Supp. 3d (D. Colo. 

2021) – materiality was plausibly alleged even though the government 
continued to make payments to the defendant after learning about 
alleged violations of home health licensure requirements.
 Continued payments could reflect a lack of materiality but discovery 

could evince additional evidence relevant to materiality. 
 Bibby v. Mortgage Investors Corp., 987 F.3d 1340 (11th Cir. 2021) –

although the government had continued to guarantee loans even after 
learning about impermissible closing costs, other Escobar factors, such 
as the closing costs were conditions of payment and essential to the 
bargain, cut the other way, so materiality should be resolved by the 
factfinder at trial.
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MATERIALITY
 What weight to afford the government’s continued payment of 

claims?
 U.S. ex rel. Prose v. Molina Healthcare of Illinois, Inc., 10 F. 4th 765 

(7th Cir. 2021) – relator sufficiently alleged that defendant knew its 
alleged conduct was material despite the fact that the government 
continued to pay defendant and renew its contract twice after the qui tam
was filed.

 “This argument is better saved for a later stage, once both sides have 
conducted discovery” because no one could yet “say what the government 
did and did not know”

 Relator adequately alleged Molina knew condition was material
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MATERIALITY
 Enforcement through administrative sanctions weighs against 

materiality 
 U.S. ex rel. Torricer v. Liberty Dialysis-Hawaii LLC, 512 F. Supp. 3d 

1096 (D. Haw. 2021) – alleged violation of dialysis documentation 
regulations were policed through an administrative process that provided 
for alternative sanctions in lieu of termination of payment.

 U.S. ex rel. Jehl v. GGNSC Southhaven, LLC, 2022 WL 983644 (N.D. 
Miss. Mar. 30, 2022) – granting summary judgment to defendant where 
relator alleged that Mississippi SNF violated the FCA because the 
nursing director lacked valid multistate license, holding that defect in 
license did not support demand for repayment.
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MATERIALITY
 Does Escobar apply only to false certification cases?

 Yes. U.S. ex rel. Bid Solve, Inc. v. CWS Marketing Group, Inc., 2021 
WL 4819899 (D.D.C. Oct. 15, 2021) – rejecting argument that 
misrepresentations were not material in fraudulent inducement theory 
case.

 Yes. U.S. v. Wavefront, LLC, 2021 WL 37539 (D.N.J. Jan. 5, 2021) –
“Escobar’s references to noncompliance with statutory, regulatory, or 
contractual requirements . . . Do not apply as logically to [a] fraudulent 
inducement theory.”  

 No. U.S. ex rel. Foreman v. AECOM, 19 F. 4th 85 (2nd Cir. 2021) –
nothing in Escobar suggested that its materiality requirement was limited 
to the implied certification theory of liability.  
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RULE 9(B) PARTICULARITY
 Estate of Helmly v. Bethany Hospice and Palliative Care of 

Coastal Georgia, LLC, 853 Fed. Appx. 496 (11th Cir. 2021)  
 Relators alleged that defendant hospice obtained referrals through kickback 

scheme; because “all or nearly all” of the patients were covered by Medicare, 
it was mathematically plausible that the hospice submitted claims to the 
government.

 Eleventh Circuit upheld dismissal for failure to identify any specific claims, 
holding that “numerical probability is not an indicium of reliability.”
 The “relators cannot ‘rely on mathematical probability to conclude that [a 

defendant] surely must have submitted a false claim at some point’”
 Relator petitioned for cert; Supreme Court directed defendant to respond; 

response filed December 13; on January 18, the Supreme Court invited the 
Solicitor General to file a brief expressing the views of the United States   
 More strict: First, Second, Fourth, Sixth, Eighth, Eleventh
 More lenient: Third, Fifth, Seventh, Ninth, Tenth, D.C.
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RULE 9(B) PARTICULARITY
 Does 9(b) require identification of representative false claims? 

 Yes. U.S. ex rel. Owsley v. Fazzi Associates, Inc. (6th Cir. 2021) 

 Yes, absent personal knowledge of billing. See Estate of Helmly
(11th Cir. 2021)

 Accord U.S. ex rel. Mamalakis v. Anesthetix Management  LLC, 20 
F.4th 295 (7th Cir. 2021); U.S. ex rel. Musachia v. Pernix 
Therapeutics, LLC (N.D. Ala. July 7, 2021); U.S. ex rel. Paul v. 
Biotronik, Inc. (M.D. Fla. Jan. 21, 2021); U.S. ex rel. Fernandez v. 
Freedom Heath, Inc. (M.D. Fla. May 26, 2021); U.S. ex rel. Zafirov v. 
Florida Med. Assocs. (M.D. Fla. Sept. 28, 2021) 

 No. U.S. ex rel. Snider v. Centers for Pain Control, Inc. (N.D. Ind. May 
5, 2021) (90% Medicare/Medicaid population led to reasonable inference 
false claims submitted) 
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RULE 9(B) PARTICULARITY
 Does 9(b) require identification of representative false claims?

 No. U.S. ex rel. Carbon v. Care New England Health Sys. (D.R.I. Oct. 19, 
2021) (patient inappropriately admitted to inpatient rehab facility’s only 
insurer was Medicare, so IRF must have billed Medicare “unless … stayed… 
for a week free of charge”)   

 No. U.S. ex rel. Menoher v. FPoliSolutions, LLC. (W.D. Pa. Aug. 10, 2021) 
(falsified timekeeping records paired with approximate dates of misconduct 
provided reliable indicia that led to strong inference that claims were actually 
submitted) 

 Is scope of lawsuit necessarily limited to representative claims? 
 No.  U.S. ex rel. Anderson v. Curo Health Servs. Holdings, Inc., 2022 WL 

842937 (M.D. Tenn. Mar. 21, 2022) (court declined to “treat the governments’ 
examples as, in essence, fenceposts erecting an artificial boundary outside 
of which the plaintiffs’ claims, no matter how otherwise well-pleaded, can 
extend”). 
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PUBLIC DISCLOSURE BAR
 Is the disclosure “substantially similar” to the FCA allegations to put the 

government on notice of potential fraud?
 U.S. ex rel. Bibby v. Mortgage Investors Corp. (11th Cir. 2021)
 Publicly disclosed HUD-1 form contained the false statement, but not 

information showing how or why the statement was false.
 U.S. ex rel. Rahimi v. Rite Aide Corp. (6th Cir. 2021)
 Public disclosure can also “be piecemeal so long as the multiple sources of 

information reveal” the “essential elements” from which an alleged fraud 
might be inferred.

 While the relator contended that the public disclosures contained “no 
suggestion of billing fraud,” the Sixth Circuit held that the disclosures were 
sufficient to trigger the bar because they disclosed the essential elements of 
the purported drug pricing fraud.

 U.S. ex rel. Rigsby v. State Farm Fire & Cas. Co. (S.D. Miss. Mar. 26, 2021)
 Even though the public disclosures did not expressly allege fraud, the 

relators “could have synthesized an inference of fraud from the publicly 
available information.”
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PUBLIC DISCLOSURE BAR
 Does the relator have knowledge that is “independent of and 

materially adds” to the public disclosures to qualify as an 
original source?
 U.S. ex rel. Zafirov v. Florida Med. Assocs. LLC (M.D. Fla. Sept. 28, 

2021)
 Allegations of continued misconduct disclosed in prior FCA case and 

public settlement do not materially add when CIA in effect.

 Did the relator “voluntarily provide” the information to the 
government prior to filing the qui tam complaint?
 Cameron-Ehlen Grp., Inc. v. Fesenmaier (D. Minn. Oct. 28, 2021)
 Not voluntary when “clearly motivated” by relator’s “self-interested 

desire to defend itself” in, and “shift the focus” of, separate litigation.
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DOJ DISMISSAL AUTHORITY

Unfettered Discretion  Swift, D.C. Circuit (2003)
 Davis, Eighth Circuit (2019)
 Borzilleri, First Circuit (2022) 

Rational Relationship 
to Valid Gov’t Purpose

 Sequoia Orange, Ninth Circuit (1998)
 Ridenour, Tenth Circuit (2005)
 **Health Choice Alliance, Fifth Circuit 

(2021) 

FRCP 41(a) Standard  CIMZNHCA, LLC, Seventh Circuit (2020)
 Polansky, Third Circuit (2021) 
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RETALIATION
 Are whistleblowers protected from post-employment retaliation 

under the FCA?
 Yes. U.S. ex rel. Felton v. William Beaumont Hospital (6th Cir. 2021)

 No. Potts v. Ctr. for Excellence in Higher Educ. (10th Cir. 2018)

 False Claims Amendments Act of 2021
 Revise the statute to expressly extend relief to former employees for 

post-employment retaliation
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PRIVATE EQUITY ENFORCEMENT
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PRIVATE EQUITY ENFORCEMENT
Settlements 

 2019: U.S. ex rel. Medrano v. Diabetic Care Rx LLC, d/b/a Patient Care 
America, No. 15-cv-62617 (S.D. Fla.) – Company, two executives, and PE 
firm that managed company paid $21.36mm to settle allegations that 
company paid kickbacks to marketers for medically unnecessary pain 
creams.

 2020: U.S. ex rel. Johnson v. Therakos, Inc., No. 12-cv-1454 (E.D. Pa.) –
Former owner of company agreed to pay $10mm to resolve allegations that 
company engaged in promotion of drug device systems for unapproved 
uses. PE fund that acquired company agreed to pay an additional $1.5mm 
to resolve allegations that alleged sales and promotion practices continued 
after the acquisition.

 2021: U.S. ex rel. Martino-Fleming v. South Bay Mental Health Center, 
No. 15-cv-13065 (D. Mass.) – PE firm agreed to pay $19.95 million and two 
officers agreed to pay $5.05 million to settle allegations that mental health 
center used unlicensed and unqualified social workers and counselors and 
provided inadequate supervision of clinical personnel.
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PROPOSED FCA AMENDMENTS
If passed, proposed FCA
amendments would:

 Limit impact of certain factors 
identified in Escobar concerning 
materiality 

 Require government to identify a 
valid government purpose in 
exercising dismissal authority and 
allow relators to rebut 
government’s showing

 Establish liability for post-
employment whistleblower 
retaliation 
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ENFORCEMENT AREAS TO WATCH



ENFORCEMENT FOCUS:
CARES ACT/COVID-19 RELIEF 
CARES ACT/Covid-19 Relief presents 
enforcement perfect storm

 Rapid distribution of significant funds 

 Highly-regulated industry 

 Poor and evolving government 
guidance accompanying the funding  

 Assured retrospective scrutiny by 
regulators using numerous government 
resources

 Familiar enforcement playbook for 
regulators to follow stemming from 
2008 financial crisis stimulus funding 
enforcement  
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ENFORCEMENT FOCUS:
CARES ACT/COVID-19 RELIEF 

HEALTHCARE FRAUD & ABUSE ANNUAL REVIEW

SOURCES FOR INVESTIGATIONS SOURCES OF RISKS
 Audits

 Hotline complaints

 Data-mining

 Whistleblowers

 Self-disclosures

 Eligibility requirements

 Representations in applications

 Use of funds

 Follow-on certifications

“[t]he Recipient certifies that the 
Payment will only be used to prevent, 
prepare for and respond to 
coronavirus, and that the Payment 
shall reimburse the Recipient only for 
health care related expenses or lost 
revenues that are attributable to 
coronavirus.”



ENFORCEMENT FOCUS:
CARES ACT/COVID-19 RELIEF 

Announced as COVID-19 
Healthcare Fraud Takedown

 $143 million in false or 
billings

 Offering of COVID testing at 
senior living facilities 
involving misuse of samples 
and PHI to submit claims for 
unnecessary testing 

 Exploiting CMS policies 
concerning telehealth/sham 
encounters and referrals for 
unnecessary testing 
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OPIOID ENFORCEMENT
 National Health Care Fraud and Opioid 

Takedown – Charges and guilty pleas for 
more than 240 defendants who submitted 
more than $800 million in false claims

 Purdue Pharmaceuticals global resolution 
 Guilty plea to criminal charges
 Largest penalties ever levied against 

a pharmaceutical manufacturer
 $8 billion settlement, including 

criminal fine of $3.544 billion and 
additional $2 billion in criminal 
forfeiture and civil of $2.8 billion to 
resolve FCA matters
 Sackler family paid $225 million to 

resolve its civil FCA liability
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OPIOID ENFORCEMENT
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OPIOID ENFORCEMENT
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OPIOID ENFORCEMENT
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OPERATION RUBBER STAMP: 
TELEHEALTH FRAUD

42

 Total charges and guilty pleas in 19 judicial districts involving over $4.5 
billion in false billings from fraudulent telemedicine schemes for 86 criminal 
defendants

 Follows 2019 “Operation Brace Yourself” involving $1 billion in fraudulent 
billings

 Allegations include:
 Executives paying docs and APPs to order unnecessary DME, 

diagnostic testing and pain meds
 Limited or no patient interaction
 DME/labs/pharmacies purchased orders in exchange for kickbacks and 

bribes and submitted false claims to gov. payers
 CMS Program Integrity removed Medicare billing privileges for 256 

providers involved in telemedicine schemes 



TELEHEALTH – OIG FOCUS

43

 OIG February 2021 Statement: “OIG is conducting significant 
oversight work assessing telehealth services during the public health 
emergency.”
 Distinguishes between “telefraud” (fraud involving sham remote 

visits) and traditional fraud involving telehealth (fraudulent billing 
and upcoding) made in connection with telehealth visits

 OIG Work Plan includes numerous telehealth reviews
 Focus on telehealth services during the COVID-19 PHE, including 

audits of Medicare Part B telehealth services during pandemic
 Review of telehealth for providing behavioral health services in 

Medicaid managed care



PHYSICIAN REMUNERATION
Oklahoma Center for Orthopaedic and Multi-Specialty 
Surgery, et al. 
 Allegations: Specialty hospital and its part-owner and 

management company:
 Paid above FMV compensation to physicians, free or 

below-market value office space and employees
 Provided preferential investment opportunities to 

physicians in exchange for patient referrals
 $72.3 million settlement
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PHYSICIAN ARRANGEMENTS
U.S. ex rel. Jennings v. Flower Mound Hospital Partners, LLC

 $18.2 million settlement to resolve FCA case involving alleged 
Stark and AKS violations related to physician ownership in 
physician-owned hospital.

 Hospitals repurchased shared from physician-owners aged 63 
years old and older and resold to younger physicians.

 Allegation: Hospital decided physician ownership based upon 
volume or value of physician’s services by selecting physicians 
to whom shares would be resold and determining the number 
of shares each physician would receive.

HEALTHCARE FRAUD & ABUSE ANNUAL REVIEW45



PHYSICIAN ARRANGEMENTS
Akron General Health System

 Paid $21.25 million to resolve allegations related to improper 
physician arrangements in violation of AKS and Stark.

 System allegedly initiated aggressive strategy to increase 
control over health delivery around its hospital location by 
buying physician practices and/or employing physicians to 
control patient referrals.

 Physicians paid excessive compensation to ensure substantial 
referral stream.

 There was a whistleblower FCA action, but resolved based on 
single damages after self-disclosure & cooperation.
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PHYSICIAN ARRANGEMENTS
United States v. Genesis Glob. Healthcare, 2021 WL 4268279 
(S.D. Ga. Sept. 20, 2021)

 Allegations: A hospital, associated entities, and physicians allegedly 
violated the FCA, Georgia False Medicaid Claims Act, the Stark Law, and 
the AKS by billing for false claims to federal healthcare programs as a 
part of an illegal fraud scheme to induce patient referrals to a medical 
clinic. 

 Ruling: The district court granted in part and denied in part the motions to 
dismiss filed by the defendants. 

 The district court concluded that the relators pled a viable AKS 
violation, but that aspects of the relator’s complaint constituted 
“quintessential shotgun pleading,” which the court gave the relators 
leave to address.
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PHYSICIAN ARRANGEMENTS
U.S. ex rel. Fitzer v. Allergan, 2021 WL 5840874 (D. Md. Dec. 9, 
2021)

 Relator:  Bariatric surgeon 

 Allegations: Medical device companies allegedly violated the FCA and 
AKS by providing remuneration in order to induce surgeons to purchase 
and promote LAP-BAND medical devices, while submitting 
reimbursements to federal healthcare programs for LAP-BAND surgeries. 

 Ruling: The Court granted the Relator’s motion to amend due to the 
addition of factual allegations in the amended complaint.  

HEALTHCARE FRAUD & ABUSE ANNUAL REVIEW48



OIG SPECIAL FRAUD ALERT –
SPEAKER PROGRAMS

 OIG Special Fraud Alert

 November 2020 guidance surrounding Speaker Programs. 

 OIG stated it “has significant concerns” about companies offering or paying 
remuneration in connection with Speaker Programs/ subject to “enhanced scrutiny”

 OIG is “skeptical about the educational value” there are other ways for HCPs to obtain 
information about products/disease states that do not involve remuneration (e.g. online 
resources, package insert, 3rd party educational conferences, journals).

 Two-way street:  applies to manufacturers and HCPs. 

 Purcell v. Gilead Scis., Inc., 

 Two former sales directors of Gilead filed an FCA lawsuit alleging that Gilead 
conditioned payments to physicians for participation in speaker programs and advisory 
boards on the number of prescriptions they wrote in violation of the AKS

 Motion to dismiss denied
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COMMERCIAL  ONLY BILLING –
NOT A FREE PASS FOR FRAUD
 Lab scheme by executives results in guilty pleas by CEO 

and four other executives in $55 million fraud scheme  
 Hospital billed commercial payors 

at more lucrative in-network rates 
for lab services allegedly performed 
at hospital
 Tests performed at out-of-network providers 
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LABORATORY MARKETING PRACTICES
United States v. Mallory
 Fourth Circuit affirmed jury verdict and $114 million judgment against 

three individuals in an intervened FCA qui tam action.

 Specialty lab paid a consulting company and its sales contractors to 
market and sell its blood tests based on percentage of revenue. 

 Lab also paid physicians “process and handling fee.”

 Rejected the defendants’ argument that commissions to sales 
contractors cannot be remuneration, holding volume-based 
payments violated the AKS.

 Independent sales contractors did not fall within safe harbor for bona 
fide employment relationships.
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MARKETING PRACTICES
U.S. ex rel. Gharibian v. Valley Campus Pharmacy, 
Inc.
 Allegations: Campus Pharmacy violated the AKS through 

improper marketing schemes
 Prior authorization services provided to physicians

 Misrepresentations to payors to receive prior authorizations

 Free lunches to providers

 Purchase of software for physician offices

 Circumvention of limits on physician gifts by instructing employees to 
assign “every other purchase you make to another [physician] in that 
facility within that practice”
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MARKETING PRACTICES 
U.S. ex rel. Gharibian v. Valley Campus Pharmacy, 
Inc.
 District Court granted defendant’s motion to dismiss

 Prior authorization services did not constitute remuneration because the 
defendant provided services openly to all

 Free lunches and software could constitute remuneration, but relator 
waived issue

 Relator failed to adequately plead scienter
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MEDICARE ADVANTAGE
ENROLLMENT TRENDS & GOVERNMENT FOCUS 
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1. Process of measuring the relative health status and health spending of a population of patients

2. Used for a variety of purposes including:

1. Minimize incentives that lead to 
adverse selection in beneficiary 
enrollment

2. Re-allocating premiums in a 
“zero-sum” model using equitable 
comparisons of underlying 
membership

3. Aligning premium payments with 
health risk and expected costs

1. Statistical analysis 2. Diagnosis code based model 3. Demographic characteristics

RISK ADJUSTMENT MODEL
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MEDICARE ADVANTAGE
 In August 2021, Sutter Health and affiliated entities agreed to 

pay $90 million to resolve FCA allegations that they submitted 
unsupported diagnosis codes for Medicare Advantage 
beneficiaries to receive inflated reimbursements.

 Government further alleged that once Sutter Health became 
aware, it failed to take sufficient corrective action to identify and 
delete additional unsupported diagnosis codes.

 As part of the settlement, the health system and entities 
entered into a five-year CIA with HHS-OIG.
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MEDICARE ADVANTAGE
U.S. ex rel. Osinek v. Kaiser Permanente
 United States intervened in six qui tams filed against Kaiser on 

allegations that the health plan and medical groups submitted false 
claims “for risk-adjustment payments based on diagnoses improperly 
added via addenda under Medicare Part C from 2009 – present.” The 
US declined to intervene on the remaining allegations

 Key themes / alleged oversight and control mechanisms that were 
inadequate or failed: 
 Failure to (a) audit potential concerns, (b) remediate as needed (e.g., 

training, CAP), and/or (c) appropriately submit data corrections (deletes)
 Internal policies, trainings, and unwritten “practices” contravene coding and 

diagnostic principles (e.g., less restrictive than “the norm”)
 Over emphasis on financial outcomes to the detriment of accurate coding
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CONSIDERATIONS 
FOR ADDRESSING 
ISSUES 



PERFECT STORM….

59

 FCA qui tam lawsuit alleging 
unnecessary procedures and 
AKS violations 

 Medical malpractice lawsuits on 
behalf of 500 patients 

 Criminal prosecution of physician 
for healthcare fraud  



DOJ FALSE CLAIMS ACT GUIDANCE

60

Disclosure, Cooperation, and Remedial Action
Voluntary Disclosure. The Department has a strong 
interest in incentivizing companies and individuals that 
discover false claims to voluntarily disclose them to the 
government.…Entities or individuals that make 
proactive, timely, and voluntary self-disclosure to the 
Department about misconduct will receive credit during 
the resolution of a FCA case.

Where the conduct of the entity or individual warrants 
credit, the Department has discretion in FCA cases to 
reward such credit. Most often, this discretion will be 
exercised by reducing the penalties or damages multiple 
sought by the Department.



DOJ FALSE CLAIMS ACT GUIDANCE
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Remedial Measures. DOJ will consider whether an entity has 
taken appropriate remedial actions in response to the FCA
violation. Such remedial actions may include:

 Undertaking a root cause analysis and, where appropriate, 
remediation to address the root cause;

 Improvements to an effective compliance program 
designed to ensure the misconduct or similar 
problem does not occur again;

 Discipline or replacing those responsible for the 
misconduct; and

 Additional steps demonstrating recognition of the 
seriousness of the entity’s misconduct, acceptance of 
responsibility for it, and the implementation of 
measures to reduce the risk of repetition of such 
misconduct, including measures to identify future risks.



REPAYMENTS TO MAC
Review MAC refund and reporting requirements, which then 
will require:
 Provider identifying information
 Description of how error was discovered
 Circumstances that led to repayment
 Applicable time frame
 List of claims to which overpayment applies unless 

sampling used
 Use of statistical sampling to quantify overpayment, 

including methodology used
62



OIG SELF-DISCLOSURE PROTOCOL

 Updated SDP issued by OIG in April 2013
 Supersedes previous protocol issued in 1998 and Open 

Letters

 Available for:
 Providers seeking to disclose potential violations of 

federal criminal, civil or administrative laws for which 
exclusion or CMPs are authorized

 Not available for:
 Overpayments or errors
 Stark Law violations
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OIG SELF-DISCLOSURE PROTOCOL

 Requirements for disclosure under SDP
 Must “acknowledge conduct is a potential violation” and 

“explicitly identify the laws that were potentially violated”
 Waive statute of limitations 
 Ensure that corrective actions are implemented and 

misconduct has stopped
 Must complete internal investigation within 90 days of 

submission (no longer 90 days from acceptance)

 Avoid CIA and typical multiplier of 1.5 applied to single 
damages and acceptance into protocol suspends obligation 
to return overpayment64



DISCLOSURE TO U.S. ATTORNEY/ 
U.S. DEPARTMENT OF JUSTICE
 Consideration of whether to self-disclose to DOJ:
 What is the likelihood an FCA violation has occurred – only DOJ 

can release FCA liability
 Was the conduct a mere mistake, or reckless?
 Prepare for full and complete disclosure
 Has the conduct at issue ceased?
 Can the provider quantify potential FCA damages?

 Negotiating the Settlement
 Defining “Covered Conduct”

 Arriving at settlement amount
65
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