Investigation, Negotiation and Resolution
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Knowledge of facts involving clear FCA violation?
Documentary evidence, other proof of fraud?
Sufficient evidence of “who, what, when, and where”
supporting fraud?
Specific examples of the fraud?
What are the damages and who are the affected
programs (Medicare, Medicaid, TRICARE, etc.)?
Level of Government interest in specific area of law
and type of fraud
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Government may investigate qui tams, non qui tams,
agency referrals, self disclosures
DOJ handling of qui tam investigations
Basic steps






Is there a violation?
Are there false claims?
Are the false claims material?
Did the provider act knowingly?
Was the government damaged?
4
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Universal Health Servs., Inc. v. United States ex rel. Escobar, 579 U.S. ‐‐‐, 136 S.
Ct. 1989 (2016)


Key Issues: Implied Certification & Materiality



Implied certification liability does not depend on whether a requirement is
labeled a condition of payment (overruling United States ex rel. Mikes v. Straus,
274 F.3d 687 (2d Cir. 2001) and similar cases)
What matters is not the label the Government attaches to a requirement, but
whether the defendant knowingly violated a requirement that the defendant
knows is material to the Government’s payment decision. Id. at 1996.
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Universal Health Servs., Inc. v. United States ex rel. Escobar,
579 U.S. ‐‐‐, 136 S. Ct. 1989 (2016)


Reaffirms “‘material’ means having a natural tendency to influence, or be
capable of influencing, the payment or receipt of money or property’” Id. at
2002



Materiality can be objective OR subjective:
 Would a reasonable person attach importance to it in deciding whether to
pay?
 Would the government attach importance to it in deciding whether to pay
even if a reasonable person would not?
6
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Applicable regulations and government
policy
Internal and external/third party audits
Relators
Other witnesses with knowledge
OIG
Responsibility of individuals
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OCIG attorney assigned when OIG notified of case
OCIG attorney coordinates with defrauded agency,
Main DOJ attorney and/or AUSA assigned
 Evaluate whether other entities need to be
involved
 Evaluate merits of case
 Consult with counsel and agent re investigative
steps
Individual liability issues
8
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Intersection of self‐disclosure under HHS‐
OIG Self‐Disclosure Protocol and qui tam
filing alleging related facts



Impact of self‐disclosure on civil and
administrative resolution to the case
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Indicators that you might be under investigation
When to retain expert counsel
Steps to take when you receive a subpoena/CID/request
letter
 What you can learn from the subpoena
 Responding to the subpoena






Consider how proactive a role to take
Missteps to avoid
Attempt to negotiate resolution, or litigate?
Individuals and Impact of Yates Memo
10
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Timing can vary



Objectives of the various parties (DOJ, OIG, MFCU, relator, defendant)



Key negotiating issues
 Civil monetary damages
 Scope of release
 Administrative remedy
 Relators’ share
 Attorneys’ fees
12
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Make Government whole
Deter fraud
Consider, address views of victim agency
Discern individual wrongdoers and proceed
accordingly
Assess strengths and weaknesses of case
13



Appropriate prospective program safeguards in
exchange for forbearance of exclusion authority
 OIG reservation of rights
 Corporate or Individual Integrity Agreements
▪ Independent review organizations (IROs)
▪ Legal IROs
▪ Monitors
14
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Monetary resolution of FCA claims
 Intervened
 Non‐intervened





Relator’s share percentage
Resolution of any retaliation claims
Resolution of attorneys’ fee claims
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Appropriate monetary resolution covering all
claims
 FCA liability
 Attorneys’ fees




Release of all potential claims
Least onerous compliance requirements
possible going forward
16
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Initiation of discussions
 When?
 By whom?




Mediation
Who is at the table?
 Intervened cases
 Declined cases



Roles of:

 Relators
 OIG
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Federal government committed to ADR in
“appropriate civil cases”
 See:

http://www.jamsadr.com/files/Uploads/Documents/Article
s/Stevens‐False‐Claims‐Act‐2012‐11‐20.pdf



Benefits of mediation

 Objective neutral gives an important reality check
 Use of an impartial intermediary can change the personal

dynamic



Non‐binding
18
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Assessment of merits of the case
 Each party’s principled liability assessment
 Each party’s principled quantification of false claims at issue






Debate over the appropriate multiplier and calculation of
penalties
Sampling and extrapolation to determine appropriate
single damages
Realistic assessment of the respective litigation risks of
each party
The pragmatic phase
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Defining the “Covered Conduct” to be released
Defining released parties
Carve‐outs from release
 Criminal liability
 Antitrust
 Tax



Dismissal of Complaint with prejudice
 Non‐intervened claims
20
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Overarching issues
 Effectiveness of existing compliance program
 Track record of provider




CIA vs. Reservation of Rights
Scope of CIA





Definition of issues covered by CIA
IRO?
Legal IRO?
Monitor?
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Relators’ share
 Negotiation between DOJ and Relator
▪ How much did Relator contribute in terms of knowledge
▪ How much did Relators’ counsel contribute to the
investigation and litigation
▪ Posture of the case and many other factors



Attorneys’ fees
 Negotiation between Provider and Relator
22
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Impact of state law claims
 State FCAs
 States as parties
 Role of NAMFCU
 Relationship to other litigation with Relators
 Issues that may arise from increased focus on individual liability
 Clarity of rules going forward
 Applicability to all like providers
▪ “Leveling the playing field”
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DOJ sends initial draft
 Standard language
 Key terms to negotiate:


 Covered conduct
 Released parties



(Mostly) Non‐negotiable terms
24
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Cooperation
Individuals
 Impact of Yates Memo
 Limitation on Releases





Who signs
Confidentiality
Press release
25




Administrative Remedies
Corporate Integrity Agreement







OCIG sends initial draft
Standard language
Also specific terms based on conduct and provider
Negotiated between OCIG and defendant

Timing issues
26
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Attorney fees and retaliation claims



Relator’s share



Relator’s right to object to settlement as
unfair, inadequate, unreasonable
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What’s New with HIPAA
Enforcement Update
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Access Guidance
Precision Medicine and Access Guidance
 OCR provided guidance on individuals’ access to their protected
health information under the Privacy Rule in two releases. The
second release included detailed guidance on permissible fees.
 http://www.hhs.gov/hipaa/for‐
professionals/privacy/guidance/access/index.html
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Cybersecurity
NIST Cybersecurity Framework
 OCR released a crosswalk, developed with NIST and ONC, that
identifies “mappings” between the NIST Framework for Improving
Critical Infrastructure Cybersecurity (the Cybersecurity
Framework) and the Security Rule. The crosswalk also includes
mappings to other commonly used security frameworks.
 http://www.hhs.gov/hipaa/for‐professionals/security/nist‐
security‐hipaa‐crosswalk/index.html
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Cybersecurity
Ransomware Guidance
 OCR recently released guidance on ransomware. The new
guidance reinforces activities required by HIPAA that can help
organizations prevent, detect, contain, and respond to threats.
 http://www.hhs.gov/hipaa/for‐
professionals/security/guidance/index.html
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Audit Program
 OCR is using FCi Federal contractors to help support the next
phase of the audit program. They have been trained and are
working closely with OCR in‐house.
 OCR has been verifying contact information for business
associates and covered entities to be included in the next round
of audit activities
 Next round will mostly consist of desk audits, although some on‐
site audits should also be expected
 Additional information on OCR’s website.
dwt.com
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OCR Audit Program
Best advice – be prepared


Good news – If you have not been selected for a desk audit you won’t be in this round



Bad news –
– you could still be selected for an onsite audit
– You could still be part of an enforcement action
•



OCR announced its intention to increase reviews of entities reporting breaches of less than 500 individuals

Timelines are tight
– Know where the data is
– Modify processes if needed to better prepare your organizations
– Coordinate efforts between privacy and information security
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HIPAA Breach Highlights
September 2009 through June 30, 2016
 Approximately 1,601 reports involving a breach of PHI affecting 500 or more
individuals
– Theft and Loss are 45% of large breaches
– Hacking/IT now account for 12% of incidents
– Laptops and other portable storage devices account for 29% of large breaches
– Paper records are 23% of large breaches
– Individuals affected are approximately 159,074,609

 Approximately 232,297 reports of breaches of PHI affecting fewer than 500
individuals
dwt.com
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HIPAA Breach Highlights
Unknown
1%

Improper Disposal
4%

Other
6%
Hacking/IT
12%
Theft
45%

Unauthorized
Access/Disclosure
24%
Loss
9%
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HIPAA Breach Highlights
EMR
5%

Other
10%
Email
8%

Paper Records
23%

Desktop
Computer
11%

Network Server
14%
Laptop
19%
Portable
Electronic Device
10%
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Enforcement Process
HIPAA Privacy and Security Rule Complaint Process
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Enforcement Highlights (as of 7/31/16)
Settlement/CMP,
39, 0%

No Violation,
10,055, 8%
Technical
Assistance,
14,535, 11%

Administrative
Resolutions,
82,521, 63%

Corrective
Action,
24,331, 18%
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2016 Enforcement Actions











Advocate Health Care Settles Potential HIPAA Penalties for $5.55 Million ‐ August 4, 2016
Multiple alleged HIPAA violations result in $2.75 million settlement with the University of Mississippi Medical Center
(UMMC) ‐ July 21, 2016
Widespread HIPAA vulnerabilities result in $2.7 million settlement with Oregon Health & Science University ‐ July 18,
2016
Business Associate’s Failure to Safeguard Nursing Home Residents’ PHI Leads to $650,000 HIPAA Settlement – June 29,
2016
Unauthorized Filming for “NY Med” Results in $2.2 Million Settlement with New York Presbyterian Hospital ‐ April 21,
2016
$750,000 settlement highlights the need for HIPAA business associate agreements
Improper disclosure of research participants’ protected health information results in $3.9 million HIPAA settlement ‐
March 17, 2016
$1.55 million settlement underscores the importance of executing HIPAA business associate agreements ‐ March 16,
2016
Physical therapy provider settles violations that it impermissibly disclosed patient information ‐ February 16, 2016
Administrative Law Judge rules in favor of OCR enforcement, requiring Lincare, Inc. to pay $239,800 ‐ February 3, 2016
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Experience in working with OCR
What is it like on the other side of an OCR complaint?
 So you got the letter from OCR regarding a complaint
they have received. Now what?
 Is it something you are aware of already?
 If not, why not?
dwt.com
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You are the subject of an OCR investigation
Now what?
 Think about what the issue is and be prepared for OCR’s
questions and document requests
– Based on the RA/CAPs and the audit protocol there are certain
items you can almost guarantee they will ask about
– Remember they can ask for anything, it is not necessarily
limited to the issue that triggered the investigation
dwt.com
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You are the subject of an OCR investigation
Now what?
 Educate workforce members on what their involvement
with OCR might be
 Define who will be doing what in the process.
 Have a small group designated to deal directly with the
OCR representative(s)
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Recurring Security Compliance Issues
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Business Associate Agreements
Lack of Business Associate Agreements


The HIPAA Rules generally require that covered entities and business associates enter
into agreements with their business associates to ensure that the business associates
will appropriately safeguard protected health information. See 45 C.F.R. § 164.308(b).



Examples of Potential Business Associates:
– A collections agency providing debt collection services to a health care provider which involves
access to protected health information.
– An attorney whose legal services to a health plan involve access to protected health information.
– An independent medical transcriptionist that provides transcription services to a physician.
– A subcontractor providing remote backup services of PHI data for an IT contractor‐business
associate of a health care provider.
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Business Associate issues

 Do you have a complete list?
 Who is responsible for assessing the need for a BAA?
 How well trained are the parties that can contract for
you regarding when a BAA is needed?
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Risk Analysis
Incomplete or Inaccurate Risk Analysis


Conduct an accurate and thorough assessment of the potential risks and vulnerabilities to the confidentiality, integrity,
and availability of electronic protected health information held by the [organization]. See 45 C.F.R. § 164.308(a)(1)(ii)(A).



Organizations frequently underestimate the proliferation of ePHI within their environments. When conducting a risk
analysis, an organization must identify all of the ePHI created, maintained, received or transmitted by the organization.



When identifying ePHI, be sure to consider:
–

Applications (EHR, PM, billing systems; documents and spreadsheets; database systems and web servers; fax servers, backup servers;
etc.)

–

Computers (servers, workstations, laptops, virtual and cloud based systems, etc.)

–

Medical Devices (tomography, radiology, DXA, EKG, ultrasounds, spirometry, etc.)

–

Messaging Apps (email, texting, ftp, etc.)

–

Mobile and Other Devices (tablets, smartphones, copiers, digital cameras, etc.)

–

Media (tapes, CDs/DVDs, USB drives, memory cards, etc.)

dwt.com
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Risk Analysis Guidance
 http://www.hhs.gov/ocr/privacy/hipaa/administrative/securityrul
e/rafinalguidance.html
 http://scap.nist.gov/hipaa/
 http://www.healthit.gov/
providers‐professionals/
security‐risk‐assessment
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Risk Management
Failure to Manage Identified Risk, e.g. Encrypt


The Risk Management Standard requires the “[implementation of] security measures
sufficient to reduce risks and vulnerabilities to a reasonable and appropriate level to
comply with [the Security Rule].” See 45 C.F.R. § 164.308(a)(1)(ii)(B).



Investigations conducted by OCR regarding several instances of breaches uncovered
that risks attributable to a reported breach had been previously identified as part of a
risk analysis, but that the breaching organization failed to act on its risk analysis and
implement appropriate security measures.



In some instances, encryption was included as part of a remediation plan; however,
activities to implement encryption were not carried out or were not implemented
within a reasonable timeframe as established in a remediation plan.
dwt.com
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Mobile Device Security

http://www.healthit.
gov/mobiledevices
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Expectations meet reality
What does OCR guidance mean from a practical
operational view?
 Can you ever know where all of you PHI is when it
comes to mobile devices?
 What can you do to “know” more?
 OCR is looking for reasonable processes
dwt.com

www.hhs.gov/HIPAA

CynergisTek.com

25

Transmission Security
Lack of Transmission Security


When electronically transmitting ePHI, a mechanism to encrypt the ePHI must be implemented whenever
deemed appropriate. See 45 C.F.R. § 164.312(e)(2)(ii).



Applications for which encryption should be considered when transmitting ePHI may include:
–

Email

–

Texting

–

Application sessions

–

File transmissions (e.g., ftp)

–

Remote backups

–

Remote access and support sessions (e.g., VPN)
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Auditing
Lack of Appropriate Auditing


The HIPAA Rules require the “[implementation] of hardware, software, and/or procedural mechanisms
that record and examine activity in information systems that contain or use electronic protected health
information.” See 45 C.F.R. § 164.312(b).



Once audit mechanisms are put into place on appropriate information systems, procedures must be
implemented to “regularly review records of information system activity, such as audit logs, access
reports, and security incident tracking reports.” See 45 C.F.R. § 164.308(a)(1)(ii)(D).



Activities which could warrant additional investigation:
–

Access to PHI during non‐business hours or during time off

–

Access to an abnormally high number of records containing PHI

–

Access to PHI of persons for which media interest exists

–

Access to PHI of employees
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How much auditing is enough?
Does OCR expect you to look at every transaction?
 As with all risk based processes, the covered entity must
review risks and decide appropriately.
 Increasing level of software and other solutions make
the process more efficient and effective.
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Software Patching
No Patching of Software


The use of unpatched or unsupported software on systems which access ePHI could
introduce additional risk into an environment.



Continued use of such systems must be included within an organization's risk analysis
and appropriate mitigation strategies implemented to reduce risk to a reasonable and
appropriate level.



In addition to operating systems, EMR/PM systems, and office productivity software,
software which should be monitored for patches and vendor end‐of‐life for support
include:
– Router and firewall firmware
– Anti‐virus and anti‐malware software
– Multimedia and runtime environments (e.g., Adobe Flash, Java, etc.)
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Insider Threat
Insider Threat


Organizations must “[i]mplement policies and procedures to ensure that all members of
its workforce have appropriate access to electronic protected health information … and
to prevent those workforce members who do not have access … from obtaining access
to electronic protected health information,” as part of its Workforce Security plan. See
45 C.F.R. § 164.308(a)(3).



Appropriate workforce screening procedures could be included as part of an
organization’s Workforce Clearance process (e.g., background and OIG LEIE checks).
See 45 C.F.R. § 164.308(a)(3)(ii)(B).



Termination Procedures should be in place to ensure that access to PHI is revoked as
part of an organization’s workforce exit or separation process. See 45 C.F.R. §
164.308(a)(3)(ii)(C).
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Disposal
Improper Disposal


When an organization disposes of electronic media which may contain ePHI, it must
implement policies and procedures to ensure that proper and secure disposal processes
are used. See 45 C.F.R. § 164.310(d)(2)(i).



The implemented disposal procedures must ensure that “[e]lectronic media have been
cleared, purged, or destroyed consistent with NIST Special Publication 800–88:
Guidelines for Media Sanitization, such that the PHI cannot be retrieved.”



Electronic media and devices identified for disposal should be disposed of in a timely
manner to avoid accidental improper disposal.



Organizations must ensure that all electronic devices and media containing PHI are
disposed of securely; including non‐computer devices such as copier systems and
medical devices.
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Contingency Planning
Insufficient Data Backup and Contingency Planning
 Organizations must ensure that adequate contingency plans (including data
backup and disaster recovery plans) are in place and would be effective when
implemented in the event of an actual disaster or emergency situation. See 45
C.F.R. § 164.308(a)(7).
 Leveraging the resources of cloud vendors may aid an organization with its
contingency planning regarding certain applications or computer systems, but
may not encompass all that is required for an effective contingency plan.
 As reasonable and appropriate, organizations must periodically test their
contingency plans and revise such plans as necessary when the results of the
contingency exercise identify deficiencies. See 45 C.F.R. § 164.308(a)(7)(ii)(D).
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Security Rule Resources
http://www.hhs.gov/hipaa/for‐professionals/security/index.html
 The Security Rule
 Security Rule History
 Security Rule Guidance and Notices
 NIST Toolkit
 FAQs
dwt.com
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AGs, DOJ, FTC, and Class Actions

dwt.com

www.hhs.gov/HIPAA

CynergisTek.com

34

17

Attorneys General and HIPAA
Minnesota

Indiana

Vermont
New York
Massachusetts –
Five HIPAA actions
Connecticut –
Two HIPAA actions

dwt.com

www.hhs.gov/HIPAA

CynergisTek.com

35

Department of Justice and HIPAA
 Knowingly obtaining or disclosing PHI in
violation of HIPAA:
– $50,000 and/or up to one year
imprisonment
– $100,000 and/or up to five years
imprisonment if false pretenses
– $250,000 and/or up to ten years
imprisonment if commercial advantage,
personal gain, or malicious harm
dwt.com
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Department of Justice and HIPAA
Benton was an employee at Tampa General Hospital (TGH) and had access to the personal
health information of thousands of patients.

Benton and her accomplices []used that information to file at least 29 false tax returns
seeking refunds totaling $226,000.

… sentenced Shanakia Benton to three years in federal prison for wrongful disclosure of
individual identifiable health information and wire fraud.

dwt.com

www.hhs.gov/HIPAA

CynergisTek.com

37

CynergisTek.com

38

FTC
 CVS Caremark (2009)
 Rite Aid (2010)
 LabMD (2013, under appeal)
 Accretive Health (2014)
 GMR Transcription Services (2014)
 PaymentsMD (2015)
 Henry Schein Practice Solutions (2016)
dwt.com
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Section 5 of the FTC Act

“Unfair methods of competition in or affecting
commerce, and unfair or deceptive acts or practices in
or affecting commerce, are hereby declared unlawful.”
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Section 5 of the FTC Act
“The central focus of any inquiry regarding unfairness is
consumer injury … a finding of unfairness requires that
the injury in question be ‘substantial.’ … We conclude
that the disclosure of sensitive health or medical
information causes additional harms that are neither
economic nor physical in nature but are nonetheless real
and substantial and thus cognizable under Section 5(n).”
‐ Opinion of the Commission, In the Matter of LabMD, Inc.
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Class Actions – Most Dismissed Due to Lack of Standing
The court in the related Maryland class action reached [the] same conclusion,
granting the defendants’ motion to dismiss for lack of subject matter
jurisdiction on standing grounds. It rejected the plaintiffs’ argument that the
breach increased their risk of future harm because “most courts to consider
the issue ‘have agreed that the mere loss of data – without any evidence that it
has been either viewed or misused – does not constitute an injury sufficient to
confer standing.‘” … This Court likewise concludes that Plaintiffs have not
demonstrated a sufficiently substantial risk of future harm stemming from the
breach to establish standing.
‐ Attias v. CareFirst, Inc., 1:2015cv00882 ‐ Document 40 (D.D.C. 2016)
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Class Actions – Some Settlements
Limited Plaintiff Successes Absent Clear Damages
 AvMed $3 million settlement (1.2 million affected
customers, claim of unjust enrichment based on
premiums allegedly not going towards adequate
information security) (2014)
 Stanford $4 million settlement (20,000 patients,
settlement mostly paid by Stanford’s vendors) (2014)
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Class Actions: Welcome to California

You suffer a breach that affects 125,000 California
residents.
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Class Actions: Welcome to California
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Welcome to California …

125,000 x ($1,000 + $3,000 + $1,000) =
$625M
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Class Actions: Welcome to California
But courts have avoided awarding damages in several
California cases:
– In Regents of UC, court found that “release” requires proving that
confidential nature of medical information was breached, not
merely the loss of possession of the information.
– Similarly, in Sutter Health, court held that evidence must show
that medical information was actually viewed.
– In Eisenhower Med. Ctr., court held that patient demographic
information was not “medical information.”
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QUESTIONS?
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INTRODUCTION
The False Claims Act (“FCA”) was enacted in 1863 in response to allegations of fraud
that arose in the context of Civil War procurements, but the FCA became a significant
enforcement tool only after Congress enacted watershed amendments in 1986, including stiffer
damages and penalties and the expansion of the rights of private citizens, known as qui tam
relators, to bring suits on behalf of the government. The Department of Justice recovered more
than $3.6 billion under the FCA in fiscal year 2015, bringing total FCA recoveries to more than
$48 billion since the 1986 amendments.1 Nearly $3 billion recovered in 2015 was in qui tam
cases initiated or brought by relators, whose “relator’s share” totaled $597.6 million that year.
The number of qui tam suits filed in fiscal year 2015 was 632, roughly six times the number of
non-qui tam suits that the government filed that year.
The Affordable Care Act strengthened the government’s focus on health care fraud,
allocating an additional $350 million to that effort over the next ten years, but the single most
effective weapon in the government’s arsenal continues to be the civil False Claims Act. Of the
$3.6 billion in FCA recoveries in 2015, more than $1.9 billion was from the health care industry
(broadly defined to include pharmaceutical and medical device companies).2 As the Justice
Department has noted, the government’s focus on healthcare-related actions has consistently
produced large FCA recoveries:
Including this past year’s $1.9 billion, the department has recovered nearly
$16.5 billion in health care fraud since January 2009 to the end of fiscal year
2015—more than half the health care fraud dollars recovered since the 1986
amendments to the False Claims Act. These recoveries restore valuable
assets to federally funded programs such as Medicare, Medicaid, and
TRICARE . . . . But just as important, the department’s vigorous pursuit of
health care fraud prevents billions more in losses by deterring others who
might otherwise try to cheat the system for their own gain. The department’s
success is a direct result of the high priority the Obama Administration has
placed on fighting health care fraud.3
The Justice Department’s comprehensive approach to health care fraud includes using the FCA
“to encourage the adoption of, and consistent adherence to, best practices.”4 Increasingly, DOJ
is demanding “nonmonetary remedial measures,” such as expensive corporate integrity
agreements, in FCA settlements. Also, DOJ has announced that it intends to follow the new

1

See Press Release, Dep’t of Justice, Justice Department Recovers Over $3.5 Billion from False Claims Cases in
Fiscal Year 2015 (Dec. 3, 2015) (“DOJ’s 2015 Press Release”).

2

See id.

3

Id.

4

See Press Release, Dep’t of Justice, Assistant Attorney General Stuart Delery Delivers Remarks at American Bar
Association’s 10th National Institute on the Civil False Claims Act and Qui Tam Enforcement (June 5, 2014).

policy memorandum known as the “Yates Memo” that takes a more aggressive approach toward
pursuing individuals as FCA defendants in addition to corporations.5
Particular areas of concern to health care providers and the health care industry include
upcoding, off-label promotion, failure to document patient care, deficient compliance training,
worthless services, and the expanded use of the Antikickback statute as bases for FCA liability.
In addition, the knowing nonpayment of an “obligation”—defined to include “knowingly and
improperly” retaining an “overpayment” from a government health care program—is a basis for
the FCA’s treble damages and penalties under the “reverse false claim” theory of liability. The
Supreme Court’s recent decision in Universal Health Services v. United States ex rel. Escobar,
which validates application of the implied false certification theory in FCA cases, and provisions
linking the FCA to government health care program requirements, ensure that the FCA’s role in
health care fraud enforcement will only increase.
Substantive and procedural FCA amendments enacted in 2009 and 2010―in the Fraud
Enforcement and Recovery Act of 2009 (“FERA”), the Affordable Care Act (“ACA”), and the
Dodd-Frank Wall Street Reform and Consumer Protection Act (“Dodd-Frank”)―are making it
easier for the government and qui tam relators to conduct investigations and obtain recoveries
under the FCA.6 Key FCA amendments and changes affecting the health care industry are
discussed in the sections below. Most of these amendments took effect upon their enactment and
therefore apply to conduct on or after that date. However, FERA’s liability amendments in
Section 3729(a)(1)(B) apply to “claims” pending as of June 7, 2008, and several procedural
amendments specifically apply to “cases” pending when the amendments were enacted. As a
result, two different FCAs may be involved in pending cases―the statute as it existed prior to
the amendments in 2009 and 2010, and the statute after those amendments. Now that thirty
states plus the District of Columbia have state false claims laws, false claims litigation often
takes place at the federal, state, and multi-state levels.
In 2016, major changes relating to FCA liability and damages occurred as the result of
judicial decisions and final rules issued by government agencies. On the liability side, the most
important change is the Supreme Court’s decision in June 2016 validating the implied false
certification theory of liability in Universal Health Services v. United States ex rel. Escobar.
The Court established limits for this potentially expansive theory, including a strong additional
requirement for materiality, and held that rigorous enforcement of both materiality and scienter
was required to keep the FCA from becoming an “all-purpose antifraud statute.” While the full
impact of the Escobar decision is yet to be seen, it will affect the application of both the federal
FCA and state false claims acts. On the damages side, the Justice Department has implemented a
congressional mandate that results in the near doubling FCA penalties, effective August 1, 2016.
This enormous increase in FCA penalties is certain to raise constitutional challenges under the
Excessive Fines Clause of the Eighth Amendment. In addition to these major changes, other
5

6

See Memorandum from Deputy Att’y Gen. Sally Quillian Yates, Individual Accountability for Corporate
Wrongdoing (Sept. 9, 2015) (“Yates Memo”), https://www.justice.gov/dag/file/769036/download; Press Release,
Dep’t of Justice, Principal Deputy Assistant Att’y Gen. Benjamin C. Mizer Delivers Remarks at the 16th Pharm
Compliance Cong. and Best Practices Forum (Oct. 22, 2015), https://www.justice.gov/opa/speech/principaldeputy-assistant-attorney-general-benjamin-c-mizer-delivers-remarks-16th.
See FERA, Pub. L. No. 111-21 (2009); ACA, Pub. L. No. 111-148, 124 Stat. 119 (2010); Dodd-Frank Act, Pub.
L. No. 111-203, §3301, 124 Stat. 1376, 2079 (2010).

important recent FCA developments are discussed, including the Centers for Medicare and
Medicaid Services’ final rule governing the return of overpayments within 60 days.
For a full discussion of the FCA and decisional law under it, please refer to JOHN T. BOESE,
CIVIL FALSE CLAIMS AND QUI TAM ACTIONS (Wolters Kluwer Law & Business) (4th ed. & Supp.
2016-2) (“BOESE”). Please note that a redline showing the current FCA, as amended, is
attached as Appendix 1. Appendix 2 is a FraudMail Alert, issued the same day as the Escobar
decision and addressing the likely impact of this decision on false certification cases. Appendix
3 includes topics for motions in limine in FCA litigation. Appendix 4 includes jury instructions
that actually were given by the judge in a recent FCA case.7
A. FCA Fundamentals
Some important features that are present in both versions of the FCA―before and after
FERA―should be noted at the outset:

7



Violations of the FCA give rise to potentially enormous economic liability. The law
provides that all damages are trebled. Each false claim submitted is subject to a
mandatory penalty of $5,500 and $11,000 per violation.



The FCA can be enforced not only by the powerful resources of the federal
government, but also through the use of private plaintiffs, referred to as qui tam
relators. The term "qui tam" is derived from a Latin phrase, "qui tam pro domino
rege quam pro se ipso," or “who pursues this action on our Lord the King’s behalf as
well as his own.” As this phrase indicates, the qui tam action arose in early English
common law as a device for permitting private individuals to litigate claims on the
sovereign's behalf. Like relators in modern FCA actions, early qui tam litigants not
only gained standing they otherwise would lack, but also a share of any recovery
obtained on the sovereign's behalf as a result of the qui tam action. Significant
amendments to the False Claims Act in 1986 strengthened the rights of relators, and
increased the bounties that may be awarded to successful relators, thus dramatically
increasing the incentives to filing suit. There are unique procedural steps involved
when a qui tam relator initiates FCA litigation, including the requirement that the
complaint must be filed under seal, and the United States may intervene and take over
the action.



Whether an FCA suit is initiated by the government or by a qui tam relator, the
liability, damages and penalties provisions remain the same. Defendants are also
liable for the attorneys' fees and costs of relators.

Readers should note that these are the jury instructions that the judge actually used in United States ex rel. Rigsby
v. State Farm Fire & Casualty Co., No. 1:06CV433-HSO-RHS (S.D. Miss.). They are included as illustrative
examples for discussion purposes. The author does not support these particular instructions or agree that they are
correct.



A number of state and local governments have adopted their own versions of false
claims acts, with qui tam enforcement. Although in the past these laws have varied
considerably from the federal FCA, most of them no longer do because they must
follow the federal model in order to receive an economic incentive under the Deficit
Reduction Act of 2005.8

It is also important to note what the False Claims Act does not cover. Although false tax
returns are almost certainly the most common false claim filed with the federal government, the
False Claims Act expressly excludes such claims from the scope of its coverage.9 This FCA “tax
bar” has been held to apply broadly whenever a false claim is made or a benefit is procured
under the Internal Revenue Code, and is not limited to false income tax claims.10 Recently,
however, New York amended its state FCA to allow qui tam enforcement of tax law violations.11
B. The 1986 Law
Prior to the 2009 and 2010 amendments, liability under the civil False Claims Act has
arisen primarily under the provisions of 31 U.S.C. §§ 3729(a)(1) - (7). The government (or the
qui tam relator) bears the burden of proving each element of a False Claims Act violation,
including damages, by the preponderance of the evidence.12 The four most commonly-invoked
liability provisions of the 1986 FCA are:


Section 3729(a)(1) establishes liability for so-called “direct” false claims
to the government;



Section 3729(a)(2) imposes liability for making false records or false
statements to support a false claim;



Section 3729(a)(3) involves conspiracy to get a false claim paid; and



Section 3729(a)(7), the so-called “reverse false claims provision,”
imposes liability for false records or statements made to reduce or avoid
an obligation to the government.

8

Pub. L. No. 109-171, §§ 6031-6033, 120 Stat. 4, 72-74 (2006) (to be codified at 42 U.S.C. §§ 1396a(a), 1396b(i),
1396h(a)).

9

31 U.S.C. § 3729(e) provides that “This section does not apply to claims, records, or statements made under the
Internal Revenue Code of 1954.”

10

United States ex rel. Lissack v. Sakura Global Capital Mkts., Inc., 377 F.3d 145 (2d Cir. 2004). Congress has
enacted a “tax qui tam” statute which provides a bounty to anyone who brings tax underpayments by certain
corporations and high-income individuals to the attention of the IRS. See Tax Relief and Health Care Act of
2006, Pub. L. No. 109-432, §406, 120 Stat. 2922, 2958 (Dec. 20, 2006). See also BOESE, §1.07[A][1].

11

See N.Y. State Fin. Law §189.4(a). See also FraudMail Alert No. 10-08-26, New York State FCA: New York’s
False Claims Act Now Equals or Exceeds Federal Fraud Law―False State Tax Returns Are Now Privately
Enforceable under State FCA, available at
http://friedlive.icvmgroup.net/siteFiles/Publications/Fried%20Frank%20FraudMail%20Alert.pdf.

12

31 U.S.C. § 3731(c).

The remaining three subsections of Section 3729(a), subsections (a)(4), (a)(5) and (a)(6), tend to
be either redundant or to apply to situations that occur infrequently under modern government
contracting procedures. These sections of the FCA are seldom invoked, and therefore have not
been the subject of significant case law analysis.13
The 1986 amendments lowered the intent needed for an FCA violation to the
“recklessness” standard, established the burden of proof at a preponderance of the evidence, and
expanded the qui tam enforcement mechanism by:






increasing the relators’ share to up to 30 % of the government’s recovery;
removing the government knowledge bar and replacing it with public
disclosure/original source provisions;
adding a retaliation provision;
allowing qui tam participation after U.S. intervention; and
encouraging qui tam intervention if the U.S. declined to intervene.

C. The 2009 Amendments―FERA
Overview. Although Congress stated that its purpose in enacting FERA was to expand
the FCA’s liability provisions in order to reach frauds by financial institutions and other
recipients of TARP and economic stimulus funds, the 2009 amendments were not needed for that
purpose because financial institutions and stimulus funds were already covered by the existing
FCA. FERA was simply the vehicle for FCA amendments that had been languishing in
Congress since well before the financial crisis in 2008. The broader purpose of a general
expansion of the FCA is reflected in the amendments: they are not limited to mortgage and
financial fraud, they have nothing to do with financial markets, and they apply across the board
to all recipients and payers of government money or property, including health care providers
and the health care industry.
The amendments expand FCA liability beyond previous limits by revising all seven of
the statute’s liability provisions and redefining key terms such as “claim,” “material,” and
“obligation.” While the key liability provisions of the FCA remain those addressing false claims,
false statements supporting false claims, conspiracy, and reverse false claims, FERA renumbered
and expanded these provisions to cover additional conduct. The new Sections 3729(a)(1)(A),
(a)(1)(B), (a)(1)(C), and (a)(1)(G), extend liability to any person who:
(A)
(B)
(C)

knowingly presents, or causes to be presented, a false or
fraudulent claim for payment or approval;
knowingly makes, uses, or causes to be made or used, a false
record or statement material to a false or fraudulent claim;
conspires to commit a violation of subparagraph (A), (B), (D),
(E), (F), or (G);
[ . . . ] or

13

For a review of the limited case law arising under subsections (a)(4), (a)(5), and (a)(6), see BOESE, §§ 2.01[G] [J].

(G)

knowingly makes, uses, or causes to be made or used, a false
record or statement material to an obligation to pay or transmit
money or property to the Government, or knowingly conceals or
knowingly and improperly avoids or decreases an obligation to
pay or transmit money or property to the Government.

A red-line version of the False Claims act is attached as Appendix 1, and use of this red-line is
critical to understanding the revisions.
Section 3729(a)(1)(B). Prior to FERA, Section 3729(a)(2) liability was limited to false
statements supporting false claims for money or property that the government “provides” or
“will reimburse.” Some courts read this language to require the false claim to be subjected to a
government payment or approval process, but the circuits were split on the underlying question
of whether “presentment” of the false claim to the government was required under Section
3729(a)(2). In a unanimous decision, in Allison Engine Co. v. United States ex rel. Sanders, 14
the Supreme Court resolved this split by holding that presentment was not required under Section
3729(a)(2), but that was limited to false statements that were designed “to get” a false claim paid
or approved “by the Government.” The Court found that this limitation was necessary because,
without a clear link to payment or approval by the government, the FCA would be “boundless”
and become an “all-purpose antifraud statute.”15
FERA eliminated both the “to get” language and the “by the Government” limitation in
Section 3729(a)(2) as well as comparable language in Sections 3729(a)(3) and (a)(7). Now
Section 3729(a)(1)(B) liability is limited by a nexus to the government requirement in the
definition of “claim” in Section 3729(b)(2)(ii), which covers requests for funds to a contractor,
grantee, or other recipient, if the money or property requested “is to be spent or used on the
Government's behalf or to advance a Government program or interest.” FERA does not define
the key terms “used on the Government's behalf” or “to advance a Government program or
interest,” and therefore their meaning is left to the courts to determine on a case-by-case basis.
FERA expressly applied this amendment retroactively to “claims” pending on or after June 7,
2008 (which was two days before the Supreme Court’s decision in Allison Engine). This attempt
to apply the amendment retroactively to prior conduct has been challenged, and courts are
divided on its retroactive application in pending cases.16

14

553 U.S. 662 (2008).

15

553 U.S. at 669, 672.
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Compare Hopper v. Solvay Pharmaceuticals, Inc., 588 F.3d 1318, 1327 (11th Cir. 2009) (defining “claim” as a
demand for payment as under Section 3729(b)(2)(A) and finding that no such claims were pending as of June 7,
2008), with United States ex rel. Kirk v. Schindler Elevator Corp., 601 F.3d 94 (2d Cir. 2010) (applying
amendment retroactively because relator’s claim was pending as of June 7, 2008), rev’d on other grounds, 131 S.
Ct. 1885 (2011), and United States ex rel. Steury v. Cardinal Health, Inc., 625 F.3d 262 (5th Cir. 2010) (same).
See also People ex rel. Empire State Ventures, LLC v. Sprint Nextel Corp., 970 N.Y.S.2d (N.Y. Sup. Ct. July 1,
2013) (ruling that the New York FCA’s tax liability amendment was not sufficiently punitive in nature or effect to
preclude its retroactive application under the Ex Post Facto Clause), aff’d, 980 N.Y.S.2d 769 (N.Y. App. Div.
2014); United States ex rel. Romano v. New York-Presbyterian Hosp., No. 00 Civ. 8792(LLS), 2008 WL 612691
(S.D.N.Y. Mar. 5, 2008) (ruling that the relator could not add state FCA claims to federal claims that were based
on Medicaid claims submitted more than six years prior to the New York FCA’s effective date).

The presentment requirement remains in Section 3729(a)(1)(A), however, and the
definition of “claim” in Section 3729(b)(2)(A)(i) makes clear that presentment must be
directly to the government.
Section 3729(a)(1)(C). The language in Section 3729(a)(3) had been properly
interpreted to limit liability for conspiracy to violations of then-Section 3729(a)(1).
Section 3729(a)(1)(C) amended this provision to extend liability for conspiracy to
commit a violation of any other substantive section of the FCA.
Section 2739(a)(1)(G). Section 3729(a)(1)(G) expanded the scope of reverse false
claims liability in the prior law under Section 3729(a)(7) to include retention of an overpayment.
In 1986, Congress amended the FCA to add the so-called “reverse false claim” provision in
Section 3729(a)(7). This provision was intended to address situations where money flows not
from the federal government to a recipient, but rather from a person who has an obligation to pay
the federal government. Reverse false claims may arise in many contexts. In the health care
industry, for example, federal funds are distributed to some health care providers on a regular
basis throughout the fiscal year. At the end of that period, a final reconciliation of the accounts
is made using a cost reporting process. If the government has paid more to the provider than it
should, the provider may be required to refund the difference to the government. If the provider
instead submits false documents to the government indicating that it owes no money to the
government, these documents may arguably give rise to a “reverse false claim” if all other
elements of liability are proven.17 Reverse false claim allegations also have been raised in cases
involving the alleged underpayment of royalties for natural resources (like timber, oil, and gas)
removed from federal land.
Under Section 3729(a)(7), liability for a “reverse false claim” is triggered only when a
person:
knowingly makes, uses, or causes to be made or used, a false record or
statement to conceal, avoid, or decrease an obligation to pay or transmit
money or property to the Government.
This requires the person to take an affirmative step to avoid an obligation to pay the government.
In United States ex rel. Bahrani v. ConAgra, Inc. (“Bahrani II”) the Tenth Circuit agreed with
the defendants that Allison Engine’s intent requirement was equally applicable to claims brought
under Section 3729(a)(7), even though the Supreme Court had not specifically resolved the
issue.18 Thus, in order to prove liability under this section, in addition to taking an affirmative
step, the relator must also “establish that the defendant ‘made a false record or statement for the
17

See, e.g., United States ex rel. Bahrani v. ConAgra, Inc., 624 F.3d 1275 (10th Cir. 2010) (agreeing with
defendants that Allison Engine’s intent requirement applied to claims under Section 3729(a)(7)); United States ex
rel. Augustine v. Century Health Servs., Inc., 289 F.3d 409, 414-16 (6th Cir. 2002), petition for reh'g en banc
denied, No. 01-5019, 2002 U.S. App. LEXIS 16358 (6th Cir. July 26, 2002) (affirming the imposition of liability
where defendants failed to file amended cost reports reflecting fact that defendants did not comply with Medicare
regulations relating to certain Employee Stock Ownership Plan payments, and where defendants allegedly were
not entitled to retain Medicare funds paid by the government for the ESOP plan). The reader should note that the
author was an expert witness for the defense on the issue of attorneys’ fees in Bahrani.
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624 F.3d 1275, 1302 (10th Cir. 2010). The reader should note that the author was an expert witness for the
defense on the issue of attorneys’ fees in the Bahrani case.

purpose of’ concealing, avoiding, or decreasing an obligation to pay or transmit money or
property to the Government.”19 In ruling that Section 3729(a)(7) liability required proof of this
intent element and concluding that the jury specifically determined that the relator had not
proved the required Allison Engine intent element, the Tenth Circuit reversed the judgment
below in favor of the relator on the reverse false claims allegations in Bahrani II. The Tenth
Circuit also rejected the government’s argument that the five claims should be remanded, and
declined to order a new trial, concluding that:
[i]f every defendant who knows or should know about an obligation to pay
money is automatically deemed to have acted with the purpose of decreasing
the obligation, there is no purpose or intent standard left.20
FERA, however, eliminated the key words denoting purpose in Section 3729(a)(7)―“to
conceal, avoid, or decrease”―and instead, bases liability under Section 3729(a)(1)(G) on
making, using, or causing a false record or statement that is “material” to an “obligation” to pay
money to the government. In addition, FERA provides an alternative basis for liability which
requires simply knowingly concealing, or knowingly and “improperly” avoiding or decreasing an
“obligation” to pay the government—without the necessity of making any false statement.21
“Obligation”. FERA defines “obligation” as an established duty, whether or not fixed,
arising from a contract, grant, license, fee-based, or similar relationship, or from retention of an
overpayment. The phrase “whether or not fixed” in this definition of “obligation” has been
interpreted to cover cases where an established duty to pay the government is owed but the
amount owed is unfixed. A considerable body of case law supports the view that the
government’s ability to pursue reimbursement for overpayments does not constitute an
“obligation.”22 While that has been the general understanding, one court has interpreted the duty
arising from a “statute or regulation” to cover a potential penalty, a view that, if followed, could
create extensive and unforeseen reverse false claim liability.23 Extension of Section
3729(a)(1)(G) liability to breaches of contract is still in flux.24
19

Id. at 1303 (quoting Allison Engine, 553 U.S. at 671).
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Id.
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See United States ex rel. Yannacopoulos v. General Dynamics, 652 F.3d 818 (7th Cir. 2011) (noting that Section
3729(a)(1)(G) makes it unlawful to conceal, avoid or decrease an obligation to pay the government, “apparently
regardless of whether such actions involve . . . a falsehood”) Id. at *14 n. 16.
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See, e.g., United States ex rel. Guth v. Roedel Parsons Koch Blache Balhoff & McCollister, No. 15-30043, 2015
WL 5693302 (5th Cir. Sept. 29, 2015) (approving district court’s reasoning in dismissing claim that was
predicated on potential or contingent obligation to pay amounts not levied or assessed) (per curiam) (unpublished
op.); United States ex rel. Mason v. State Farm Aut. Ins. Co., 398 F. App’x 233, 235 (9th Cir. 2010); United
States ex rel. Landis v. Tailwind Sports Corp., No. 1:10-cv-00976 (CRC), 2016 WL 141615 (D.D.C. Jan. 12,
2016); United States ex rel. Branch Consultants, LLC v. Allstate Ins. Co., 668 F. Supp. 2d 780, 811-12 (E.D. La.
2009).
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See Simoneaux v. E.I. DuPont DeNemours & Co., No. 12-219-SDD-SCR, 2014 WL 4352185 (M.D. La. Sept. 2,
2014). This decision has been certified for interlocutory review. See Simoneaux, 2016 WL 236239 (M.D. La.
Jan. 20, 2016).
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See, e.g., United States ex rel. Ruscher v. Omnicare, Inc., No. 4:08-cv-3396, 2014 WL 43388726 (S.D. Tex. Sept.
5, 2014) (ruling that a fine under a corporate integrity agreement could be an “obligation” under the FCA);
Ruscher, 2015 WL 517807 (S.D. Tex. Sept. 3, 2015) (on summary judgment, finding no evidence of a reportable

“Retention of any overpayment”. Precisely how a duty arises from retention of an
overpayment and when it becomes “established” is not clear under this statutory language. The
Senate Report accompanying FERA explained that the statutory language was not intended “to
create liability for a simple retention of an overpayment that is permitted by a statutory or
regulatory process for reconciliation.”25 However, under the Affordable Care Act of 2010
(“ACA”), an overpayment retained beyond the deadline for reporting and returning it is an
“obligation” as defined in the FCA,26 which links FERA’s new overpayment liability, the ACA’s
new deadline, and FCA liability. The ACA’s 60-day rule for reporting and returning “identified”
overpayments and the link to FCA liability raised a plethora of questions from health care
providers.27 CMS addressed the ACA’s overpayment requirements for Medicare Parts C and D
in a 2014 final rule, and more recently, in 2016, CMS issued a final rule on the overpayment
requirements for Medicare Parts A and B.28 In an intervened case, the defendant challenged one
of the first qui tam cases brought to enforce the ACA’s overpayment requirements through the
FCA.29
Civil Investigative Demand Amendment. FERA also expanded the Department of
Justice’s (“DOJ”) authority to conduct pre-intervention discovery. DOJ has authority to conduct
broad pre-intervention discovery through civil investigative demands (“CIDs”) that allow it to
demand production of documents, oral testimony, and answers to interrogatories. This CID
discovery power augments DOJ’s pre-existing power to obtain documentary evidence through
subpoenas and authorized investigative demands, and it is stronger than standard civil discovery
because the Federal Rules of Civil Procedure do not apply to it. FERA expanded DOJ’s power
to issue CIDs and to use the information received in response to CIDs for an “official use.”
Under this expanded authority, the Attorney General’s authority to issue CIDs was delegated to
the Assistant Attorney General for the Civil Division,30 who then redelegated this authority to
certain senior enforcement officials in the Civil Division as well as to U.S. Attorneys in certain
event under Omnicare’s corporate integrity agreement and dismissing reverse false claim); United States ex rel.
Boise v. Cephalon, Inc., No. 08-287, 2015 WL 4461793 (E.D. Pa. July 21, 2015) (agreeing with relators that
Cephalon’s contractual obligation to pay the government upon breach of its corporate integrity agreement was an
“established duty”).
25

S. Rep. No. 111-10, at 15 (2009).
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See ACA, Pub. L. No. 111-148, 124 Stat. 119, § 6402 (2010) (amending 42 U.S.C. §1128J)).
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The ACA established the deadline for reporting and returning an overpayment as the later of either 60 days after
an overpayment has been “identified” or the date of a corresponding cost report, without defining the term
“identified,” for example.
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See Medicare Program: Contract Year 2015 Policy and Technical Changes to the Medicare Advantage and the
Medicare Prescription Drug Benefit Programs, 79 Fed. Reg. 29,844 (May 23, 2014); Medicare Program:
Reporting and Returning of Overpayments, 81 Fed. Reg. 7654-7684 (Feb. 12, 2016) (to be codified at 421 C.F.R.
pts. 401, 405).
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See United States ex rel. Kane v. Healthfirst, Inc., 120 F. Supp. 3d 370 (S.D.N.Y. 2015) (defining “identified” as
when a provider is put on notice of a potential overpayment). See also United States ex rel. Ortiz v. Mount Sinai
Hosp., No. 13 Civ. 47335 (RMB), slip op. (S.D.N.Y. Nov. 9, 2015) (finding that relators sufficiently pled
wrongful overpayment retention with illustrative examples).
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See Order No. 3134-2010 (Jan. 15, 2010).

cases.31 After this expansion, use of CIDs by both DOJ and U.S. Attorneys’ Offices has
increased dramatically.32
Relation Back Amendment. In addition, FERA amended the FCA to permit the
government’s complaint-in-intervention and amendments to the complaint to relate back to the
original qui tam complaint for statute of limitations purposes. FERA revised the FCA’s
retaliation provision so that it protects contractors and agents in addition to employees, although
the conduct and remedies under this provision are still employment-based.
Unchanged Provisions. Key FCA provisions unchanged by FERA include: (1) the
FCA’s standard of scienter, which is “knowing” or “knowingly,” (2) the FCA’s definition of
damages, and (3) the public disclosure/original source jurisdictional bar provisions. These
provisions are discussed in the recent developments section below. FERA made no change in
the law on the question of whether government employees can be qui tam relators, and on the
application of Rule 9(b)’s pleading requirements to FCA complaints. As discussed below, the
Affordable Care Act amended the FCA’s public disclosure bar in 2010, and a further revision of
the FCA’s retaliation provision was made by the Dodd-Frank Act.
D. Recent Developments in FCA Liability, Qui Tam Enforcement, and Retaliation
As noted at the outset, Universal Health Services v. United States ex rel. Escobar is a
watershed decision that affects all cases that are premised on the false certification theory of
liability, and requires rigorous enforcement of the FCA’s materiality and scienter requirements in
those cases. The Escobar decision and its significance are discussed following the historical
background of materiality, falsity, and false certification in sections immediately below. The
other major change in 2016 is the near doubling of FCA penalties effective August 1, 2016,
which is discussed in the penalties section. Other recent developments include the Sixth
Circuit’s rejection of the government’s “total damages” theory in favor of applying an “actual
loss” test under the benefit of the bargain analysis of FCA damages,33 and the D.C. Circuit’s
decision reaffirming that there can be no FCA liability where the law or regulation is ambiguous,
the defendant’s interpretation of the language is reasonable, and the agency issued no formal
guidance indicating the defendant’s interpretation was wrong.34
Given the number of important developments this year, only a few of the most significant
can be briefly touched upon in these pages. For a more exhaustive analysis of recent FCA
31
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developments, see JOHN T. BOESE, CIVIL FALSE CLAIMS AND QUI TAM ACTIONS (Wolters Kluwer
Law & Business) (4th ed. & Supp. 2016-2).
1. Pre-Escobar: “Material”
Because it is obvious that no regulated party could ever comply with the tens of
thousands of applicable laws, regulations, and guidelines, courts needed to develop a legal
mechanism for differentiating violations that went to the heart of the claim for federal money
from violations that were inconsequential to the funding decision. At first, that legal mechanism
became known as “materiality,” and the historical basis of the materiality requirement can be
traced to United States v. McNinch, in which the Supreme Court held that the civil False Claims
Act is “not designed to reach every kind of fraud practiced on the Government.”35 More
recently, in Allison Engine Co. v. United States ex rel. Sanders, the Supreme Court clearly
indicated in the context of its discussion of the elements of liability under Section 3729(a)(2) that
a showing of “materiality” is required, and that a false statement must be a “condition of
payment” in order to satisfy that materiality requirement.36
After FERA, however, the statutory definition of “material” became “having a natural
tendency to influence, or be capable of influencing, the payment or receipt of money or
property.” This standard was not new, and courts have interpreted it as strongly limiting FCA
liability to false statements that directly affect the government’s payment decision. For example,
several courts have held that violations of “conditions of participation” in a federal healthcare
program did not result in FCA violations. In United States ex rel. Conner v. Salina Regional
Health Center, the Tenth Circuit found that sweeping, general certifications of compliance with
conditions of participation in annual Medicare cost reports were not actionable because they
were not specific conditions of payment. 37 Similarly, in United States ex rel. Landers v. Baptist
Memorial Health Care Corp., the district court found that there was no evidence showing that
noncompliance with Medicare’s conditions of participation would make the defendants ineligible
for Medicare payments or lead to nonpayment of the claims. 38
However, the materiality analysis used by other courts obscured the difference between
violations of conditions of participation and conditions of payment. For example, in United
States ex rel. Hendow v. University of Phoenix, the Ninth Circuit found it unimportant that the
University’s certification was a promise to comply with a restriction on enrollment incentive
compensation in the future, and ruled that the distinction between a condition of participation
and payment was “a distinction without a difference” because the government “plainly care[d]”
about the restriction.39 Ultimately, the court required “a causal . . . connection between fraud and
payment,” but this condition to payment requirement was undercut by the court’s emphasis on a
broad interpretation of materiality in its analysis of the allegations.
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In United States v. Science Applications International Corp., the D.C. Circuit adopted a
similar approach in rejecting SAIC’s effort to limit the implied certification theory to exclude the
violation of an organizational conflict of interest provision that was not an express condition of
payment:
Even though we have rejected SAIC's effort to cabin the implied certification
theory, we fully understand the risks created by an excessively broad
interpretation of the FCA. As SAIC compellingly points out, without clear limits
and careful application, the implied certification theory is prone to abuse by the
government and qui tam relators who, seeking to take advantage of the FCA's
generous remedial scheme, may attempt to turn the violation of minor contractual
provisions into an FCA action. In our view, however, instead of adopting a
circumscribed view of what it means for a claim to be false or fraudulent, this
very real concern can be effectively addressed through strict enforcement of the
Act's materiality and scienter requirements.40
But the D.C. Circuit’s concern about potential abuse under the implied false certification theory
of liability was unhelpful given the low “materiality” threshold put in place by FERA’s
amendments.
In light of the potential for abuse under this theory, the author proposed that courts would
find a way to reinstate the “prerequisite to payment requirement,”41 and business groups
proposed reforms that included eliminating the implied false certification theory of liability in
FCA cases.42 After FERA, the courts developed a way to limit this broad liability, easing the
impact of FERA’s low materiality threshold by refusing to conflate the elements of “materiality”
and “falsity” in FCA cases premised on this theory, as discussed in the section on falsity and
false certification below. Materiality has a much more significant role now that the Supreme
Court has explained its importance in establishing the validity of the implied false certification
theory in FCA cases in Escobar.
2. Pre-Escobar: Falsity and False Certification Analysis
The terms “false” and “fraudulent” are not specifically defined in the FCA. They have
been construed and interpreted by the courts with reference to their construction and
interpretation in other contexts, most notably in criminal cases brought under 18 U.S.C. §§ 287
and 1001. Establishing falsity under both the FCA and the criminal False Claims or False
Statements Act requires proof of “actual falsity.”43 In the FCA context, resolving disputed
questions of falsity often involves the interpretation of a law, regulation, contract, or agreement.
Many FCA cases are based not on facially or factually false claims, but on allegedly false
certifications of compliance with a law, regulation or contract provision. Some of the most
significant FCA developments each year arise in “false certification” (known as “legally false”
claim) cases that involve something quite different from direct overbilling or factually false
40 626
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claims. FCA plaintiffs are using the statute to litigate alleged regulatory and statutory violations,
most of which lack a private right of action, on the theory that the defendant falsely certified
compliance with the regulatory scheme and the government would not have paid the claim had it
known about the noncompliance. In a “false certification” claim, the defendant has provided the
goods or services to the government or government beneficiary for the agreed upon price. For
example, a hospital has provided medically necessary services to a Medicare eligible beneficiary
and billed the government the proper amount, but the hospital has not complied with some other
regulation, statute, or contract term in the course of delivering those services. For example, the
hospital may have violated one or more “conditions of participation” in the course of delivering
the necessary services to the eligible beneficiary.
FCA liability based on implied false certifications has been rightly criticized and
subjected to significant limitation in a number of jurisdictions because it imposes potentially
enormous liability under the statute’s reckless disregard standard without the defendant’s making
an express false claim or a false statement in support of a false claim. Many courts have limited
the application of this theory to situations in which the government has explicitly conditioned its
payment upon compliance with the statute or regulation violated, and have refused to infer a
false claim if the claimant was not expressly required to certify compliance in order to receive
payment.44 With the statutory adoption in 2009 of the more lenient test for materiality under
which a false statement only has to “be capable of influencing” the government's decision to pay
the claim, courts began to rely more heavily on the “prerequisite to payment” analysis of falsity
as a limit on liability under the false implied certification theory. To establish “legal falsity” in
these cases, certification of “compliance with a statute or regulation as a condition to government
payment” was required.45
The Prerequisite to Payment Analysis. For example, in a remarkable decision in 2010,
the Fifth Circuit adopted a stringent standard for false certification cases that prevents the FCA
from becoming a catch-all vehicle for punishing minor violations of law that occur in the course
of providing federally-funded medical services or performing under government contracts. In
United States ex rel. Steury v. Cardinal Health, Inc.,46 the Fifth Circuit ruled that a defendant can
be liable under the FCA for a false certification of compliance with a regulatory
requirement―even one that is “material” to the government’s decision to pay the claim―only if
the payment by the government agency is conditioned on compliance with the statute, regulation,
or contract provision. The relator in Steury claimed that by submitting claims for payment to the
Veterans Administration for allegedly defective intravenous fluid pumps, Cardinal Health falsely
and implicitly certified compliance with an implied warranty of merchantability. Without
deciding whether it would adopt the implied false certification theory, the Fifth Circuit found
that Cardinal Health did not make an implied certification simply because the FAR includes
warranty of merchantability provisions. This basis for liability did not suffice because the FAR
also allows the government to choose to override implied warranties of merchantability with
express warranties, or to accept and pay for noncompliant commercial items. The court held that
44
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the claim could not be “false” within the meaning of the FCA if compliance with this warranty
was not required in order to receive payment, and that “a false certification, without more, does
not give rise to a false claim for payment unless payment is conditioned on compliance.”47
Moreover, the court found that determining whether a false certification is “material”
under the expansive “natural tendency” definition of that term did not eliminate the applicability
of the “prerequisite to payment” test.48 The court concluded that there could be no liability in
Steury because payment by the government agency was not conditioned on compliance with the
certification alleged. The language used by the court in Steury permitted the argument that the
Fifth Circuit would apply this “falsity” requirement in both express and implied certification
cases. The Fifth Circuit’s analysis of falsity introduced a welcome concept—fundamental
fairness—and imposed it on False Claims Act enforcement.
In reaching its decision in Steury, the Fifth Circuit cited with approval the Second
Circuit’s decision in United States ex rel. Mikes v. Straus,49 which also required the false
certification to be a “prerequisite for payment” in order to support an FCA violation. Most other
circuit courts adopted this prerequisite to payment requirement in the analysis of legal falsity,
and they applied it as a threshold requirement for FCA liability based on a false certification—
whether express or implied.50 In validating the false certification theory of liability in Escobar,
the Supreme Court declined to adopt “a circumscribed view of what it means for a claim to be
false or fraudulent,” and shifted the analysis to focus on materiality.
47
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50 See, e.g., United States ex rel. Ge v. Takeda Pharm.Co., 737 F.3d 116, 121 (1st Cir. 2013) (ruling that the relator
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events,” but she failed to allege that any claims submitted to Medicare or Medicaid by patients and physicians were
rendered “false” as a result), cert. denied, 83 U.S.L.W. 3184 (U.S. 2014); United States ex rel. Wilkins v. United
Health Group, Inc., 659 F.3d 295 (3d Cir. 2011) (holding that compliance with Medicare marketing regulations was
not a condition of government payment under federal health insurance programs, but that submitting claims to these
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Inc., 745 F.3d 694 (4th Cir.) (“Because the Medicare and Medicaid statutes do not prohibit reimbursement for drugs
packaged in violation of the [FDA safety regulations], Omnicare could not have knowingly submitted a false claim
for such drugs”) (emphasis in original), cert. denied, 83 U.S.L.W. 3185 (U.S. 2014); United States ex rel. Hobbs v.
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“approved physician” and updating enrollment information requirements were not conditions of Medicare payment);
United States ex rel. Hill v. City of Chicago, No. 14-1317, 2014 WL 6065418 (7th Cir. Nov. 14, 2014) (affirming
dismissal of relator’s false certification allegations that the City’s implemented program differed from its grant
application for lack of falsity); United States ex rel. Ketroser v. Mayo Found., 729 F.3d 825, 832 (8th Cir. 2013)
(rejecting relator’s reporting violation claim because it did not allege a violation of any regulation or code and the
reporting requirement was not a “material condition of payment”); United States ex rel. Ebeid v. Lungwitz, 616
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“materiality” requirement that limited FCA liability to violations of conditions of payment and concluding that,
“although the government considers substantial compliance a condition of ongoing Medicare participation, it does
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(emphasis in original); Urquilla-Diaz v. Kaplan Univ., 780 F.3d 1039 (11th Cir. 2015) (expressly adopting the false
certification theory and finding that a certification that is a prerequisite to obtaining a government benefit is
required).

3. The Supreme Court’s Decision in Escobar
In Universal Health Services v. United States ex rel. Escobar, the Supreme Court
unanimously validated applying the implied false certification theory in appropriate cases and,
for the first time, drew the contours of the analysis required to apply that theory.51 The
relators—the parents of a teenage girl who suffered a fatal reaction to medication after receiving
treatment at the defendant’s mental health facility in Massachusetts—alleged that the facility’s
noncompliance with state staffing and licensing requirements rendered false the defendant’s
claims for payment to Medicaid under this theory. Observing that the statutory terms “false or
fraudulent” referred to the common law meaning of “fraud”—and that common law fraud has
long been understood to encompass misrepresentation by certain misleading omissions—the
Court accepted the implied false certification theory to the extent that it is supported by this long
established basis for fraud. Instead of narrowly circumscribing the meaning of a “false or
fraudulent claim” in implied false certification cases, the Court opted to apply a “demanding”
materiality standard, defined as under its “common-law antecedents” in fraudulent
misrepresentation.52 The Escobar decision is a game changer in the analysis of false certification
claims—both express and implied, and its full impact is not yet known.
The decision makes clear that the analysis of implied false certification claims may no
longer be limited to whether the violation of a prerequisite to payment rendered the claim
“false,” although many courts may continue to find that analysis useful in applying this new
standard. In any event, the focus is now squarely on a new “materiality” standard, defined as
under the common law of fraudulent misrepresentation by omission. In Escobar, the Court
found that the claims for payment did more than request payment, and that by submitting claims
using payment codes that corresponded to specific services, the mental health facility represented
that it had provided certain therapy and treatment, but the provider identification numbers
corresponding to those job titles were misleading in the context of the defendant’s
noncompliance with Massachusetts Medicaid staffing and licensing requirements. Thus, the
Court required at least two conditions to be met in order to apply the implied false certification
theory: (1) the defendant made specific representations about its goods or services, and (2) the
defendant failed to disclose noncompliance with a statutory, regulatory, or contractual condition
that was “material” to the government’s payment decision.53
The Court went on to define the materiality standard as “demanding,” and cautioned that
it does not encompass “minor or insubstantial” noncompliance. Citing specific examples of
fraudulent misrepresentation by omission—including a seller’s misleading statements
representing that two new roads may be near the land he was offering for sale, without disclosing
that a third road might bisect the property—the Court emphasized that the type of fraudulent
omission of critical facts required by this demanding materiality standard is one that goes “to the
very essence of the bargain.”54 While the Court did not set forth a bright line test, it clearly
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signaled that, to keep the FCA from becoming an “all-purpose antifraud statute,”55 facts
supporting allegations of materiality must be pled, and false certification allegations must be
closely scrutinized under its rigorous materiality standard.56 In addition, the Court required that
an FCA plaintiff also has the burden to prove that the defendant actually knew that compliance
with the regulation was material to the government,57 adopting the views of the DC Circuit in the
SAIC case cited above. This additional requirement will be a significant impediment to false
certification cases. Finally, the Court made clear that simply saying that a regulation is material
is not enough. The plaintiff must prove that compliance truly was material.
Courts began applying the Court’s materiality standard immediately.58 In United States
ex rel. Presser v. Acacia Mental Health Clinic, LLC, the Seventh Circuit found the allegation
sufficiently specific under Escobar—that the defendant misapplied a billing code for full
psychological assessments to the lesser assessments made by unqualified employees—noting
that the claim allegedly billed Medicaid for a completely different treatment and included an
expressly false statement.59 However, the court found lacking the allegations that the
defendant’s four-person evaluation process, mandatory drug screenings, and policies on
prescription refills and appointments were medically unnecessary based on finding that they
relied on the relator’s personal view without providing the requisite additional context or an
ascertainable standard. In United States ex rel. Sheet Metal Workers International Association
v. Horning Investments, LLC, the Seventh Circuit resolved the relator’s Davis-Bacon Act
allegations without the need for additional briefing as to Escobar’s effect. The court concluded
that the relator failed to allege a “knowing” violation because nothing in the Davis-Bacon Act
required the defendant to match each employee’s fringe benefit fund contribution with the
amount of medical care the employee consumes.60
4. Causation
Section 3729(a)(1) of the FCA imposes liability on any person who “knowingly
presents, or causes to be presented, to an officer or employee of the United States Government or
a member of the Armed Forces of the United States a false or fraudulent claim for payment or
approval.” (Emphasis added). Liability under this provision specifically requires a causal link
between the defendant’s actions and the submission of a false claim to the government, but the
Act does not include a definition of causation. Principles of causation from tort law have been
55
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applied by some courts, but their application to FCA allegations could stretch these principles
beyond their legal foundation. In view of the FCA's punitive nature, and because the provisions
of the civil FCA and the criminal false claims statute were historically the same until relatively
recently, a strong argument can be made for strictly construing undefined or ambiguous
provisions such as causation under the FCA as under criminal statutes. The courts are
developing standards for these causal requirements.
In United States ex rel. Franklin v. Parke-Davis, the court held that common law tort
causation principles required two questions to be considered in determining whether the
defendant’s allegedly improper promotion of off-label uses caused the submission of false
claims: (1) whether the defendant’s conduct was a “substantial factor” in producing the harm;
and (2) whether the outcome was foreseeable.61 The court concluded that the relator provided
sufficient evidence to show that the defendant “played a key role in setting in motion a chain of
events that led to false claims,” and that it was foreseeable that the defendant’s actions would
“ineluctably result in false Medicaid claims.”62 In United States ex rel. Drescher v. Highmark,
Inc., however, the court cautioned the government that basing causation on medical insurers’
incorrect denial or incorrect payment of claims and subsequent submission of false claims by a
secondary insurer was a “novel” theory that required evidence of direction and control on the
medical insurers’ part and few options on the part of secondary insurers.63 More recently, in
Allison Engine, the Supreme Court applied a common law principle underlying proximate cause
in interpreting Section 3729(a)(2) liability to ensure that “a defendant is not answerable for
anything beyond the natural, ordinary and reasonable consequences of his conduct.”64 And
while FERA’s amendments in Section 3729(a)(1)(B) eliminated the purpose-based “to get”
limitation which was the focus of the Court’s analysis in Allison Engine, there is no indication of
congressional intent to extend liability beyond these natural, ordinary, and reasonable
consequences.
In United States ex rel. Hutcheson v. Blackstone Med., Inc., the relator alleged that
Blackstone paid kickbacks to physicians to get them to use its medical devices in surgeries
performed in a hospital, causing the physicians and the hospital to submit false claims to
61 No.
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Medicare for reimbursement of services using those devices as well as for the devices
themselves. Referring to the Supreme Court's rulings in United States ex rel. Marcus v. Hess and
United States v. Bornstein that a non-submitting entity could be liable for knowingly causing a
submitting entity to submit a false claim, the First Circuit found that FCA liability was not
conditioned on whether the submitting entity knew or should have known about the nonsubmitting entity's unlawful conduct.65 The First Circuit reasoned that the qui tam complaint
could state a claim under the “causes to be presented” or “causes to be made or used” language
in Sections 3729(a)(1) and (a)(2) if it identified a materially false or fraudulent claim—including
a claim that was false due to an implied representation of compliance with a precondition of
payment, such as the prohibition on kickbacks in the provider agreement.
After the Affordable Care Act amended the Antikickback Statute to provide that
Medicare or Medicaid claims that include “items or services resulting from” a kickback violation
are false claims under the FCA, defendants have argued that the phrase “resulting from” requires
the government to plead that the kickback scheme actually caused false claims to be submitted
on a claim-by-claim basis. One court has rejected that argument as calling for “a strict ‘but for’
causation requirement” that would narrow the scope of the word “false.”66
5. Knowledge and Intent
Under Section 3729(b) of the FCA, "knowing" and "knowingly" are defined as:
(1) has actual knowledge of the information;
(2) acts in deliberate ignorance of the truth or falsity of the
information; or
(3) acts in reckless disregard of the truth or falsity of the
information,
and no proof of specific intent to defraud is required.
FERA made no substantive change in this definition.
The FCA’s actual knowledge and deliberate ignorance standards are rarely used by the
government to prove intent because the defendant's specific state of mind is the determining
factor under them. Reckless disregard, on the other hand, has been described as aggravated gross
negligence, gross negligence-plus, or conduct that runs an unjustifiable risk of harm. 67 The
government has also argued that the FCA’s knowledge standard can be met with “collective
knowledge,” but that argument was soundly rejected by the D.C. Circuit in a recent decision, as
discussed below.
In Safeco Insurance Co. of America v. Burr, the Supreme Court held that the reckless
disregard standard was an objective one in a case interpreting a similar standard in the Fair
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Credit Reporting Act ("FCRA").68 Under this objective standard, the Court found that a
defendant’s incorrect interpretation of an ambiguous statutory provision, if reasonable, does not
provide a basis for liability unless there was an unjustifiably high risk of violating the statute. In
United States ex rel. K & R Ltd. Partnership v. Massachusetts Housing Finance Agency, the
D.C. Circuit applied the definition of reckless disregard from the Supreme Court's Safeco
decision to an FCA case. 69 Safeco and K & R Ltd. make examinations of subjective intent
unnecessary in FCA cases involving reasonable interpretations of ambiguous requirements where
the government has not provided guidance.70
The government has argued that corporate “collective knowledge” is appropriate under
the False Claims Act because the Act is remedial rather than penal in nature. This fundamentally
misconstrues the nature of the statute, particularly in light of rulings characterizing FCA
damages and penalties as punitive. In United States v. Science Applications International Corp.,
the D.C. Circuit forcefully and definitively rejected the government’s argument that collective
knowledge can be used to prove intent under the False Claims Act.71 Exhibiting a clear grasp of
the high stakes involved in FCA liability, the panel unanimously held that collective knowledge
was “an inappropriate basis for [FCA] scienter” because
it effectively imposes liability, complete with treble damages and
substantial civil penalties, for a type of loose constructive knowledge that
is inconsistent with the Act’s language, structure, and purpose.72
As a result, the court found that the FCA’s scienter standard must be strictly enforced, and it
interpreted this standard to allow liability based on constructive knowledge only when
defendants act with “reckless disregard” or “deliberate ignorance,” noting that innocent mistakes
or negligence remain defenses to liability. Collective knowledge conflicts with this statutory
standard, the court concluded, because it lacks balance and precision, noting that it would allow
“a plaintiff to prove scienter by piecing together scraps of ‘innocent’
knowledge held by various corporate officials, even if those officials never
had contact with each other or knew what others were doing in connection
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with a claim seeking government funds.” United States ex rel. Harrison v.
Westinghouse Savannah River Co., 452 F.2d 908, 918 n.9 (4th Cir. 2003). In
other words, even absent proof that corporate officials acted with deliberate
ignorance or reckless disregard for the truth by submitting a false claim as the
result of, for instance, a communication failure, the fact-finder could
determine that the corporation knowingly submitted a false claim.73
The court held that the proper standard for knowledge under the FCA excludes collective
knowledge. Because the district court’s instruction to the jury allowed it to find that SAIC
submitted false claims “knowingly” where no individual at SAIC had all of the knowledge
necessary for FCA liability, the court found that the district court’s instruction was erroneous and
prejudicial, and ordered a new trial.
The SAIC case includes one more element that is critical to the “knowledge” requirement
in FCA cases based on implied false certifications. While the D.C. Circuit accepted this basis for
FCA liability, the court placed an important limit on its use:
Establishing knowledge under this provision on the basis of implied
certification requires the plaintiff to prove that the defendant knows (1) that it
violated a contractual obligation, and (2) that its compliance with that
obligation was material to the government’s decision to pay.74
This knowledge requirement is a critical limit on the use of the implied certification theory of
liability because it means that the government or the relator will have to prove the defendant
knew that the government’s paying agent considered the violation to be material.
The Supreme Court adopted this additional knowledge requirement in Escobar:
What matters is not the label the Government attaches to a requirement,
but whether the defendant knowingly violated a requirement that the
defendant knows is material to the Government’s payment decision.75
Requiring the FCA plaintiff to prove this additional knowledge element—that the defendant
actually knew that compliance was material to the government—will be a significant impediment
to false certification cases.
6. Damages and Penalties
FCA violations result in liability for:
a civil penalty of not less than $5,000 and not more than $10,000, . . . plus 3 times
the amount of damages which the Government sustains because of the [person’s]
act.”76
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The measure of damages in a False Claims Act case is dependent on the nature of the alleged
fraud, but the test is always the same: the difference between what the government actually paid
and what it should have paid absent the FCA violation.
In false certification cases, courts of appeals appear to be divided regarding whether a
broad “but for” test or an actual loss test of causation is the proper measure of damages. In
United States v. Science Applications International Corp.,77 the D.C. Circuit vacated the
damages portion of the decision below because of a flawed jury instruction that required the jury
to assume that SAIC’s services had no value. That assumption was particularly egregious in this
case because the jury had already decided that actual damages to the government, as measured
for purposes of the alternative breach of contract claim, were $78, yet the district court imposed
FCA damages of $6.49 million. Reversing that portion of the lower court’s decision, the circuit
court held that there is no irrebuttable presumption that expert services and advice are worthless
if an organizational conflict of interest provision has been violated, and ruled that the damages
must take into account the value of the goods and services. The panel pointed out that, under the
benefit of the bargain framework that applied in this case, damages should be calculated by
determining the amount the government paid minus the value of the goods or services provided,
which is the standard measure under the FCA. Indeed, the evidence showed that the government
agency, NRC, continued to use SAIC’s work product after its contract with SAIC was terminated
in 1999, and an NRC project manager testified that SAIC’s “actual work product ‘constituted the
opposite of a conflict,’ . . . due to its transparency and fairly conservative results.” The jury
instruction erroneously removed this calculation from the case, and established an irrebuttable
presumption that the services of an expert are worthless where a violation of a conflict of interest
requirement has occurred. Because the district court’s instruction to the jury required them to
assume that SAIC’s services had no value, the court vacated and remanded the damages for a
new trial. This case ultimately settled for $1.5 million.
In United States v. Rogan,78 on the other hand, the district court did not apply a
benefit of the bargain analysis in evaluating damages in the context of Stark Act and AKS
violations. The court noted that the violations were “myriad” and “overwhelming,” and found
that the government would not have paid anything for the claims of patients referred by
physicians that had prohibited financial relationships with the hospital, citing the Stark Act. It
measured the damages as the entire federal share of these claims to Medicare and Medicaid.79
After they were trebled, the damages were more than $50 million. In addition, the court found
that there were 18,000 penalties, bringing the total damages and penalties to over $64 million.
The Seventh Circuit affirmed the damages award in Rogan, adopting the lower court’s decision
that placed no value on the medical services provided during the period of the unlawful
payments for referrals and agreeing that “when the conditions [of the government’s payment] are
not satisfied, nothing is due.”
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More recently, in United States ex rel. Wall v. Circle C Construction, LLC,80 the Sixth
Circuit rejected the government’s claim that its entire payment for electrical work on dozens of
warehouses was “tainted” by a subcontractor’s underpayment of some of the electricians who
worked on the project (a Davis-Bacon Act violation). The court applied the benefit of the
bargain analysis and emphasized that FCA damages are focused on actual damages, not the
“hypothetical scenario” advanced by the government.81 Exposing the incongruity between the
government’s theory and its actual losses, the court observed that, in all of those warehouses,
“the government turns on the lights every day.”82 Applying the concrete question of whether the
government “in fact got less value than it bargained for,” the court readily determined that the
government received all of the value of the electrical work on all of the warehouses minus the
wage shortfall.
As the decisions above reflect, a key feature of FCA liability is its treble damages
provision. An important development on the application of this multiplier is the Seventh
Circuit’s revisitation of the question of whether net or gross damages are trebled when deducting
the value of goods or services received by the government. Historically, the Justice Department
advocated and employed the “gross trebling” method—which trebles the claim amount first and
afterward deducts the value of goods and services provided—but that method distorts the
government’s actual damages by severely diminishing the value of any benefit received. In
United States v. Anchor Mortgage Corp.,83 the Seventh Circuit held that the proper approach was
“net trebling”—which subtracts the value of goods or services provided before multiplying the
damages and thus accounts for the actual benefit that the government received. The Seventh
Circuit based its holding on the finding that no FCA language or policy supported departure from
the norm in civil litigation, where damages are based on net loss, and it rejected the Justice
Department’s misreading of the Supreme Court’s decision in United States v. Bornstein.84 Given
the Ninth Circuit’s decision that applied gross trebling in United States v. Eghbal,85 a circuit split
has emerged on this issue.
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Without question, one of the most feared remedies under the False Claims Act has been
the $5,500-$11,000 per claim penalty.86 With the Justice Department’s implementation of a
major increase in FCA penalties (pursuant to the Federal Civil Penalties Inflation Adjustment
Act Improvements Act of 2015, part of the Bipartisan Budget Act of 2015), the FCA penalty
range will increase to $10,781-$21,563 per claim.87 The increased penalty amounts are
applicable to violations occurring after November 2, 2015 and that are assessed on or after
August 1, 2016. Drafted in the innocent-sounding verbiage of inflation adjustments tied to the
Consumer Price Index, the impact of this legislation on civil fraud defendants is substantial.
Congress has authorized further, automatic annual adjustments without any agency assessment of
the need for an increase. This annual adjustment provision raises the potential for an
Administrative Procedure Act challenge. Increases in FCA penalties will exacerbate
constitutional concerns in penalties-heavy FCA cases, particularly where there are large numbers
of relatively small monetary claims.
FCA penalties are assessed on a per-claim basis regardless of the amount of the damages,
except when the court finds that the result is an excessive civil penalty.88 A recent decision by
the U.S. Court of Appeals for the Fourth Circuit in United States ex rel. Bunk v. Gosselin World
Wide Moving, N.V., unwittingly may have opened the door to a new and unsettling era in qui tam
litigation.89 Dispensing with decades of Supreme Court jurisprudence—including one case
argued by Chief Justice Roberts before he took the federal bench—the Fourth Circuit ordered the
trial court to impose $24 million in FCA penalties against the defendants following a trial at
which the relator pointedly sought no FCA damages and no proof of economic harm to the
United States was ever established. This result is squarely at odds with a number of
constitutional protections, particularly the Eighth Amendment’s Excessive Fines Clause, as well
as decisions applying that constitutional provision to FCA penalty awards.90 The Fourth
Circuit’s sole reliance on intangible and non-economic factors such as “deterrent effects” and
public policy considerations to override the traditional excessive fines analysis lacks precedent.
The Supreme Court declined to review this decision, however, and on remand, the trial court
imposed the $24 million qui tam award that it previously found excessive.
7. Public Disclosure, Original Source, and First-to-File
In 2010, Congress amended the FCA’s public disclosure bar as part of the comprehensive
health care reform initiative in the Affordable Care Act,91 adding new limitations to the public
disclosure provision in Section 3730(e)(4)(A) and expanding the original source exception in
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Section 3730(e)(4)(B). Section 3730(e)(4) now provides:
(A) The court shall dismiss an action or claim under this section, unless opposed by the
Government, if substantially the same allegations or transactions as alleged in the action
or claim were publicly disclosed―
(i) in a Federal criminal, civil, or administrative hearing in which the Government
or its agent is a party;
(ii) in a congressional, Government Accountability Office, or other Federal report,
hearing, audit, or investigation; or
(iii) from the news media,
unless the action is brought by the Attorney General or the person bringing the action is
an original source of the information.
(B) For purposes of this paragraph, “original source” means an individual who has
either―
(i) prior to a public disclosure under subsection (e)(4)(A), has voluntarily disclosed to the
Government the information on which allegations or transactions in a claim are based, or
(ii) who has knowledge that is independent of and materially adds to the publicly
disclosed allegations or transactions, and who has voluntarily provided the information to
the Government before filing an action under this section.
Under the 2010 bar, if “substantially the same” allegations or transactions were publicly
disclosed, then the qui tam relator must be an “original source,” unless the government opposes
dismissal. While the 1986 public disclosure bar was considered a threshold jurisdictional
determination,92 the 2010 amendments eliminate the word “jurisdiction,” and replace it with the
requirement that “the court shall dismiss an action or claim . . . unless opposed by the
Government.” Until last year, the government had not exercised this veto, but it has begun to do
so.93
In addition, the amendments narrow the definition of public disclosures to disclosures in
federal sources―that is, disclosures in federal criminal, civil, or administrative hearings under
Section 3730(e)(4)(A)(i), and in federal hearings, reports, audits, or investigations under Section
3730(e)(4)(A)(ii). These revisions effectively overrule the Supreme Court’s ruling in Graham
County Soil & Water Conservation District v. United States ex rel. Wilson, (“Graham County
II”)94 that qui tam allegations could be publicly disclosed by state and local sources, and
eliminate defenses based on disclosures from state and local government sources unless the
information is also disclosed in the news media or otherwise publicly disclosed. The defense to
public disclosures in federal hearings is further narrowed to hearings in which the government or
its agent is a party, thus excluding disclosures made in purely private litigation such as retaliation
or negligence actions.
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The amendments also revise the original source exception. Rather than requiring the
original source to have both “direct” and “independent” knowledge of the alleged fraud, the
original source exception is met by knowledge that is “independent” of and “materially adds” to
the publicly disclosed allegations, which must be voluntarily disclosed to the government before
filing suit. The courts have begun to apply this new statutory language. For example, in United
States ex rel. Paulos v. Stryker Corp., the Eighth Circuit rejected the relator’s claim that he had
knowledge that materially added to the publicly disclosed allegations despite his claim that he
was among the first to link the defendant’s medical device to the resulting disease, because, even
if he discovered the link to chondrolysis first, Section 3730(e)(4)(B) does not provide an
exception for “early discoveries or suspicions.”95
Because of the ACA’s silence on the issue of an effective date for these qui tam
amendments, the Supreme Court applied the presumption against retroactivity in Graham County
II, limiting the impact of the ACA’s public disclosure amendments in cases pending at the time
of enactment and leaving open the question of whether the amendments apply retroactively to
prior conduct where no qui tam case was pending.96
Under a separate bar in Section 3730(b)(5) known as the “first-to-file” bar, when a relator
brings a qui tam action, “no person other than the Government may intervene or bring a related
action based on the facts underlying the pending action.” The primary purpose of this bar—the
text of which has remained unchanged since its inclusion in the 1986 amendments—is to prevent
multiple qui tam suits based on the same underlying conduct. Recently, a circuit split developed
on whether the phrase “pending action” is a purely temporal requirement, as the Fourth Circuit
interpreted it in United States ex rel. Carter v. Halliburton Co.,97 or whether it is a shorthand
reference to the first-filed action that distinguishes the first action from subsequent actions, as the
D.C. Circuit decided in United States ex rel. Shea v. Cellco P’ship.98 The Supreme Court agreed
with the Fourth Circuit’s interpretation in Kellogg Brown & Root Services, Inc. v. United States
ex rel. Carter.99
8. Requirements under Rule 9(b)
Rule 9(b) provides:
In all averments of fraud or mistake, the circumstances constituting
fraud or mistake shall be stated with particularity. Malice, intent,
knowledge, and other condition of mind may be averred generally.
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Courts have explained that the purposes of this “heightened” requirement to plead the
circumstances of the fraud with particularity are to deter meritless claims of fraud, to protect
defendants’ reputations, to give particularized notice to defendants of plaintiffs’ claims, and to
prevent fraud suits in which the dispositive facts are learned through discovery.100 To satisfy this
requirement, the complaint must set forth specifics as to who, what, when, where, and how
regarding the fraud alleged.101 Courts universally apply this heightened pleading requirement to
FCA complaints because the allegations sound in fraud, and there is no conflict between the
FCA’s lower intent requirements and Rule 9(b), which provides that intent may be averred
generally. Courts use a case-by-case approach in applying Rule 9(b) to substantive claims that
have various proof requirements, and this approach helps to define the contours of FCA liability.
However, some erosion in the heightened standard is occurring in certain qui tam cases where
the details of a fraudulent scheme have been alleged with particularity but no actual false claim
was pled.
As the Escobar case reflects, the False Claims Act was not designed to punish every type
of fraud committed upon the government. Because liability under the FCA attaches only to a
claim actually presented to the government for payment, not to the underlying fraudulent
scheme, “the critical question is whether the defendant caused a false claim to be presented to the
government.”102 Despite this key requirement for FCA liability, a clear circuit split has
developed over whether Rule 9(b) requires FCA complaints to allege the details of a false claim
that actually was submitted. Some recent decisions from the First, Third, Fifth, Seventh, Eighth,
Ninth, and Eleventh Circuits have found that detailed allegations of a particular fraudulent
scheme that produce a strong inference that false claims were submitted may meet Rule 9(b)’s
requirement for specificity,103 although even within those circuits there is some confusion over
the proper standard. Other decisions in the Second, Fourth, and Sixth Circuits have applied a
stricter standard under which not just the existence of the fraudulent scheme, but false claims that
actually were submitted as a result, must be pled with particularity.104 The fact that the lower
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standard is still in flux within individual circuits that have applied it,105 and the subsequent
dismissals in cases where the inference that false claims were submitted was not borne out
following discovery,106 indicate that the limits to its application are still being delineated.
Where a complaint alleges a complex or far-reaching scheme and survives a motion to
dismiss under Rule 9(b), the finding that the complaint was sufficient for pleading purposes does
not remove the plaintiff’s ultimate burden to establish liability and damages based on specific
false claims. This proof requirement has been directly challenged in some FCA cases by
plaintiffs who have argued that FCA liability and damages could be based on a sampling of
specific false claims and extrapolated to other claims in the scheme.107 These challenges are at
odds with the FCA’s pleading and proof requirements, which are based on the language and
purpose of the statute requiring each claim for which recovery is sought to be proven false and
submitted knowingly on a claim-by-claim basis.
9. Whistleblower Retaliation
In 1986, a whistleblower’s cause of action for retaliation was enacted in Section 3730(h)
of the FCA, which provided that an employee who was discharged or otherwise discriminated
against in the terms or conditions of employment by an “employer” because of lawful acts done
by the “employee” in furtherance of an action under Section 3730 “shall be entitled to all relief
necessary to make the employee whole.” FERA revised the definition of both protected persons
and protected conduct in Section 3730(h) by (1) removing the specific reference to the
“employer” (and thus the requirement of an employee-employer relationship) so that
independent contractors could bring retaliation actions,108 and (2) replacing lawful acts “in
furtherance of an action under this section” with the phrase “in furtherance of other efforts to
stop 1 or more violations.” The new definition of protected conduct seemed to require the
person to actually try to stop the fraud itself rather than simply take steps toward filing a qui tam
action.
The following year, Congress provided a new definition of protected conduct under
Section 3730(h) in the Dodd-Frank Wall Street Reform and Consumer Protection Act.109 This
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revision restores the original protection of lawful acts in furtherance of a qui tam action in
addition to FERA’s “other efforts to stop 1 or more violations.” As amended, Section 3730(h)
now provides:
Any employee, contractor, or agent shall be entitled to all relief necessary
to make that employee, contractor, or agent whole if that employee,
contractor, or agent is discharged, demoted, suspended, threatened,
harassed, or in any other manner discriminated against in the terms and
conditions of employment because of lawful acts done by the employee,
contractor, or agent on behalf of the employee, contractor or agent, or
associated others in furtherance of an action under this section or other
efforts to stop 1 or more violations of this subchapter.
The Dodd Frank amendments also provided, for the first time, a statute of limitations for
retaliation that requires the action to be brought within three years of the date when the
retaliation occurred.110
Courts have begun to grapple with whether the new definitions in Section 3730(h) apply
to a variety of employment relationships and conduct. In most cases, the term “employee” has
been limited to persons in an employment-like relationship with the defendant, which does not
include applicants or non-employer corporations.111 Protected conduct has been interpreted to
include reporting the fraud within the organization, such as informing a board member or the
company’s corporate compliance arm in some cases.112 However, if the plaintiff was not
reporting fraud to a supervisor in furtherance of an FCA claim and never said that the defendant
committed fraud on the government, the retaliation claim has been dismissed.113 Refusing to
participate in the fraud alone has not been deemed protected activity.114
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without traditional employment relationships with hospitals” who are not technically “employees”).
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See, e.g., United States ex rel. Ibanez v. Bristol-Myers Squibb Co., No. 1:11-cv-029 (WOB), 2015 WL 1439054
(S.D. Ohio Mar. 27, 2015) (complaint plausibly pled protected activity in alleging that relators reported
misconduct “up the chain of command”); United States ex rel. Si v. Laogai Research Found., No. 09CV2388
(KBJ), 2014 WL 5446487 (D.D.C. Oct. 14, 2014); United States ex rel. Booker v. Pfizer, Inc., 9 F. Supp. 3d 34
(D. Mass. 2014). 9 F. Supp. 3d 34 (D. Mass. 2014).
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See Lee v. Computer Scis. Corp., No. 1:14cv581 (JCC/TCB), 2015 U.S. Dist. LEXIS 21998 (E.D. Va. Feb 24,
2015).

114 See United States ex rel. Tran v. Computer Scis. Corp., No. 11-cv-0852 (KBJ), 2014 WL 2989948 (D.D.C. July
3, 2014).

III. State False Claims Acts
As a result of the Medicaid fraud provisions in the Deficit Reduction Act of 2005
("DRA") and an economic incentive in the DRA that encourages every state without a state false
claims act with qui tam provisions to adopt one, state legislatures have enacted state false claims
laws with provisions that mirror, or exceed, the federal FCA.115 There are now 29 of these state
laws, and they are increasing false claims visibility, enforcement actions, and recoveries.116 The
states that have qui tam false claims statutes are: California, Colorado, Connecticut, Delaware,
Florida, Georgia, Hawaii, Illinois, Indiana, Iowa, Louisiana, Maryland, Massachusetts,
Michigan, Minnesota, Montana, Nevada, New Hampshire, New Jersey, New Mexico, New
York, North Carolina, Oklahoma, Rhode Island, Tennessee, Texas, Vermont, Virginia, and
Washington. The District of Columbia, New York City, Philadelphia, and Chicago also have
false claims laws with qui tam enforcement. Many states have amended their state false claims
laws to include the far more onerous provisions in the FERA, ACA, and Dodd-Frank
amendments in order to qualify for the DRA incentive.

115

See Deficit Reduction Act of 2005, Pub. L. 109-171, § 6031 (2006). Updated guidelines for evaluating whether
state FCAs conform to the current federal FCA were issued by HHS OIG in 2013. See Dep’t of Health & Human
Servs., Office of Inspector Gen., OIG Guidelines for Evaluating State False Claims Acts (Mar. 15, 2013), available
at http://oig.hhs.gov/fraud/docs/falseclaimsact/guidelines-sfca.pdf.
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See BOESE, Chapter 6 (discussing individual state and municipal false claims laws).

Appendix 1
Redline False Claims Act

THE FEDERAL FALSE CLAIMS ACT
31 U.S.C. §§ 3729-3733
As amended by:
The Fraud Enforcement and Recovery Act of 2009, Pub. L. No. 111-21, § 4, 123 Stat.
1617, 1621 (2009) (signed by the President on May 20, 2009)
The Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 1303, 124 Stat.
119, 168 (2010) (signed by the President on Mar. 23, 2010)
The Dodd-Frank Wall Street Reform and Consumer Protection Act, Pub. L. No. 111-203,
§ 1079A, 124 Stat. 1376, 2077 (2010) (signed by the President on July 21, 2010).
§ 3729. False claims
(a)

LIABILITY FOR CERTAIN ACTS.—Any
(1)

IN GENERAL.—Subject to paragraph (2), any person who—
(1A)

knowingly presents, or causes to be presented, to an officer or
employee of the United States Government or a member of the
Armed Forces of the United States a false or fraudulent claim for
payment or approval;

(2B)

knowingly makes, uses, or causes to be made or used, a false
record or statement material to get a false or fraudulent claim paid
or approved by the Government;

(3C)

conspires to defraud the Government by getting a false or
fraudulent claim allowed or paidcommit a violation of
subparagraph (A), (B), (D), (E), (F), or (G);

(4D)

has possession, custody, or control of property or money used, or
to be used, by the Government and, intending to defraud the
Government or willfully to conceal the property, knowingly
delivers, or causes to be delivered, less property than the amount
for which the person receives a certificate or receiptthan all of that
money or property;

(5E)

is authorized to make or deliver a document certifying receipt of
property used, or to be used, by the Government and, intending to

defraud the Government, makes or delivers the receipt without
completely knowing that the information on the receipt is true;
(6F)

knowingly buys, or receives as a pledge of an obligation or debt,
public property from an officer or employee of the Government, or
a member of the Armed Forces, who lawfully may not sell or
pledge the property; or

(7G)

knowingly makes, uses, or causes to be made or used, a false
record or statement material to conceal, avoid, or decrease an
obligation to pay or transmit money or property to the
Government, or knowingly conceals or knowingly and improperly
avoids or decreases an obligation to pay or transmit money or
property to the Government,

is liable to the United States Government for a civil penalty of not less
than $5,000 and not more than $10,000, as adjusted by the Federal Civil
Penalties Inflation Adjustment Act of 1990 (28 U.S.C. 2461 note; Public
Law 104-410), plus 3 times the amount of damages which the Government
sustains because of the act of that person, except that if.
(2)

REDUCED DAMAGES.—If the court finds that—
(A)

the person committing the violation of this subsection furnished
officials of the United States responsible for investigating false
claims violations with all information known to such person about
the violation within 30 days after the date on which the defendant
first obtained the information;

(B)

such person fully cooperated with any Government investigation of
such violation; and

(C)

at the time such person furnished the United States with the
information about the violation, no criminal prosecution, civil
action, or administrative action had commenced under this title
with respect to such violation, and the person did not have actual
knowledge of the existence of an investigation into such violation,

the court may assess not less than 2 times the amount of damages which
the Government sustains because of the act of thethat person.
(3)

(b)
—

COSTS OF CIVIL ACTIONS.—A person violating this subsection shall also be
liable to the United States Government for the costs of a civil action
brought to recover any such penalty or damages.

KNOWING AND KNOWINGLY DEFINEDDEFINITIONS.—For purposes of this section,

(1)

the termsterms “knowing” and “knowingly” ”—
(A)

(B)
(c)

(1i)

has actual knowledge of the information;

(2ii)

acts in deliberate ignorance of the truth or falsity of the
information; or

(3iii)

acts in reckless disregard of the truth or falsity of the
information,; and

require no proof of specific intent to defraud is required.;

CLAIM DEFINED.—For purposes of this section,(2) the term “claim”
includes”—
(A)

(B)

(3)

mean that a person, with respect to information—

means any request or demand, whether under a contract or
otherwise, for money or property which and whether or not the
United States has title to the money or property, that—
(i)

is presented to an officer, employee, or agent of the United
States; or

(ii)

is made to a contractor, grantee, or other recipient, if the
money or property is to be spent or used on the
Government’s behalf or to advance a Government program
or interest, and if the United States Government —
(I)

provides or has provided any portion of the money
or property which is requested or demanded,; or if
the Government

(II)

will reimburse such contractor, grantee, or other
recipient for any portion of the money or property
which is requested or demanded; and

does not include requests or demands for money or property that
the Government has paid to an individual as compensation for
Federal employment or as an income subsidy with no restrictions
on that individual’s use of the money or property;

the term “obligation” means an established duty, whether or not fixed,
arising from an express or implied contractual, grantor-grantee, or
licensor-licensee relationship, from a fee-based or similar relationship,
from statute or regulation, or from the retention of any overpayment; and

(4)

the term “material” means having a natural tendency to influence, or be
capable of influencing, the payment or receipt of money or property.

(dc) EXEMPTION FROM DISCLOSURE.—Any information furnished pursuant to
subparagraphs (A) through (C) of subsection (a)(2) shall be exempt from disclosure under
section 552 of title 5.
(ed) EXCLUSION.—This section does not apply to claims, records, or statements made
under the Internal Revenue Code of 1986.
§ 3730. Civil actions for false claims
(a)
RESPONSIBILITIES OF THE ATTORNEY GENERAL.—The Attorney General diligently
shall investigate a violation under section 3729. If the Attorney General finds that a person has
violated or is violating section 3729, the Attorney General may bring a civil action under this
section against the person.
(b)

ACTIONS BY PRIVATE PERSONS.—
(1)

A person may bring a civil action for a violation of section 3729 for the
person and for the United States Government. The action shall be brought
in the name of the Government. The action may be dismissed only if the
court and the Attorney General give written consent to the dismissal and
their reasons for consenting.

(2)

A copy of the complaint and written disclosure of substantially all material
evidence and information the person possesses shall be served on the
Government pursuant to Rule 4(d)(4) of the Federal Rules of Civil
Procedure. The complaint shall be filed in camera, shall remain under seal
for at least 60 days, and shall not be served on the defendant until the court
so orders. The Government may elect to intervene and proceed with the
action within 60 days after it receives both the complaint and the material
evidence and information.

(3)

The Government may, for good cause shown, move the court for
extensions of the time during which the complaint remains under seal
under paragraph (2). Any such motions may be supported by affidavits or
other submissions in camera. The defendant shall not be required to
respond to any complaint filed under this section until 20 days after the
complaint is unsealed and served upon the defendant pursuant to Rule 4 of
the Federal Rules of Civil Procedure.

(4)

Before the expiration of the 60-day period or any extensions obtained
under paragraph (3), the Government shall—
(A)

proceed with the action, in which case the action shall be
conducted by the Government; or

(B)

(5)

(c)

notify the court that it declines to take over the action, in which
case the person bringing the action shall have the right to conduct
the action.

When a person brings an action under this subsection, no person other
than the Government may intervene or bring a related action based on the
facts underlying the pending action.

RIGHTS OF THE PARTIES TO QUI TAM ACTIONS.—
(1)

If the Government proceeds with the action, it shall have the primary
responsibility for prosecuting the action, and shall not be bound by an act
of the person bringing the action. Such person shall have the right to
continue as a party to the action, subject to the limitations set forth in
paragraph (2).

(2)

(A)

The Government may dismiss the action notwithstanding the
objections of the person initiating the action if the person has been
notified by the Government of the filing of the motion and the
court has provided the person with an opportunity for a hearing on
the motion.

(B)

The Government may settle the action with the defendant
notwithstanding the objections of the person initiating the action if
the court determines, after a hearing, that the proposed settlement
is fair, adequate, and reasonable under all the circumstances. Upon
a showing of good cause, such hearing may be held in camera.

(C)

Upon a showing by the Government that unrestricted participation
during the course of the litigation by the person initiating the
action would interfere with or unduly delay the Government’s
prosecution of the case, or would be repetitious, irrelevant, or for
purposes of harassment, the court may, in its discretion, impose
limitations on the person’s participation, such as—

(D)

(i)

limiting the number of witnesses the person may call;

(ii)

limiting the length of the testimony of such witnesses;

(iii)

limiting the person’s cross-examination of witnesses; or

(iv)

otherwise limiting the participation by the person in the
litigation.

Upon a showing by the defendant that unrestricted participation
during the course of the litigation by the person initiating the
action would be for purposes of harassment or would cause the

defendant undue burden or unnecessary expense, the court may
limit the participation by the person in the litigation.

(d)

(3)

If the Government elects not to proceed with the action, the person who
initiated the action shall have the right to conduct the action. If the
Government so requests, it shall be served with copies of all pleadings
filed in the action and shall be supplied with copies of all deposition
transcripts (at the Government’s expense). When a person proceeds with
the action, the court, without limiting the status and rights of the person
initiating the action, may nevertheless permit the Government to intervene
at a later date upon a showing of good cause.

(4)

Whether or not the Government proceeds with the action, upon a showing
by the Government that certain actions of discovery by the person
initiating the action would interfere with the Government’s investigation
or prosecution of a criminal or civil matter arising out of the same facts,
the court may stay such discovery for a period of not more than 60 days.
Such a showing shall be conducted in camera. The court may extend the
60-day period upon a further showing in camera that the Government has
pursued the criminal or civil investigation or proceedings with reasonable
diligence and any proposed discovery in the civil action will interfere with
the ongoing criminal or civil investigation or proceedings.

(5)

Notwithstanding subsection (b), the Government may elect to pursue its
claim through any alternate remedy available to the Government,
including any administrative proceeding to determine a civil money
penalty. If any such alternate remedy is pursued in another proceeding, the
person initiating the action shall have the same rights in such proceeding
as such person would have had if the action had continued under this
section. Any finding of fact or conclusion of law made in such other
proceeding that has become final shall be conclusive on all parties to an
action under this section. For purposes of the preceding sentence, a finding
or conclusion is final if it has been finally determined on appeal to the
appropriate court of the United States, if all time for filing such an appeal
with respect to the finding or conclusion has expired, or if the finding or
conclusion is not subject to judicial review.

AWARD TO QUI TAM PLAINTIFF.—
(1)

If the Government proceeds with an action brought by a person under
subsection (b), such person shall, subject to the second sentence of this
paragraph, receive at least 15 percent but not more than 25 percent of the
proceeds of the action or settlement of the claim, depending upon the
extent to which the person substantially contributed to the prosecution of
the action. Where the action is one which the court finds to be based
primarily on disclosures of specific information (other than information
provided by the person bringing the action) relating to allegations or

transactions in a criminal, civil, or administrative hearing, in a
congressional, administrative, or Government [General] Accounting
Office report, hearing, audit, or investigation, or from the news media, the
court may award such sums as it considers appropriate, but in no case
more than 10 percent of the proceeds, taking into account the significance
of the information and the role of the person bringing the action in
advancing the case to litigation. Any payment to a person under the first or
second sentence of this paragraph shall be made from the proceeds. Any
such person shall also receive an amount for reasonable expenses which
the court finds to have been necessarily incurred, plus reasonable
attorneys’ fees and costs. All such expenses, fees, and costs shall be
awarded against the defendant.

(e)

(2)

If the Government does not proceed with an action under this section, the
person bringing the action or settling the claim shall receive an amount
which the court decides is reasonable for collecting the civil penalty and
damages. The amount shall be not less than 25 percent and not more than
30 percent of the proceeds of the action or settlement and shall be paid out
of such proceeds. Such person shall also receive an amount for reasonable
expenses which the court finds to have been necessarily incurred, plus
reasonable attorneys’ fees and costs. All such expenses, fees, and costs
shall be awarded against the defendant.

(3)

Whether or not the Government proceeds with the action, if the court finds
that the action was brought by a person who planned and initiated the
violation of section 3729 upon which the action was brought, then the
court may, to the extent the court considers appropriate, reduce the share
of the proceeds of the action which the person would otherwise receive
under paragraph (1) or (2) of this subsection, taking into account the role
of that person in advancing the case to litigation and any relevant
circumstances pertaining to the violation. If the person bringing the action
is convicted of criminal conduct arising from his or her role in the
violation of section 3729, that person shall be dismissed from the civil
action and shall not receive any share of the proceeds of the action. Such
dismissal shall not prejudice the right of the United States to continue the
action, represented by the Department of Justice.

(4)

If the Government does not proceed with the action and the person
bringing the action conducts the action, the court may award to the
defendant its reasonable attorneys’ fees and expenses if the defendant
prevails in the action and the court finds that the claim of the person
bringing the action was clearly frivolous, clearly vexatious, or brought
primarily for purposes of harassment.

CERTAIN ACTIONS BARRED.—

(1)

(2)

(3)

No court shall have jurisdiction over an action brought by a former or
present member of the armed forces under subsection (b) of this section
against a member of the armed forces arising out of such person’s service
in the armed forces.
(A)

No court shall have jurisdiction over an action brought under
subsection (b) against a Member of Congress, a member of the
judiciary, or a senior executive branch official if the action is based
on evidence or information known to the Government when the
action was brought.

(B)

For purposes of this paragraph, “senior executive branch official”
means any officer or employee listed in paragraphs (1) through (8)
of section 101(f) of the Ethics in Government Act of 1978 (5
U.S.C. App.).

In no event may a person bring an action under subsection (b) which is
based upon allegations or transactions which are the subject of a civil suit
or an administrative civil money penalty proceeding in which the
Government is already a party.

(4)(A) NoThe court shall have jurisdiction overdismiss an action
or claim under this section based upon the public disclosure of,
unless opposed by the Government, if substantially the same
allegations or transactions as alleged in the action or claim were
publicly disclosed-(i) in a Federal criminal, civil, or administrative hearing, in which
the Government or its agent is a party;
(ii) in a congressional, administrative, or Government
Accountabinglity Office, or other Federal report, hearing, audit, or
investigation,; or
(iii) from the news media,
unless the action is brought by the Attorney General or the person
bringing the action is an original source of the information.
(B) For purposes of this paragraph, “original source” means an
individual who has direct and independent knowledge ofeither (i)
prior to a public disclosure under subsection (e)(4)(a), has
voluntarily disclosed to the Government the information on which
the allegations are basedallegations or transactions in a claim are
based, or (2) who has knowledge that is independent of and
materially adds to the publicly disclosed allegations or transactions,
and who has voluntarily provided the information to the
Government before filing an action under this section which is
based on the information.

(f)

GOVERNMENT NOT LIABLE FOR CERTAIN EXPENSES.—The Government is not
liable for expenses which a person incurs in bringing an action under this section.

(g)

FEES AND EXPENSES TO PREVAILING DEFENDANT.—In civil actions brought under
this section by the United States, the provisions of section 2412(d) of title 28 shall
apply.

(h)

Any employee who (h)

Relief From Retaliatory Actions. ―

(1) IN GENERAL. ― Any employee, contractor, or agent shall be entitled to all
relief necessary to make that employee, contractor, or agent whole if that
employee, contractor, or agent is discharged, demoted, suspended, threatened,
harassed, or in any other manner discriminated against in the terms and conditions
of employment by his or her employer because of lawful acts done by the
employee on behalf of the employee or, contractor, agent, or associated others in
furtherance of an action under this section, including investigation for, initiation
of, testimony for, or assistance in an action filed or to be filed under this section,
shall be entitled to all relief necessary to make the employee whole. Such relief or
other efforts to stop 1 or more violations of this subchapter.
(2) RELIEF. ―Relief under paragraph (1) shall include reinstatement with the
same seniority status suchthat employee, contractor, or agent would have had but
for the discrimination, 2 times the amount of back pay, interest on the back pay,
and compensation for any special damages sustained as a result of the
discrimination, including litigation costs and reasonable attorneys'’ fees. An
employee may bring an action under this subsection may be brought in the
appropriate district court of the United States for the relief provided in this
subsection.
(3) LIMITATION ON BRINGING CIVIL ACTION. ―A civil action under this
subsection may not be brought more than 3 years after the date when the
retaliation occurred.
§ 3731. False claims procedure
(a)
A subpena [subpoena] requiring the attendance of a witness at a trial or hearing
conducted under section 3730 of this title may be served at any place in the United States.
(b)

A civil action under section 3730 may not be brought—
(1)

more than 6 years after the date on which the violation of section 3729 is
committed, or

(2)

more than 3 years after the date when facts material to the right of action
are known or reasonably should have been known by the official of the
United States charged with responsibility to act in the circumstances, but

in no event more than 10 years after the date on which the violation is
committed, whichever occurs last.
(c)
If the Government elects to intervene and proceed with an action brought under
3730(b), the Government may file its own complaint or amend the complaint of a person who
has brought an action under section 3730(b) to clarify or add detail to the claims in which the
Government is intervening and to add any additional claims with respect to which the
Government contends it is entitled to relief. For statute of limitations purposes, any such
Government pleading shall relate back to the filing date of the complaint of the person who
originally brought the action, to the extent that the claim of the Government arises out of the
conduct, transactions, or occurrences set forth, or attempted to be set forth, in the prior complaint
of that person.
(c)(d) In any action brought under section 3730, the United States shall be required to
prove all essential elements of the cause of action, including damages, by a preponderance of the
evidence.
(de) Notwithstanding any other provision of law, the Federal Rules of Criminal
Procedure, or the Federal Rules of Evidence, a final judgment rendered in favor of the United
States in any criminal proceeding charging fraud or false statements, whether upon a verdict after
trial or upon a plea of guilty or nolo contendere, shall estop the defendant from denying the
essential elements of the offense in any action which involves the same transaction as in the
criminal proceeding and which is brought under subsection (a) or (b) of section 3730.
§ 3732. False claims jurisdiction
(a)
ACTIONS UNDER SECTION 3730.—Any action under section 3730 may be brought
in any judicial district in which the defendant or, in the case of multiple defendants, any one
defendant can be found, resides, transacts business, or in which any act proscribed by section
3729 occurred. A summons as required by the Federal Rules of Civil Procedure shall be issued
by the appropriate district court and served at any place within or outside the United States.
(b)
CLAIMS UNDER STATE LAW.—The district courts shall have jurisdiction over any
action brought under the laws of any State for the recovery of funds paid by a State or local
government if the action arises from the same transaction or occurrence as an action brought
under section 3730.
(c)
SERVICE ON STATE OF LOCAL AUTHORITIES.—With respect to any State or local
government that is named as a co-plaintiff with the United States in an action brought under
subsection (b), a seal on the action ordered by the court under section 3730(b) shall not preclude
the Government or the person bringing the action from serving the complaint, any other
pleadings, or the written disclosure of substantially all material evidence and information
possessed by the person bringing the action on the law enforcement authorities that are
authorized under the law of that State or local government to investigate and prosecute such
actions on behalf of such governments, except that such seal applies to the law enforcement
authorities so served to the same extent as the seal applies to other parties in the action.
§ 3733. Civil investigative demands

(a)

IN GENERAL.—
(1)

ISSUANCE AND SERVICE.—Whenever the Attorney General, or a designee
(for purposes of this section), has reason to believe that any person may be
in possession, custody, or control of any documentary material or
information relevant to a false claims law investigation, the Attorney
General, or a designee, may, before commencing a civil proceeding under
section 3730(a) or other false claims law, or making an election under
section 3730(b), issue in writing and cause to be served upon such person,
a civil investigative demand requiring such person—
(A)

to produce such documentary material for inspection and copying,

(B)

to answer in writing written interrogatories with respect to such
documentary material or information,

(C)

to give oral testimony concerning such documentary material or
information, or

(D)

to furnish any combination of such material, answers, or testimony.

The Attorney General may not delegate the authority to issue civil
investigative demands under this subsection. Whenever a civil
investigative demand is an express demand for any product of discovery,
the Attorney General, the Deputy Attorney General, or an Assistant
Attorney General shall cause to be served, in any manner authorized by
this section, a copy of such demand upon the person from whom the
discovery was obtained and shall notify the person to whom such demand
is issued of the date on which such copy was served. Any information
obtained by the Attorney General or a designee of the Attorney General
under this section may be shared with any qui tam relator if the Attorney
General or designee determine it is necessary as part of any false claims
act investigation.
(2)

CONTENTS AND DEADLINES.—
(A)

Each civil investigative demand issued under paragraph (1) shall
state the nature of the conduct constituting the alleged violation of
a false claims law which is under investigation, and the applicable
provision of law alleged to be violated.

(B)

If such demand is for the production of documentary material, the
demand shall—
(i)

describe each class of documentary material to be produced
with such definiteness and certainty as to permit such
material to be fairly identified;

(C)

(D)

(E)

(ii)

prescribe a return date for each such class which will
provide a reasonable period of time within which the
material so demanded may be assembled and made
available for inspection and copying; and

(iii)

identify the false claims law investigator to whom such
material shall be made available.

If such demand is for answers to written interrogatories, the
demand shall—
(i)

set forth with specificity the written interrogatories to be
answered;

(ii)

prescribe dates at which time answers to written
interrogatories shall be submitted; and

(iii)

identify the false claims law investigator to whom such
answers shall be submitted.

If such demand is for the giving of oral testimony, the demand
shall—
(i)

prescribe a date, time, and place at which oral testimony
shall be commenced;

(ii)

identify a false claims law investigator who shall conduct
the examination and the custodian to whom the transcript
of such examination shall be submitted;

(iii)

specify that such attendance and testimony are necessary to
the conduct of the investigation;

(iv)

notify the person receiving the demand of the right to be
accompanied by an attorney and any other representative;
and

(v)

describe the general purpose for which the demand is being
issued and the general nature of the testimony, including
the primary areas of inquiry, which will be taken pursuant
to the demand.

Any civil investigative demand issued under this section which is
an express demand for any product of discovery shall not be
returned or returnable until 20 days after a copy of such demand
has been served upon the person from whom the discovery was
obtained.

(b)

The date prescribed for the commencement of oral testimony
pursuant to a civil investigative demand issued under this section
shall be a date which is not less than seven days after the date on
which demand is received, unless the Attorney General or an
Assistant Attorney General designated by the Attorney General
determines that exceptional circumstances are present which
warrant the commencement of such testimony within a lesser
period of time.

(G)

The Attorney General shall not authorize the issuance under this
section of more than one civil investigative demand for oral
testimony by the same person unless the person requests otherwise
or unless the Attorney General, after investigation, notifies that
person in writing that an additional demand for oral testimony is
necessary. The Attorney General may not, notwithstanding section
510 of title 28, authorize the performance, by any other officer,
employee, or agency, of any function vested in the Attorney
General under this subparagraph.

PROTECTED MATERIAL OR INFORMATION.—
(1)

(2)

(c)

(F)

IN GENERAL.—A civil investigative demand issued under subsection (a)
may not require the production of any documentary material, the
submission of any answers to written interrogatories, or the giving of any
oral testimony if such material, answers, or testimony would be protected
from disclosure under—
(A)

the standards applicable to subpoenas or subpoenas duces tecum
issued by a court of the United States to aid in a grand jury
investigation; or

(B)

the standards applicable to discovery requests under the Federal
Rules of Civil Procedure, to the extent that the application of such
standards to any such demand is appropriate and consistent with
the provisions and purposes of this section.

EFFECT ON OTHER ORDERS, RULES, AND LAWS.—Any such demand which
is an express demand for any product of discovery supersedes any
inconsistent order, rule, or provision of law (other than this section)
preventing or restraining disclosure of such product of discovery to any
person. Disclosure of any product of discovery pursuant to any such
express demand does not constitute a waiver of any right or privilege
which the person making such disclosure may be entitled to invoke to
resist discovery of trial preparation materials.

SERVICE; JURISDICTION.—

(d)

(1)

BY WHOM SERVED.—Any civil investigative demand issued under
subsection (a) may be served by a false claims law investigator, or by a
United States marshal or a deputy marshal, at any place within the
territorial jurisdiction of any court of the United States.

(2)

SERVICE IN FOREIGN COUNTRIES.—Any such demand or any petition filed
under subsection (j) may be served upon any person who is not found
within the territorial jurisdiction of any court of the United States in such
manner as the Federal Rules of Civil Procedure prescribe for service in a
foreign country. To the extent that the courts of the United States can
assert jurisdiction over any such person consistent with due process, the
United States District Court for the District of Columbia shall have the
same jurisdiction to take any action respecting compliance with this
section by any such person that such court would have if such person were
personally within the jurisdiction of such court.

SERVICE UPON LEGAL ENTITIES AND NATURAL PERSONs.—
(1)

(2)

LEGAL ENTITIES.—Service of any civil investigative demand issued under
subsection (a) or of any petition filed under subsection (j) may be made
upon a partnership, corporation, association, or other legal entity by—
(A)

delivering an executed copy of such demand or petition to any
partner, executive officer, managing agent, or general agent of the
partnership, corporation, association, or entity, or to any agent
authorized by appointment or by law to receive service of process
on behalf of such partnership, corporation, association, or entity;

(B)

delivering an executed copy of such demand or petition to the
principal office or place of business of the partnership, corporation,
association, or entity; or

(C)

depositing an executed copy of such demand or petition in the
United States mails by registered or certified mail, with a return
receipt requested, addressed to such partnership, corporation,
association, or entity at its principal office or place of business.

NATURAL PERSONS.—Service of any such demand or petition may be
made upon any natural person by—
(A)

delivering an executed copy of such demand or petition to the
person; or

(B)

depositing an executed copy of such demand or petition in the
United States mails by registered or certified mail, with a return
receipt requested, addressed to the person at the person’s residence
or principal office or place of business.

(e)
PROOF OF SERVICE.—A verified return by the individual serving any civil
investigative demand issued under subsection (a) or any petition filed under subsection (j) setting
forth the manner of such service shall be proof of such service. In the case of service by
registered or certified mail, such return shall be accompanied by the return post office receipt of
delivery of such demand.
(f)

DOCUMENTARY MATERIAL.—
(1)

SWORN CERTIFICATES.—The production of documentary material in
response to a civil investigative demand served under this section shall be
made under a sworn certificate, in such form as the demand designates,
by—
(A)

in the case of a natural person, the person to whom the demand is
directed, or

(B)

in the case of a person other than a natural person, a person having
knowledge of the facts and circumstances relating to such
production and authorized to act on behalf of such person.

The certificate shall state that all of the documentary material required by
the demand and in the possession, custody, or control of the person to
whom the demand is directed has been produced and made available to the
false claims law investigator identified in the demand.
(2)

PRODUCTION OF MATERIALS.—Any person upon whom any civil
investigative demand for the production of documentary material has been
served under this section shall make such material available for inspection
and copying to the false claims law investigator identified in such demand
at the principal place of business of such person, or at such other place as
the false claims law investigator and the person thereafter may agree and
prescribe in writing, or as the court may direct under subsection (j)(1).
Such material shall be made so available on the return date specified in
such demand, or on such later date as the false claims law investigator
may prescribe in writing. Such person may, upon written agreement
between the person and the false claims law investigator, substitute copies
for originals of all or any part of such material.

(g)
INTERROGATORIES.—Each interrogatory in a civil investigative demand served
under this section shall be answered separately and fully in writing under oath and shall be
submitted under a sworn certificate, in such form as the demand designates, by—
(1)

in the case of a natural person, the person to whom the demand is directed,
or

(2)

in the case of a person other than a natural person, the person or persons
responsible for answering each interrogatory.

If any interrogatory is objected to, the reasons for the objection shall be stated in the certificate
instead of an answer. The certificate shall state that all information required by the demand and
in the possession, custody, control, or knowledge of the person to whom the demand is directed
has been submitted. To the extent that any information is not furnished, the information shall be
identified and reasons set forth with particularity regarding the reasons why the information was
not furnished.
(h)

ORAL EXAMINATIONS.—
(1)

PROCEDURES.—The examination of any person pursuant to a civil
investigative demand for oral testimony served under this section shall be
taken before an officer authorized to administer oaths and affirmations by
the laws of the United States or of the place where the examination is held.
The officer before whom the testimony is to be taken shall put the witness
on oath or affirmation and shall, personally or by someone acting under
the direction of the officer and in the officer’s presence, record the
testimony of the witness. The testimony shall be taken stenographically
and shall be transcribed. When the testimony is fully transcribed, the
officer before whom the testimony is taken shall promptly transmit a copy
of the transcript of the testimony to the custodian. This subsection shall
not preclude the taking of testimony by any means authorized by, and in a
manner consistent with, the Federal Rules of Civil Procedure.

(2)

PERSONS PRESENT.—The false claims law investigator conducting the
examination shall exclude from the place where the examination is held all
persons except the person giving the testimony, the attorney for and any
other representative of the person giving the testimony, the attorney for the
Government, any person who may be agreed upon by the attorney for the
Government and the person giving the testimony, the officer before whom
the testimony is to be taken, and any stenographer taking such testimony.

(3)

WHERE TESTIMONY TAKEN.—The oral testimony of any person taken
pursuant to a civil investigative demand served under this section shall be
taken in the judicial district of the United States within which such person
resides, is found, or transacts business, or in such other place as may be
agreed upon by the false claims law investigator conducting the
examination and such person.

(4)

TRANSCRIPT OF TESTIMONY.—When the testimony is fully transcribed, the
false claims law investigator or the officer before whom the testimony is
taken shall afford the witness, who may be accompanied by counsel, a
reasonable opportunity to examine and read the transcript, unless such
examination and reading are waived by the witness. Any changes in form
or substance which the witness desires to make shall be entered and
identified upon the transcript by the officer or the false claims law
investigator, with a statement of the reasons given by the witness for
making such changes. The transcript shall then be signed by the witness,

unless the witness in writing waives the signing, is ill, cannot be found, or
refuses to sign. If the transcript is not signed by the witness within 30 days
after being afforded a reasonable opportunity to examine it, the officer or
the false claims law investigator shall sign it and state on the record the
fact of the waiver, illness, absence of the witness, or the refusal to sign,
together with the reasons, if any, given therefor.
(5)

CERTIFICATION AND DELIVERY TO CUSTODIAN.—The officer before whom
the testimony is taken shall certify on the transcript that the witness was
sworn by the officer and that the transcript is a true record of the testimony
given by the witness, and the officer or false claims law investigator shall
promptly deliver the transcript, or send the transcript by registered or
certified mail, to the custodian.

(6)

FURNISHING OR INSPECTION OF TRANSCRIPT BY WITNESS.—Upon payment
of reasonable charges therefor, the false claims law investigator shall
furnish a copy of the transcript to the witness only, except that the
Attorney General, the Deputy Attorney General, or an Assistant Attorney
General may, for good cause, limit such witness to inspection of the
official transcript of the witness’ testimony.

(7)

CONDUCT OF ORAL TESTIMONY.—
(A)

Any person compelled to appear for oral testimony under a civil
investigative demand issued under subsection (a) may be
accompanied, represented, and advised by counsel. Counsel may
advise such person, in confidence, with respect to any question
asked of such person. Such person or counsel may object on the
record to any question, in whole or in part, and shall briefly state
for the record the reason for the objection. An objection may be
made, received, and entered upon the record when it is claimed
that such person is entitled to refuse to answer the question on the
grounds of any constitutional or other legal right or privilege,
including the privilege against self-incrimination. Such person may
not otherwise object to or refuse to answer any question, and may
not directly or through counsel otherwise interrupt the oral
examination. If such person refuses to answer any question, a
petition may be filed in the district court of the United States under
subsection (j)(1) for an order compelling such person to answer
such question.

(B)

If such person refuses to answer any question on the grounds of the
privilege against self-incrimination, the testimony of such person
may be compelled in accordance with the provisions of part V of
title 18 [18 USCS §§ 6001 et seq.].

(8)

(i)

WITNESS FEES AND ALLOWANCES.—Any person appearing for oral
testimony under a civil investigative demand issued under subsection (a)
shall be entitled to the same fees and allowances which are paid to
witnesses in the district courts of the United States.

CUSTODIANS OF DOCUMENTS, ANSWERS, AND TRANSCRIPTS.—
(1)

DESIGNATION.—The Attorney General shall designate a false claims law
investigator to serve as custodian of documentary material, answers to
interrogatories, and transcripts of oral testimony received under this
section, and shall designate such additional false claims law investigators
as the Attorney General determines from time to time to be necessary to
serve as deputies to the custodian.

(2)

RESPONSIBILITY FOR MATERIALS; DISCLOSURE.—
(A)

A false claims law investigator who receives any documentary
material, answers to interrogatories, or transcripts of oral testimony
under this section shall transmit them to the custodian. The
custodian shall take physical possession of such material, answers,
or transcripts and shall be responsible for the use made of them and
for the return of documentary material under paragraph (4).

(B)

The custodian may cause the preparation of such copies of such
documentary material, answers to interrogatories, or transcripts of
oral testimony as may be required for official use by any false
claims law investigator, or other officer or employee of the
Department of Justice, who is authorized for such use under
regulations which the Attorney General shall issue. Such material,
answers, and transcripts may be used by any such authorized false
claims law investigator or other officer or employee in connection
with the taking of oral testimony under this section.

(C)

Except as otherwise provided in this subsection, no documentary
material, answers to interrogatories, or transcripts of oral
testimony, or copies thereof, while in the possession of the
custodian, shall be available for examination by any individual
other than a false claims law investigator or other officer or
employee of the Department of Justice authorized under
subparagraph (B). The prohibition in the preceding sentence on the
availability of material, answers, or transcripts shall not apply if
consent is given by the person who produced such material,
answers, or transcripts, or, in the case of any product of discovery
produced pursuant to an express demand for such material, consent
is given by the person from whom the discovery was obtained.
Nothing in this subparagraph is intended to prevent disclosure to
the Congress, including any committee or subcommittee of the

Congress, or to any other agency of the United States for use by
such agency in furtherance of its statutory responsibilities.
Disclosure of information to any such other agency shall be
allowed only upon application, made by the Attorney General to a
United States district court, showing substantial need for the use of
the information by such agency in furtherance of its statutory
responsibilities.
(D)

While in the possession of the custodian and under such reasonable
terms and conditions as the Attorney General shall prescribe—
(i)

documentary material and answers to interrogatories shall
be available for examination by the person who produced
such material or answers, or by a representative of that
person authorized by that person to examine such material
and answers; and

(ii)

transcripts of oral testimony shall be available for
examination by the person who produced such testimony,
or by a representative of that person authorized by that
person to examine such transcripts.

(3)

USE OF MATERIAL, ANSWERS, OR TRANSCRIPTS IN OTHER PROCEEDINGS.—
Whenever any attorney of the Department of Justice has been designated
to appear before any court, grand jury, or Federal agency in any case or
proceeding, the custodian of any documentary material, answers to
interrogatories, or transcripts of oral testimony received under this section
may deliver to such attorney such material, answers, or transcripts for
official use in connection with any such case or proceeding as such
attorney determines to be required. Upon the completion of any such case
or proceeding, such attorney shall return to the custodian any such
material, answers, or transcripts so delivered which have not passed into
the control of such court, grand jury, or agency through introduction into
the record of such case or proceeding.

(4)

CONDITIONS FOR RETURN OF MATERIAL.—If any documentary material has
been produced by any person in the course of any false claims law
investigation pursuant to a civil investigative demand under this section,
and—
(A)

any case or proceeding before the court or grand jury arising out of
such investigation, or any proceeding before any Federal agency
involving such material, has been completed, or

(B)

no case or proceeding in which such material may be used has
been commenced within a reasonable time after completion of the

examination and analysis of all documentary material and other
information assembled in the course of such investigation,
the custodian shall, upon written request of the person who produced such
material, return to such person any such material (other than copies
furnished to the false claims law investigator under subsection (f)(2) or
made for the Department of Justice under paragraph (2)(B)) which has not
passed into the control of any court, grand jury, or agency through
introduction into the record of such case or proceeding.
(5)

APPOINTMENT OF SUCCESSOR CUSTODIANS.—In the event of the death,
disability, or separation from service in the Department of Justice of the
custodian of any documentary material, answers to interrogatories, or
transcripts of oral testimony produced pursuant to a civil investigative
demand under this section, or in the event of the official relief of such
custodian from responsibility for the custody and control of such material,
answers, or transcripts, the Attorney General shall promptly—
(A)

designate another false claims law investigator to serve as
custodian of such material, answers, or transcripts, and

(B)

transmit in writing to the person who produced such material,
answers, or testimony notice of the identity and address of the
successor so designated.

Any person who is designated to be a successor under this paragraph shall
have, with regard to such material, answers, or transcripts, the same duties
and responsibilities as were imposed by this section upon that person’s
predecessor in office, except that the successor shall not be held
responsible for any default or dereliction which occurred before that
designation.
(j)

JUDICIAL PROCEEDINGS.—
(1)

PETITION FOR ENFORCEMENT.—Whenever any person fails to comply with
any civil investigative demand issued under subsection (a), or whenever
satisfactory copying or reproduction of any material requested in such
demand cannot be done and such person refuses to surrender such
material, the Attorney General may file, in the district court of the United
States for any judicial district in which such person resides, is found, or
transacts business, and serve upon such person a petition for an order of
such court for the enforcement of the civil investigative demand.

(2)

PETITION TO MODIFY OR SET ASIDE DEMAND.—
(A)

Any person who has received a civil investigative demand issued
under subsection (a) may file, in the district court of the United
States for the judicial district within which such person resides, is

found, or transacts business, and serve upon the false claims law
investigator identified in such demand a petition for an order of the
court to modify or set aside such demand. In the case of a petition
addressed to an express demand for any product of discovery, a
petition to modify or set aside such demand may be brought only
in the district court of the United States for the judicial district in
which the proceeding in which such discovery was obtained is or
was last pending. Any petition under this subparagraph must be
filed—

(B)

(3)

(i)

within 20 days after the date of service of the civil
investigative demand, or at any time before the return date
specified in the demand, whichever date is earlier, or

(ii)

within such longer period as may be prescribed in writing
by any false claims law investigator identified in the
demand.

The petition shall specify each ground upon which the petitioner
relies in seeking relief under subparagraph (A), and may be based
upon any failure of the demand to comply with the provisions of
this section or upon any constitutional or other legal right or
privilege of such person. During the pendency of the petition in the
court, the court may stay, as it deems proper, the running of the
time allowed for compliance with the demand, in whole or in part,
except that the person filing the petition shall comply with any
portions of the demand not sought to be modified or set aside.

PETITION TO MODIFY OR SET ASIDE DEMAND FOR PRODUCT OF
DISCOVERY.—
(A)

In the case of any civil investigative demand issued under
subsection (a) which is an express demand for any product of
discovery, the person from whom such discovery was obtained
may file, in the district court of the United States for the judicial
district in which the proceeding in which such discovery was
obtained is or was last pending, and serve upon any false claims
law investigator identified in the demand and upon the recipient of
the demand, a petition for an order of such court to modify or set
aside those portions of the demand requiring production of any
such product of discovery. Any petition under this subparagraph
must be filed—
(i)

within 20 days after the date of service of the civil
investigative demand, or at any time before the return date
specified in the demand, whichever date is earlier, or

(ii)

(B)

within such longer period as may be prescribed in writing
by any false claims law investigator identified in the
demand.

The petition shall specify each ground upon which the petitioner
relies in seeking relief under subparagraph (A), and may be based
upon any failure of the portions of the demand from which relief is
sought to comply with the provisions of this section, or upon any
constitutional or other legal right or privilege of the petitioner.
During the pendency of the petition, the court may stay, as it
deems proper, compliance with the demand and the running of the
time allowed for compliance with the demand.

(4)

PETITION TO REQUIRE PERFORMANCE BY CUSTODIAN OF DUTIES.—At any
time during which any custodian is in custody or control of any
documentary material or answers to interrogatories produced, or
transcripts of oral testimony given, by any person in compliance with any
civil investigative demand issued under subsection (a), such person, and in
the case of an express demand for any product of discovery, the person
from whom such discovery was obtained, may file, in the district court of
the United States for the judicial district within which the office of such
custodian is situated, and serve upon such custodian, a petition for an
order of such court to require the performance by the custodian of any
duty imposed upon the custodian by this section.

(5)

JURISDICTION.—Whenever any petition is filed in any district court of the
United States under this subsection, such court shall have jurisdiction to
hear and determine the matter so presented, and to enter such order or
orders as may be required to carry out the provisions of this section. Any
final order so entered shall be subject to appeal under section 1291 of title
28. Any disobedience of any final order entered under this section by any
court shall be punished as a contempt of the court.

(6)

APPLICABILITY OF FEDERAL RULES OF CIVIL PROCEDURE.—The Federal
Rules of Civil Procedure shall apply to any petition under this subsection,
to the extent that such rules are not inconsistent with the provisions of this
section.

(k)
DISCLOSURE EXEMPTION.—Any documentary material, answers to written
interrogatories, or oral testimony provided under any civil investigative demand issued under
subsection (a) shall be exempt from disclosure under section 552 of title 5.
(l)

DEFINITIONS.—For purposes of this section—
(1)

the term “false claims law” means—
(A)

this section and sections 3729 through 3732; and

(B)

any Act of Congress enacted after the date of the enactment of this
section [enacted Oct. 27, 1986] which prohibits, or makes available
to the United States in any court of the United States any civil
remedy with respect to, any false claim against, bribery of, or
corruption of any officer or employee of the United States;

(2)

the term “false claims law investigation” means any inquiry conducted by
any false claims law investigator for the purpose of ascertaining whether
any person is or has been engaged in any violation of a false claims law;

(3)

the term “false claims law investigator” means any attorney or investigator
employed by the Department of Justice who is charged with the duty of
enforcing or carrying into effect any false claims law, or any officer or
employee of the United States acting under the direction and supervision
of such attorney or investigator in connection with a false claims law
investigation;

(4)

the term “person” means any natural person, partnership, corporation,
association, or other legal entity, including any State or political
subdivision of a State;

(5)

the term “documentary material” includes the original or any copy of any
book, record, report, memorandum, paper, communication, tabulation,
chart, or other document, or data compilations stored in or accessible
through computer or other information retrieval systems, together with
instructions and all other materials necessary to use or interpret such data
compilations, and any product of discovery;

(6)

the term “custodian” means the custodian, or any deputy custodian,
designated by the Attorney General under subsection (i)(1); and

(7)

the term “product of discovery” includes—

(8)

(A)

the original or duplicate of any deposition, interrogatory,
document, thing, result of the inspection of land or other property,
examination, or admission, which is obtained by any method of
discovery in any judicial or administrative proceeding of an
adversarial nature;

(B)

any digest, analysis, selection, compilation, or derivation of any
item listed in subparagraph (A); and

(C)

any index or other manner of access to any item listed in
subparagraph (A); and

the term “official use” means any use that is consistent with the law, and
the regulations and policies of the Department of Justice, including use in
connection with internal Department of Justice memoranda and reports;

communications between the Department of Justice and a Federal, State,
or local government agency, or a contractor of a Federal, State, or local
government agency, undertaken in furtherance of a Department of Justice
investigation or prosecution of a case; interviews of any qui tam relator or
other witness; oral examinations; depositions; preparation for and response
to civil discovery requests; introduction into the record of a case or
proceeding; applications, motions, memoranda and briefs submitted to a
court or other tribunal; and communications with Government
investigators, auditors, consultants and experts, the counsel of other
parties, arbitrators and mediators, concerning an investigation, case or
proceeding.
*

*

*

S. 386 Section 4(f):
EFFECTIVE DATE AND APPLICATION.—The amendments made by this section shall take
effect on the date of enactment of the Act and shall apply to conduct on or after the date of
enactment, except that—
(1)

subparagraph ( B) of section 3729(a)(1) of title 31, United States Code, as
added by subsection (a)(1), shall take effect as if enacted on June 7, 2008,
and apply to all claims under the False Claims Act (31 U.S.C. 3729 et
seq.) that are pending on or after that date; and

(2) section 3731(b) of title 31, as amended by subsection (b); section 3733, of title 31, as
amended by subsection (c); and section 3732 of title 31, as amended by subsection (e); shall
apply to cases pending on the date of enactment.

Appendix 2

Appendix 3
Motions in Limine

Topics for Motions in Limine in FCA Cases
Exclusion of relator testimony about “fraud” as a legal conclusion
Evidence of assertion of Fifth Amendment privileges in prior cases
Exclusion of references to grand jury or government investigations
Evidence of out-of-state conduct
Evidence about claims other than those at issue
Expert qualifications under Daubert. See, e.g., United States ex rel. Plaintiffs v. AseraCare Inc.,
No. 2:12CV245-KOB, 2014 WL 6879254 (N.D. Ala. Dec. 4, 2014) (granting and denying
motions); Veridyne Corp. v. United States, No. 06-150C, 2011 WL 6017920 (Fed. Cl. Dec. 5,
2011) (finding government expert witness’s testimony inadmissible).
Expert testimony on statistical sampling and extrapolation. See, e.g., United States ex rel. Ruckh
v. Genoa Healthcare, LLC, No. 8;11-cv-1303-T-23TBM, 2015 WL 1926417 (N.D. Fla. Apr. 28,
2015) (allowing testimony); United States ex rel. Plaintiffs v. AseraCare Inc., No. 2:12CV245KOB, 2014 WL 6879254 (N.D. Ala. Dec. 4, 2014) (allowing jury to decide questions of
credibility, fact, and relative weight to give statistical sampling evidence); United States ex rel.
Loughren v. Unumprovident Corp., 604 F. Supp. 2d 259 (D. Mass. 2009) (granting motion in
limine and excluding testimony of expert who used statistical techniques to extrapolate from the
number of false claims within a sample of claims to estimate the total number of false claims
filed).
Expert testimony on defendant’s conduct. Simoneaux v. E.I. Du Pont De Nemours & Co., No.
12-219-SDD-SCR, 2014 WL 5453587 (M.D. La. Oct. 27, 2014) (ruling that expert could not
give an opinion on the “reasonableness” of the defendant’s conduct because it was the ultimate
issue for the jury).
Evidence of government’s continuing contracts with defendant. United States ex rel. Ubl v. IIF
Data Solutions, No. 009-2280, 2011 WL 1474783 (4th Cir. Apr. 19, 2011) (ruling that this
evidence was properly admitted).
Evidence of damages. See, e.g., Veridyne Corp. v. United States, No. 06-150C, 2011 WL
6017920 (Fed. Cl. Dec. 5, 2011) (ruling lay witness testimony offered to show intangible harm to
SBA program inadmissible); United States ex rel. Purcell v. MWI Corp., No. 98-2088 (GK), slip
op. (D.D.C. Nov. 6, 2013) (allowing defendant’s evidence of loan repayment).
Retaliation claims. See, e.g., Murphy vs. Baptist Medcare, Inc., No. 4:02-cv-440, U.S. Dist.
LEXIS 104991 (E.D. Ark. Dec. 22, 2008) (excluding evidence of similar employee dismissed by
same individual at another company); Kakeh v. United Planning Organization, Inc., DDC No
05-1271 (GK), 587 F. Supp. 2d 125 (Nov. 19, 2008) (rulings on various motions in limine).

Failure to disclose witness in a timely fashion. Williams v. C. Martin Co., No. 07-6592, 2014
WL 3385129 (E.D. La. July 10, 2014).

Appendix 4
Jury Instructions*

*Readers should note that these are the jury instructions that the judge actually used in
United States ex rel. Rigsby v. State Farm Fire & Casualty Co., No. 1:06CV433-HSO-RHS
(S.D. Miss.). They are included as illustrative examples for discussion purposes. The
author does not support these particular instructions or agree that they are correct.
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CIVIL FALSE CLAIMS ACT: Little-Noticed
Aspect of Recent Third Circuit Decision Could
Have Big Impact on False Claims Act Cases
Since its issuance last week, the Third Circuit’s decision in United States ex rel. Customs Fraud
Investigations, LLC v. Victaulic Co., No. 15-2169, 2016 U.S. App. LEXIS 18026 (3d Cir. Oct. 5, 2016), has
engendered considerable interest for its ruling with respect to reverse false claims liability in the growing
arena of False Claims Act (“FCA”) cases arising out of the failure to pay customs duties. In that regard,
the court interpreted a 2009 amendment to the FCA’s reverse false claims provision in the expansive
manner advocated by both the relator and the United States. The decision therefore is unwelcome news
for importers who have been facing an onslaught of FCA actions.
Troubling as that circumstance may be for businesses attempting to comply with complicated customs
regulations, another aspect of the decision may be even more consequential, with an impact felt by
defendants across the entire spectrum of FCA cases. In particular, the court appears to have sanctioned
the use by relators (and the government) of untested “statistical” allegations to satisfy Rule 8(a) and 9(b)
pleading standards. If so, the court may have made it much easier for FCA plaintiffs to withstand motions
to dismiss in the very large and complex cases where pleading discipline is needed most—to rein in
speculative allegations and the enormous discovery burdens that inevitably follow. We focus on that
aspect of the Victaulic decision in this Alert.
Background of the Case
Fitting another emerging trend that deserves scrutiny in its own right, the Victaulic case was filed by an
entity—Customs Fraud Investigations, LLC (“CFI”)—that apparently was created for the sole purpose of
pursuing qui tam claims. In its complaint, CFI alleged that Victaulic, a pipe fittings manufacturer, had
violated the FCA’s “reverse false claims” provision, which imposes liability on a defendant who “knowingly
makes, uses, or causes to be made or used, a false record or statement to conceal, avoid, or decrease
an obligation to pay or transmit money or property to the Government.” 31 U.S.C. § 3729(a)(1)(G).
An importer is obliged to pay a “marking duty” if imported goods are not marked with country-of-origin
information before they are released into the stream of commerce in the United States. CFI alleged that
Victaulic engaged in a ten-year scheme to defraud the government by importing pipe fittings without
disclosing that the fittings were improperly marked (or unmarked) and without paying marking duties. CFI
did not claim to have any inside company information to support its claims. Instead, CFI admittedly based
its FCA allegations on a supposed statistical analysis involving: (1) CFI’s review of shipping data that it
had purchased through a subscription service, and CFI’s conclusion from those data that Victaulic
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imported the majority of its pipe fittings from outside of the U.S.; and (2) CFI’s conclusion, following its
analysis of a “sample” comprised of postings and photos on eBay, that virtually none of the Victaulic
products were properly marked with their country of origin.
Initially, the district court dismissed the complaint for failing to satisfy the Twombly/Iqbal standard for
plausibility. Then, the district court denied CFI’s attempt to amend the complaint on the grounds that the
motion to amend was not timely, did not satisfy Rule 9(b), and, in any event, would have been futile
because any failure to mark the goods would not give rise to reverse false claims liability. Throughout,
the district court found serious flaws with CFI’s allegations, including CFI’s failure to demonstrate that any
of the unmarked pipe fittings it identified in its survey were not U.S.-made and CFI’s failure to show that
Victaulic had not paid marking duties on any fittings imported from abroad.
On appeal, the United States filed an amicus curiae brief solely to challenge the district court’s ruling that
omission of country of origin markings could not give rise to FCA liability. In a split decision, the Third
Circuit reversed the district court. In so doing, not surprisingly, the court generally adopted the United
States’ position that the alleged conduct would be actionable as a reverse false claim. Keying in on the
2009 FERA amendments to the FCA, which added an express definition of the term “obligation,” and a
Senate Report discussing the definition of “obligation,” the appellate court held that “[t]he statutory text,
legislative history, and policy rationale underlying the regulatory scheme all lead to one conclusion:
reverse false claims liability may attach as a result of avoiding marking duties.” Victaulic, 2016 U.S. App.
LEXIS 18026, at *28-29. Many observers have commented on this aspect of the decision and noted its
significance to cases basing FCA violations on such marking omissions.
The Court’s Plausibility Ruling May Make It Much Easier for Relators to Survive Motions to Dismiss
Beyond its interpretation of Section 3729(a)(1)(G), the Third Circuit also addressed the plausibility of
CFI’s sweeping allegations of fraud. In so doing, the court determined that CFI’s allegations passed
muster under Rule 8(a) because they were supported by a so-called statistical analysis. The court’s
acceptance of CFI’s untested methodology for pleading purposes—absent any other indicia of fraud—is
remarkable, and it likely will spur other relators to present equally speculative and unsupported
allegations in the belief that such claims can survive early dismissal motions. This outcome could change
the landscape for FCA litigation (particularly in cases alleging widespread fraudulent schemes) and may
inhibit the ability of defendants and the courts to weed out speculative claims at the pleading stage.
Giving a nod to this concern—and perhaps prompted to do so by the arguments of a dissenting panelist
(as discussed below)—the Third Circuit noted: “[t]he District Court was skeptical of the validity of CFI’s
methods of determining whether Victaulic had imported unmarked goods. We, too, are skeptical.” Id. at
*33. The Third Circuit also stated that “[t]here is little evidence to show that CFI’s unusual procedure of
reviewing eBay listings is an accurate proxy for the universe of Victaulic’s products available for sale in
the United States.” Id. Yet, remarkably, the Third Circuit reasoned that “such skepticism is misplaced at
the Rule 12(b)(6) stage” and “CFI’s [amended complaint] contains just enough … to allege a plausible
course of conduct by Victaulic to which liability would attach.” Id. at *33, 35.
While the Third Circuit noted that there is “great expense and difficulty that may accompany False Claims
Act discovery and…burden on defendants and their shareholders and investors of having unresolved
allegations of fraudulent conduct in pending proceedings,” id. at *35-36, it seemingly did not appreciate
that such burden, difficulty, and expense is exactly why “skepticism” must be explored at the pleading
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stage. Instead of dismissing the complaint under Rules 8(a) and 9(b), the Third Circuit instead looked to
“controlled discovery” as a panacea for such concerns. Id. at *37.
Dissent Explains the Flaws and Dangers Stemming from CFI’s Reliance on “Statistical” Allegations
While the Third Circuit’s majority decision acknowledged that CFI’s allegations “must of course be based
on a reliable methodology,” id. at *30, it failed to ensure that CFI’s claims satisfied this standard. In so
doing, it essentially left the “plausibility” determination to be decided at a later stage of the action. Yet,
that day of pleading reckoning likely will never come. Instead, armed with evidence obtained in
discovery, CFI almost certainly will rely on other information in an attempt to prove its claims at trial.
Indeed, the likelihood that any court would admit at trial the “statistical” analysis proffered by CFI at the
pleading stage is virtually nil.
The dissent recognized this problem and, in a methodical fashion, criticized CFI’s unscientific eBay
methodology as unreliable evidence that did not support the plausible inference of liability required by
Rule 8(a), let alone that “surpasses the high bar to allege fraud” required under Rule 9(b). Id. at *65-66
(Fuentes, J., dissenting). The dissent made clear that “CFI’s investigation into Victaulic’s imports is
incapable of supporting the kinds of statistical inferences that CFI wants us to draw,” id. at *42, and listed
a chain of no fewer than nine CFI assumptions, extrapolations, and inferences that did not validly and
scientifically support the allegations of fraud, including the following:


Step three: Assume that Victaulic products available on eBay constitute a perfectly
representative sample of Victaulic products for sale in the United States.



Step four: Assume that photographs on eBay are not stock images but rather accurate
depictions of the physical items being sold.



Step five: Assume that a nonrandom sample of 221 of Victaulic items for sale on eBay is also
perfectly representative of Victaulic products sold in the United States.



Step six: While 40 items out of this 221-item sample contain unclear photographs, assume that
we can rectify that problem with a nonrandom sample of ten items, examined in person.

Id. at *55-56 (emphasis in original). The full list goes on, but from this excerpt, it is clear that the statistical
evidence did not reliably support the allegations against Victaulic because CFI had failed to follow two
basic tenets of statistical sampling: (1) survey the correct population, and (2) use a random sample.
The dissent also demonstrated why the majority’s reliance on CFI’s “expert” declaration (attached as an
exhibit to CFI’s proposed amended complaint) was misplaced, describing the declaration’s “rhetorical
gambit” of merely repeating CFI’s conclusions using technical-sounding terms. Id. at *61.
Key Take-Aways
The Third Circuit’s decision to permit CFI to proceed with its FCA claims based on a flawed and untested
statistical analysis in the absence of any other evidence of fraud lays the groundwork for future abuse.
The plausibility and particularity pleading standards of Rules 8(a) and 9(b)—and the policy rationales on
which they are based—are not so easily satisfied. It is of little comfort that the Third Circuit recognized
and sought to mitigate this danger by suggesting that the district court employ “controlled discovery.”
Moreover, even where plaintiffs present an admissible statistical study, FCA allegations should not be
allowed to proceed to discovery simply because fraud could have occurred, in a mathematical or scientific
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sense. There also must be factual allegations, or a level of proof, that make other plausible explanations
unlikely and that allow defendants to be on notice, with particularity, of the allegations against them. As
the dissent pointed out, “a federal lawsuit is not a mechanism to confirm a vague suspicion that fraudulent
conduct occurred.” Id. at *66 (emphasis in original).
*

*
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Anti‐Kickback Statute
• Prohibits the knowing and willful
– Offer or payment
– Solicitation or receipt
– Of remuneration

• In return for referring a federal health program patient
or
• To induce the purchasing, leasing or arranging for, or
recommending the purchasing or leasing
• Of items or services paid in whole or in part by a
federal health care program
3

AKS Safe Harbors
• Statutory: discounts, employment, GPOs,
certain copay waivers, certain managed care
• Numerous regulatory safe harbors
• Strict compliance with a SH “immunizes” the
activity from the AKS.
4
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Criminal AKS
•
•
•
•
•

Warner Chilcott subsidiary
Warner Chilcott individuals
Olympus Corporation of the Americas
Tenet/Clinica de la Mama
Michael Rheinstein
5

Warner Chilcott
• Subsidiary of WC pled guilty to felony health care fraud
and paid $125 million to settle criminal and civil
charges arising from drug marketing programs
• Between 2009 and 2013, WC alleged to have directed
employees to pay remuneration to physicians to induce
them to prescribe WC drugs
• Payments consisted of meals and other remuneration
for “medical education events” that often contained
minimal or no education component
6
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U.S. v. W. Carl Reichel
• Reichel was former president of WC subsidiary
• U.S. indicted Reichel for conspiracy to violate the AKS
• Reichel alleged to
– Have established the sales strategy of free dinners
– Sales people encouraged to take physicians out 2x week w/
$150 limit per person
– Med education dinner speakers got $600‐$1200 but for
roundtables w/ no fixed presentation
– Spouses welcome

• Reichel acquitted
7

U.S. v. W. Carl Reichel
• Court’s jury instruction on inducement:
[i]n order to be a relevant inducement the remuneration
must involve an intent to execute a quid pro quo transaction.
A defendant cannot be convicted of violating the [AKS]
merely because he sought to cultivate a business
relationship or create a reservoir of goodwill that might
ultimately affect one or more purchase or order decisions.
…However, a defendant may act with a mixture of motives
and the Government’s burden is to prove that part of the
remuneration is intended to compensate for past orders
and/or induce future orders; but it is not required to prove
that such compensation was the only reason for the
remuneration.
8
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U.S. v. W. Carl Reichel
• Jury instruction on “good faith”
Since an essential element of the offense is that it be undertaken
“knowingly” and “willfully,” it follows that good faith on the part of
the defendant is a complete defense. … The government has to
prove intent, and that means overcoming any reasonable doubt
regarding the defendant’s good faith. That is to say, however
intentional the conduct may have been, the law is not violated if
the defendant acted in good faith and held an honest belief that his
actions were proper and not in furtherance of some illegal venture.
The defendant has no burden to prove the defense of good faith.
The burden is on the government to prove criminal intent and,
consequently, to prove lack of good faith.
9

Other WC Individuals
• Rita Luthra, MD indicted for violation AKS by taking $23,500
in meals and speaker fees from WC
• Two former Warner Chilcott district managers, Jeffrey
Podolsky and Timothy Garcia previously pled guilty to
charges including conspiracy to commit health care fraud
and violations of the Health Insurance Portability and
Accountability Act (HIPAA).
• A third former district manager, Landon Eckles was
criminally charged for alleged HIPAA violations relating to
an alleged prior authorization scheme
10

5

U.S. v. Olympus Corp of the Americas
• OCA entered into deferred prosecution agreement paid criminal
penalty of $312.4 million
• OCA entered civil FCA settlement of $ 310.8 million
– Whistleblower was new compliance officer

• Criminal complaint charged that OCA won new business and
rewarded sales by giving doctors and hospitals kickbacks, including
consulting payments, foreign travel, lavish meals, millions of dollars
in grants, and free endoscopes.
• OCA agreed the charges were true
• Unclear if any individuals will face prosecution
11

Tenet/Clinica de la Mama
• Tenet announced settlement of criminal and civil actions
– Non‐prosecution agreement
– $146 million criminal penalty
– $368 million civil settlement

• Allegations were that four Tenet hospitals in GA and SC paid
kickbacks to obstetrics clinics and related entities known as
Hispanic Medical Management d/b/a Clinica de la Mama (HMM) for
referrals of patients, primarily undocumented women, for labor and
delivery at the hospitals, which then billed Medicaid
• Two non‐operating subs entered the plea
12
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Michael J. Reinstein
• A Chicago psychiatrist pled guilty to AKS and sentenced
to 9 months in prison and forfeited $ 592,000.
• Reinstein was alleged to have received approximately
$600,000 in “consulting fees” and “entertainment
expenses” in exchange for prescribing the anti‐
psychotic medication Clozapine to thousands of elderly
and indigent patients in nursing homes and hospitals
• He also settled a civil case with the US and Illinois for
$3.8 million.
13

Biodiagnostic Laboratory Services
• BLS pled guilty to violation of AKS and the Travel
Act in USDC NJ
• Straight forward payments for referrals scheme
(blood draw payments, sham leases, consulting)
• Government has so far obtained over 40 guilty
pleas, including 27 physicians
• More pleas are likely
14

7

AKS Civil FCA Case Trends
• Many more civil FCA cases based on alleged AKS
violations
• Several of big criminal cases discovered through qui
tams (Olympus, Tenet)
• More cases going forward even if DOJ declines
• Cases seem to be eroding safe harbors
• Courts skeptical of OIG guidance as law
• Unlike Stark, AKS cases are not easy cases to prove up
15

Pharma Continues To Be In Bullseye
• New wave of cases focus on three areas
– Physician relationships (dining, consulting)
– Discounts based on formulary compliance
initiatives
– Market share discounts generally

• Very disturbing judicial interpretations of the
discount safe harbor
16
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Pharma ‐ Physician Relationships
• United States ex rel. John Slowik et al. v. Olympus Corporation of
the Americas, et al., Civ. No. 10‐cv‐5994 (D. N.J)
– $ 312 million
– giving key customers "permanent loans" of medical equipment at the
request of Olympus sales and marketing personnel
– Giving consulting contracts of up to $100,000 a year to certain "VIP"
doctors at the discretion of Olympus sales and marketing
representatives
– Annual "grants" to fund educational or research programs made by a
grant committee comprised solely of Olympus sales and marketing
personnel
– Funding luxury, all‐expense paid vacations to Japan and other
international destinations for "VIP" doctors and sometimes their
spouses in exchange for purchases and promotion of Olympus medical
17
products

Pharma ‐ Physician Relationships
• United States ex rel. Alexander, et al. v. Warner Chilcott
plc, et al., Civil Action No. 11‐CA‐1121 (D. Mass.).
– $102 million
– Chilcott employees, at the direction of company
management, provided payments, meals and other
remuneration associated with so‐called “Medical
Education Events,” which included dinners, lunches and
receptions.
– Case also contained fraudulent prior authorization
allegations
18
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Pharma ‐ Physician Relationships
•

U.S. ex rel. Peikin v. Salix Pharmaceuticals, 12 Civ. 3870 (SDNY) and others
– Salix paid $ 54 million and admitted the following
– speaker programs were an important part of Salix's selling strategy,
with approximately 10,000 speaker programs conducted during that
time.
– Speaker payments ranged from $250 (for a doctor available on call to
answer questions associated with a pre‐recorded program) to $4,500
(for a doctor who spoke at an in‐person program and had a specified
level of experience and certain credentials).
– Salix paid over 500 individual physicians such honoraria with dozens of
physicians earning over $50,000, and several even earning over
$100,000.
19

Salix Pharmaceuticals (cont’d)
• Salix employees held speaker programs that were primarily social in
nature or did not otherwise comply with the company's internal
policies.
• With respect to pre‐recorded speaker programs, there were
numerous instances where either: the Salix sales representative did
not play the pre‐recorded presentation; the Salix sales
representative played the pre‐recorded presentation but placed the
laptop or other viewing device in a location where it could not
easily be seen (or at a volume where it could not readily be heard);
and/or the designated approved speaker was not called at the end
of the pre‐recorded presentation, but still received their
honorarium payment.
20
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Pharma ‐ Physician Relationships
• United States ex rel. Witkin v. Medtronic, Inc., No.
11‐10790‐DPW (D. Mass. May 23, 2016)
– Ct. denied motion to dismiss AKS violations
– Allegations that Medtronic hosted iPro clinics in
physicians’ offices to fit patients with insulin pumps
w/out physician involvement (services the physicians
would otherwise have had to pay for), and
– Medtronic paid above FMV for staff services
21

Pharma ‐ Physician Relationships
•

United States ex rel. Booker v. Pfizer, Inc., No. 11166‐DPW (D. Mass. May
23, 2016)
– Ct. granted Pfizer summary judgement on off label mktg and AKS allegations.
– AKS allegations involved a “sham speaker” program
– “the record shows that the fees [paid to the physician speakers] were
objectively calculated to provide fair market value,”
– The court found it “unremarkable” that Pfizer tracked its return on investment
from the series; “as a for‐profit company, this is to be expected.” The court
noted that while Pfizer tracked prescriptions written by attendees, the
company didn’t track prescriptions written by speakers.

•
•

See also, United States ex rel. King v. Solvay SA, No. H‐06‐2662 (S.D. Tex.)
Recent SDNY investigation into Novartis physician speaker programs
– http://www.fiercepharma.com/pharma/novartis‐kickbacks‐case‐explodes‐
feds‐demand‐for‐backup‐on‐80‐000‐doctor‐events
22
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Pharma Discount Cases
• Over last few years, DOJ has intervened and settled a number of
FCA cases alleging that Pharma paid kickbacks to institutional
pharmacies (Omnicare, Pharmerica)
• Alleged kickbacks consisted of discounts on formulary preferred
drugs for the pharmacies’ efforts to promote customer compliance
• Govt position is that discounts to buyers conditioned on their
promotion of products to their buyers is not a discount
– Ignores AO 98‐2
– Ignores exclusive contracts and similar arrangements
– Ignores the text of the discount safe harbor which say only that a
discount is “ a reduction in the price of the product”
23

Representative Pharma Discount Cases
• See United States ex rel. Lisitza v. Johnson & Johnson, et al., C.A.No.
07‐10288‐RGS, 05‐11518‐RGS, 2011 WL 673925 (D. Mass.)
• United States ex rel. Richard Templin and James Banigan et al v.
Organon USA Inc. et al., 1:07‐cv‐12153, (D. Mass)
• United States ex rel. Spetter v. Abbott Labs., et al., Case No. 10‐cv‐
00006 (W.D. Va.)
• United States ex rel. McCoyd v. Abbott Labs., et al., Case No. 07‐cv‐
00081 (W.D. Va.)
• United States ex rel. Kester, et al. v. Novartis Pharmaceuticals
Corporation, 11 CV 8196 (S.D.N.Y.)
24
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Pharma Discount Cases
• Relators are now pursuing declined cases alleging that
market share discounts violate AKS and do not qualify for
the discount safe harbor
• United States ex rel. Richard Templin and James Banigan et
al v. Organon USA Inc. et al., 1:07‐cv‐12153(Dt. MA)
– Judge denied Omnicare motion for summary judgment
– Court held that discount safe harbor for charge based providers
was only available IF THE GOVT HAD ACTUALLY ASKED FOR
DISCOUNT INFORMATION AND BUYER HAD PROVIDED IT

• In other words, no one qualifies!!
25

The Relevant Language
“remuneration” does not include a discount … as long as the buyer complies with the [following]
standards
If the buyer is an individual or entity in whose name a claim or request for payment is submitted for the
discounted item or service and payment may be made, in whole or in part, under Medicare,
Medicaid or other Federal health care programs …, the buyer must comply with both of the
following standards—
(A) The discount must be made at the time of the sale of the good or service or the terms of the rebate
must be fixed and disclosed in writing to the buyer at the time of the initial sale of the good or
service; and
(B) the buyer (if submitting the claim) must provide, upon request by the Secretary or a State agency,
information [regarding the purchase price] provided by the seller …

26
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Next Pharma Targets?
• Patient assistance programs?
• Feds reported to have issued subpoenas to
Giliead, Jazz Pharmaceuticals, and Biogen
• OIG spent much of last year, terminating and
modifying numerous advisory opinions related
to PAPs.
27

Other Cases of Note
• U.S. ex rel. Robinson‐Hill v. Nurses’ Registry and Home
Health Corp., 2015 WL 3403054 (E.D. Ky. May 27,
2015)(HHA gave sports and other tickets to referring
physicians w/ value under Stark limit)($ 9.2 million)
• US ex rel. everybody v. Millennium ($ 256 million)(various
false claims as well as free pee cups)
• United States et al. ex rel. Dr. Gibran Ameer v. Philips
Electronics North America, et al., Case No. 2:14‐cv‐2077‐
PMD (D.S.C.)($ 35 million) (free call center services)
28
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Other Cases of Note
• United States and State of Georgia ex rel. Adam Nauss
v. Sweet Dreams Nurse Anesthesia, 5:14‐CV‐330 (M.D.
GA)($1 million)(free anesthesia drugs to ASCs)
• See United States ex rel. Newman v. OPKO Health Inc.,
No. 3:13‐cv‐0700 (M.D. Tenn.)($9.35 million)(free EHR)
• Swapping cases for ambulance services
• FL Anesthesia Society filed qui tam against several FL
ASCs alleging ASC’s hiring of CRNAs violates AKS
29

OIG Developments
• New safe harbors pending at OMB
• No significant advisory opinions
– Most revising old Patient Assistance Program opinions
– Others on waiving inpatient copays in networks

• No significant new guidance
• Continued emphasis on affirmative CMP cases
30
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Stark Law Developments
•
•
•
•

2016 Regulatory Amendments ‐ Highlights
Tuomey’s Legacy
Stark/FCA Case Trends
Stark Reform Developments

31

The Stark Law’s Prohibitions
•

Unless an exception applies, if a physician (or an immediate family
member) has a financial relationship with an entity that furnishes
designated health services (DHS Entity)
• the physician is prohibited from making a referral to the DHS Entity for
designated health services (DHS)
• the DHS Entity is prohibited from submitting a claim or bill to any
payor for DHS furnished pursuant to a prohibited referral
• no claim may be paid by Medicare that is for DHS furnished pursuant
to a prohibited referral
• if the claim is paid, the DHS Entity is prohibited from retaining the
payments
32
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The Stark Law & Financial Relationships
• Financial relationships can arise from
ownership/investment or compensation arrangements
– Compensation arrangements arise from any remuneration to or
from a physician, subject to certain exceptions

• Financial relationships can be direct or indirect
• Physician‐owners of a practice are deemed to “stand in the
shoes” of the practice, and non‐owner physicians can elect
to “stand in the shoes”
– The practice is no longer an intervening entity
– Compensation to the practice is deemed compensation to each
physician standing in the shoes of the practice
33

The Stark Law’s Exceptions
• The Stark Law has many exceptions, including 24
compensation exceptions
• There are compensation exceptions for:
space leases
equipment leases
employment compensation
personal services arrangements
physician recruitment incentives and physician retention
incentives and
• other common arrangements
•
•
•
•
•

34
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The Stark Law’s Exceptions
• Most of the compensation exceptions require that the
compensation to the physician be
– set in advance
– fair market value
– not be determined in a manner that takes into account the volume or
value of referrals or other business generated by the physician for the
DHS Entity (“volume/value standard”)
– pursuant to a commercially reasonable arrangement

35

The Stark Law’s Exceptions
• Except for the employment exception, the compensation
exceptions generally require that the arrangement
– Be set forth in a writing signed by the parties before the arrangement
commences
– Have a duration of one year
– Not change the compensation terms more frequently than once/year

36
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The Stark Law’s DHS
The 10 “designated health services” or “DHS” are:
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.

Clinical laboratory services
Physical and occupational therapy services
Radiology and other imaging services
Radiation therapy services and supplies
Durable medical equipment and supplies
Parenteral and enteral nutrients, equipment and supplies
Prosthetics, orthotics, and prosthetic devices and supplies
Home health services
Outpatient prescription drugs
Inpatient and outpatient hospital services
37

2016 Stark Regulatory Amendments –
Highlights
• Most significant revisions to the Stark regulations since 2008
• Generally, the amendments were effective

January 1, 2016
• Note: Certain amendments are “clarifications” of CMS’s
interpretation of existing regulations; have retroactive effect
38
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2016 Stark Regulatory Amendments ‐
Highlights
• Changed the word “agreement” to “arrangement” in most of
the compensation exceptions to clarify that the required
signed writing does not have to be a single formal agreement
or contract between the parties
– Even where “written agreement” was retained, CMS does not
interpret to require a single formal contract

• Confirms that the signed writing can be composed of more
than one writing
• “Clarification” has retroactive effect

39

2016 Stark Regulatory Amendments ‐
Highlights
• “[T]here is no requirement under the physician self‐
referral law that an arrangement be documented in a
single formal contract. . . . a collection of documents,
including contemporaneous documents evidencing the
course of conduct between the parties, may satisfy the
writing requirement of the leasing exceptions and
other exceptions that require that an arrangement be
set out in writing. “
– 80 Fed. Reg. at 71, 314–15
40

20

2016 Stark Regulatory Amendments ‐
Highlights
• Examples of individual documents that could be considered as
part of a collection of documents satisfying the writing
requirement:
–
–
–
–
–
–

Board meeting minutes authorizing payments for specified services
Written (including electronic) communication between the parties
Fee schedules for specific services
Check requests or invoices identifying items/services provided
Time sheets
Accounts payable data
41

2016 Stark Regulatory Amendments ‐
Highlights
• Signatures must be on one or more of the
contemporaneously prepared writings
– Need not evidence intent to enter into an agreement or
contract
– “Clarification” has retroactive effect

• No guidance on what constitutes a “signature,”
– Note that electronic communications can satisfy writing
requirement
42

21

2016 Stark Regulatory Amendments ‐
Highlights
• Increased the 30‐day grace period for obtaining signatures to
a 90‐day grace period
– Regardless of the reason for late signature
– Clarifies that this is a signature grace period, not a signed writing grace
period

• Signed writing requirement applies to all physicians “standing
in the shoes” of practice
– Can be satisfied by signature of duly authorized representative

• Can only be used once/3 years with same physician
43

2016 Stark Regulatory Amendments ‐
Highlights
• One‐year term requirement changed to one‐year duration
requirement
– Amendments clarify that a signed writing does not need to state a term
length, except the FMV exception still requires a stated term
– Even “one year duration” requirement is misleading ‐ requires a duration of
one year, but early termination permitted so long as the parties wait until the
anniversary of the arrangement to enter into new arrangement for the same
or substantially similar services/items
– One‐year term requirement really a restriction on more than one arrangement
for the same or substantially the same services/items in a year
44
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2016 Stark Regulatory Amendments ‐
Highlights
•

If writing has a stated term length, the writing expires with the term; can
use the holdover provisions for the space rental, equipment rental and
personal services exceptions

•

Increases the six‐month holdover provision of space rental, equipment
rental and personal services exceptions to an indefinite period of time,
provided the terms of the arrangement do not change
– Must continuously meet all of the requirements of the exception
throughout the holdover other than the signed writing requirement,
including the fair market value standard
45

Non‐Physician Practitioner (NPP)
Recruitment Assistance Exception
• What assistance can be provided?
– Up to 50% of the NPPs salary, signing bonus and benefits
• Limitations on assistance
– NP’s compensation and benefits must be fair market value
– Assistance cannot be conditioned on referrals by practice or NPP
– Dollar amount of assistance cannot take into account the volume or
value of referrals by the practice or the NPP
– Assistance can only be for up to 2 consecutive years
– Assistance can only be provided to a practice once/3 years

46
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Non‐Physician Practitioner (NPP)
Recruitment Assistance Exception
• Who can provide the assistance?
– Hospitals, federally‐qualified health centers and rural health centers
(qualifying facilities)

• Which NPPs?
– Nurse practitioners, physician assistants, clinical nurse specialists, nurse‐
midwives, clinical social workers and clinical psychologists (NPPs)
– NPPs cannot have practiced, or been engaged by a practice located, in the
geographic area served by the qualifying facility

• For what services?
– Primary care and mental health services (at least 75% of the NPP’s services)

47

Timeshare Arrangements Exception
• Conveying the right to use premises, equipment,
personnel, items, supplies or services on a limited or
as‐needed basis
• Does not preclude historical reliance on the space
lease, equipment lease and FMV exceptions
• Benefit: Does not require exclusive use and control
over non‐common space
48
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Timeshare Arrangements Exception
• Requirements:
– By and between a hospital, physician organization and/or physician (with
limitations)
– Cannot confer “possessory leasehold interest” in space (for that, use space
lease exception)
– Equipment and other items and services must be used on same schedule as
the use of space
– Space and items must be used predominantly for evaluation and management
(E/M) services
• “Predominantly” not defined

– Any DHS must be incidental to E/M services and furnished at the same office
visit
– Equipment must be located in the same building, and cannot be advanced
imaging equipment or radiation therapy equipment, or used for clinical or
pathology services (except CLIA‐waived tests)
49

Tuomey’s Legacy
• Proof of intent for the compensation to take into
account the volume or value of referrals is not
enough to prove that the compensation took into
account the volume or value of referrals
– Following Villafane v. Solinger, key to preserving
any semblance of a “bright‐line” “volume or value”
standard
50
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Tuomey’s Legacy
•

Tuomey’s “bad facts” are easily distinguishable from common productivity
compensation to surgeons
– Tuomey’s compensation to the surgeons for personally‐performed
surgeries was conditioned on the docs referring their private practice
patients to Tuomey for the surgeries instead of a competitive ASC
– But Tuomey has caused concern because the 4th Circuit’s reasoning was
that just the correlation alone between a surgeon’s productivity
compensation for personally performed services and the surgeon’s
orders for the hospital operating room services was a “volume or
value” problem, apart from whether the physician’s compensation was
contingent on referrals to Tuomey
51

Tuomey’s Legacy (cont’d)
• Tuomey jury instructions and appellate decision
support an argument that the Stark employment
exception applies to an indirect compensation
arrangement
– Clear CMS guidance to the contrary

52
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Stark/FCA Case Trends
•

Qui tam (whistleblower) cases brought by physicians
– E.g., Tuomey, North Broward Health Dist., Lexington Medical

•

Physicians being held liable
– E.g. Columbus Regional (Doc pays $425,000 to settle)

•

Allegations that compensation to a physician that exceeds receipts from the
physician’s personally‐performed services net of costs (including the
physician’s salary and benefits), by definition or default
–
–
–
–

•

is not fair market value; and/or
takes into account the volume/value of referrals; and/or
is commercially unreasonable
E.g., Halifax, Tuomey, North Broward, Schaengold, Columbus Regional & Adventist
Health System

Violations of the Stark law result in liability to State Medicaid programs
– Halifax, Citizen’s Medical, All Children’s
53

Stark Reform Developments
• On June 30, 2016, the US Senate Committee on Finance
(Committee) released a white paper titled Why Stark, Why
Now? Suggestions to Improve the Stark Law to Encourage
Innovative Payment Models
• Addressed suggestions for Stark law reform
• Summarizes comments and recommendations gathered
during a roundtable discussion held by the Senate Finance
Committee and the US House Committee on Ways and Means
in December 2015, as well as written comments submitted by
roundtable participants and other stakeholders
54
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Stark Reform Developments
• Why now?
– Intended to be a “bright‐line” Medicare billing and payment rule, the
Stark law has evolved into a byzantine and obscure law
– Concerns that the Stark law is having the unintended consequences of
chilling health care delivery and payment innovation, notwithstanding
the regulatory waivers issued by CMS
• Uncertain status of “gainsharing” and other hospital‐physician alignment
structures under the Stark law

– The threat of draconian FCA liability for losing good faith disputes over
vague and/or ambiguous standards such as “fair market value,”
“volume or value of referrals” and “commercial reasonableness,”
leaves defendants with little choice but to settle cases at extraordinary
dollar amounts
55

Stark Reform Developments
Senate Finance Committee Chairman Senator Orrin Hatch:
“[T]he health care industry has changed significantly since Stark was first
implemented, and while the original goals of the Stark law were appropriate,
today it is presenting a real burden for hospitals and doctors trying to find new
ways to provide high quality care while reducing costs as they work to
implement recent health care reforms. . . [The] paper reflects critical feedback
from the stakeholder community on the law’s ambiguities, its unintended
consequences and the need for reform, and I am hopeful it jumpstarts the
discussion on how Congress can modernize the law to make it work for
patients, providers, and taxpayers.”
56
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Q&A
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Thank you!
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TEN “MUST KNOW” PIECES WHEN SETTLING AN FCA HEALTH CARE CASE1

1. Know the process – Whether settling a qui tam or a case initiated by the
Department of Justice, keep in mind that this is not a simple bilateral
negotiation. The affected agency may be interested in administrative
actions such as Corporate Integrity Agreements that are outside the
negotiation of the FCA settlement and may require a separate negotiation.
In addition, any criminal liability will be addressed in a separate proceeding.
If the case was begun as a qui tam action, you must know if there are
private claims brought by the relator and you must separately negotiate the
relator’s counsel fees. Finally, if the Department has declined to enter the
case, they still have a role in approving the settlement and this may impact
whether they have a role in the negotiations. If the government declines to
take over the suit, the defendant should receive a letter from the
Department of Justice that outlines the process. If you do not receive the
letter, you should ask for it.
2. Know the players – The more people in a negotiation the more difficult the
negotiation. Here you may have multiple relators, multiple federal
agencies including the Depart of Justice, state representatives, and even
multiple defendants. You should know the role, authority, and limits of
everyone at the table. For example, you need to understand the settlement
authority of the AUSA or trial attorney with whom you are dealing and that
he or she will need to get approval for the proposed settlment. The
approval takes time and depends on the amount of single damages and will
require a letter describing the views of the affected agency, usually CMS.
3. Know the Department’s requirements – Whether a qui tam or not, you
need to know the standard terms in the settlement agreement in order to
obtain a release from the Department of Justice. These start with the
scope of the release – as to the conduct being covered and the causes of
action being settled. In addition there are requirements regarding the
allowability of costs. Certain matters such as levels of cooperation with the
investigation and tax consequences will not be included. There will be no
1
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4.

5.

6.

7.

8.

negotiation over the contents of, or the decision of the government to
issue a press release.
Know when to negotiate – There are several opportunities to resolve the
matter: prior to the government’s decision on intervention before or after
motions, during or after discovery. Ask ‐ Do you need to conduct an
investigation? Do you need to take discovery? Are there preliminary
motions regarding the pleadings or the status of the relator? How much
will it cost in both money and time to litigate?
Know that the negotiation may be protracted – Patience and persistence
are critical to obtain a satisfactory resolution. Educating the opposition and
yourself in a complicated matter with many possible outcomes takes time.
Changing the expectations of the opposition and of your client also takes
time. Expect that the settlement negotiations can be protracted and do not
lose sight of the fact that whatever you do in the litigation has
consequences for the discussions at the settlement table.
Know how and when to deal with the agency – Whether it be CMS or
TRICARE or another government entity, keep in mind that the agency will
make its own decision regarding administrative sanctions. The decision
turns on the company’s “present responsibility” to do business with the
government and participate in government programs. This will be an
additional negotiation. The agency will be aware of, and may participate in
the FCA settlement discussions. A simultaneous discussion will enable the
parties to know if there will be a Corporate Integrity Agreement or other
requirements to avoid an exclusion from the program.
Know how to prepare – Obviously the government’s interests are to
recover its damages, apply penalties and to maintain the integrity of the
program. To address these a defendant must consider the merits of the
government’s case, the calculation of damages and steps it can take to
assure future compliance. A thorough investigation is required. A
presentation of the defendant’s efforts to avoid the submission of false
claims may also be necessary. Representations made during negotiations
that later prove to be incorrect do great damage to the ability to reach an
agreement.
Know how to present arguments over damages, penalties and liability –
Much emphasis is spent on arguing the law at the expense of how the case

will be proven. People matter. Whether experts or key employees, using
the actual witnesses, whether in person or by affidavit, brings home that
FCA cases are hard to try and involve people not just “corporate entities”.
9. Know whether it is worthwhile to negotiate over the defendant’s ability to
pay. The government will consider the financial situation of the defendant
after a thorough review of the corporate balance sheet. The negotiation
will not turn on the litigation risk of receiving the defendant’s net worth but
on how much the government believes the defendant is able to afford.
10.Know when, why and how to use mediation – FCA cases raise many of the
reasons that litigants use mediation including emotional issues, multiple
parties, lack of trust, need for confidentiality, the need to save the time and
expense of litigation, need to talk directly to opposing parties, the need to
have someone oversee and drive the settlement process, and differences in
the parties’ assessments of the value of the case. Make sure you hire a
mediator that has the skills required for the particular mediation. And then
make sure your mediation advocacy skills, especially knowing how to use
the advantages of having a mediator, are put to use.
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Introduction:
Exclusion, Revocation, and Civil Monetary Penalties
 OIG Exclusion and CMS Billing Revocation
 Overview of authorities
 Discussion of the differences
 Comparison of CMS’ revocation process
 OIG Civil Monetary Penalties
 OIG priority areas
 Overview of authorities
 Recent case results
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OIG Organization
OMP

 Office of Audit Services (OAS)

OI

 Office of Evaluation and Inspections (OEI)
 Office of Investigations (OI)

OAS

OCIG

 Office of Counsel to the Inspector General
(OCIG)
 Office of Management & Policy (OMP)

OEI
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What is Exclusion?
 Protects Federal health care programs from untrustworthy providers

 No Federal health care program payment may be made for items

or services:
 Furnished by an excluded individual or entity
 Directed or prescribed by an excluded individual, where

the person furnishing the item or service knew or had
reason to know of the exclusion
 Exclusion applies to direct providers (e.g., doctors, hospitals)
and indirect providers (e.g., drug manufacturers, device
manufacturers)
 Special Advisory Bulletin on the Effect of Exclusion
4
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Mandatory Exclusions – § 1128(a) of the SSA
 Based on convictions for:
 Medicare/Medicaid Fraud
 Patient Abuse/Neglect
 Felony Health Care Fraud
 Felony Relating to Controlled Substances

 Conviction is broadly defined in § 1128(i) of the SSA
 Minimum 5 year exclusion term
 Aggravating and mitigating circumstances
5

Permissive Exclusions — § 1128(b) of the SSA
 16 bases, most are derivative and include:
 Misdemeanor health care (non-Medicare/Medicaid) fraud conviction;
 Obstruction of investigation/audit;
 Misdemeanor controlled substances conviction;
 License revocation or suspension;
 Individuals controlling a sanctioned entity;
 Failure to supply payment information or grant immediate access;
 Knowing false statements or misrepresentations on enrollment applications

 Term of exclusion varies based on grounds for permissive exclusion
 Adjustments to term based on aggravating and mitigating factors
6
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Affirmative Permissive Exclusions
 OIG must prove the elements of the underlying offense before an
Administrative Law Judge
 Fraud/Kickbacks – §1128(b)(7)


Right to pre-exclusion hearing for proposed (b)(7) exclusion

 Quality of Care – §1128(b)(6)(B)




Failure to meet professionally recognized standards of care
Items or services substantially in excess of patients’ need
Not just Federal health care program beneficiaries
7

Criteria for Implementing an
Affirmative Exclusion Under 1128(b)(7)
 Seriousness of the underlying misconduct
 Defendant’s response to the allegations
 Likelihood that an offense or similar abuse will occur again
 Financial responsibility

8
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Exclusion Procedure – 42 C.F.R. Part 1001
 Derivative Exclusions
 Notice of Intent to Exclude and opportunity to respond in writing
 Notice of Exclusion


Exclusion goes into effect 20 days after Notice of Exclusion

 Right to appeal and request an ALJ hearing
 Can request a hearing online at https://dab.efile.hhs.gov/

9

Exclusion Procedure – 42 C.F.R. Part 1001
 Affirmative exclusions under § 1128(b)(7)
 Pre-Demand Letter and opportunity to respond in writing
 The parties reach an agreement or OIG issues a Demand Letter,

which may lead to a hearing

 Affirmative exclusions under § 1128(b)(6)(B)
 Have opportunity to meet with OIG before OIG imposes exclusion
 Exclusion goes into effect 20 days after Notice of Exclusion

10
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Waiver of Exclusion
 OIG has the authority to waive an individual’s or entity’s exclusion as a
provider from Federal health care programs
 Waivers are available only for those excluded providers who are the sole
community physician or the sole source of essential specialized services
in a community
 A waiver may be requested only by the administrator of a Federal or
State health program
 Excluded individuals or entities may not request a waiver from the OIG
11

Reinstatement
 Reinstatement into the Federal health care programs is not automatic at
the end of the exclusion period
 Individuals must apply to OIG for reinstatement
 OIG has discretion to grant or deny reinstatement petition
 No judicial review of OIG’s decision to deny petition
 Billing while excluded is a common reason for denial
12
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Screening for Excluded Persons
 Best practices
 Screen at hiring with employee/contractor certification
 Screen monthly

 OIG List of Excluded Individuals and Entities (LEIE)
 http://exclusions.oig.hhs.gov
 Updated monthly

13

Exclusion Procedure – 42 C.F.R. Part 1001
 Affirmative exclusions under § 1128(b)(7)
 Pre-Demand Letter and opportunity to respond in writing
 The parties reach an agreement or OIG issues a Demand Letter,

which may lead to a hearing

 Affirmative exclusions under § 1128(b)(6)(B)
 Have opportunity to meet with OIG before OIG imposes exclusion
 Exclusion goes into effect 20 days after Notice of Exclusion

14
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CMS Revocation Rules

15

CMS Enforcement Efforts Increasing
 Effective June 2006: Change in regulations to allow the imposition of
sanctions for failing to provide timely updates:
 Deactivation of billing privileges
 Revocation of billing privileges
 Effective August 2008: Implemented a one- to three-year bar to Medicare
re-enrollment following a revocation

16
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Sanctions for Failing to Comply
 Deactivation – temporary suspension of billing privileges without termination of the

provider or supplier agreement
 May need to submit new CMS 855 form to obtain reactivation
 Revocation – automatic termination of the provider or supplier agreement:
 Generally, effective 30 days following notice
 Exception if based on final adverse action, then effective date of the action
 Becomes reportable event – Medicare, Medicaid and other third party payers,

licensing agencies after all appeals are exhausted or time to file appeal has lapsed

17

Bases for Revocation
 Reporting Adverse Actions
 CHOW
 Change in practice location
 Failure to respond to request for revalidation
 Certifying info as true that is false or misleading
 Knowingly allowing another individual or entity to use a Medicare billing number
 Billing for services that could not have been provided on a particular date of service
 Failure to maintain documents

18
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Bases for Revocation
 Exclusion from Medicare/Medicaid or other Federal health care programs
 Debarred, suspended, or excluded from any other Federal procurement or

nonprocurement program
 Felonies by provider, supplier or any owner within 10 years of enrollment or
revalidation that CMS determines to be detrimental to best interests of programs
and beneficiaries
 Failure to report adverse legal actions

19

Reporting Changes to Enrollment Data
 Final adverse actions means:








A Medicare-imposed revocation of any Medicare billing privileges;
Suspension or revocation of a license to provide health care by any State licensing
authority;
Revocation or suspension by an accreditation organization;
A conviction of certain Federal or State felony offenses within the last 10 years
preceding enrollment, revalidation, or re-enrollment; or
An exclusion or debarment from participation in a Federal or State health care
program.

20

10

10/11/2016

Reporting Changes to Enrollment Data
 Final adverse actions – Federal or State Felony Offenses include:
 Felony crimes against persons, such as murder, rape, assault, and other similar
crimes for which the individual was convicted, including guilty pleas and
adjudicated pretrial diversions
 Financial crimes, such as extortion, embezzlement, income tax evasion, insurance
fraud and other similar crimes for which the individual was convicted, including
guilty pleas and adjudicated pretrial diversions
 Any felony that placed the Medicare program or its beneficiaries at immediate
risk, such as a malpractice suit that results in a conviction of criminal neglect or
misconduct
 Any felonies that would result in mandatory exclusion under section 1128(a) of
the Act
21

Sanctions for Failing to Comply
 The letter revoking billing privileges must contain:
 A legal basis of each reason for revocation;
 A clear explanation including the facts or evidence used by the contractor
in making the revocation determination;
 An explanation of why the enrollment criteria or program requirement were
not satisfied;
 The effective date of the revocation;
 Procedures for submitting a Corrective Action Plan (CAP); and
 Complete and accurate information about further appeal rights.

22
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Sanctions for Failing to Comply
 Appeals Process:
 Request for Reconsideration filed within 60 days of the notice of the revocation
 CMS or its contractor, or the provider or supplier dissatisfied with a

Reconsideration Determination may request an ALJ Hearing within 60 days from
receipt of the Reconsideration Decision
 CMS or its contractor, or the provider or supplier dissatisfied with the ALJ Hearing
Decision may request Board review by DAB within 60 days from receipt of the
ALJ’s Decision
 Provider or supplier dissatisfied with the DAB Decision may seek judicial review in
District Court by filing a civil action within 60 days from receipt of the DAB’s
Decision
23

Sanctions for Failing to Comply
 Bar to re-enrollment:
 Bar is not discretionary
 Length of bar is discretionary for most revocations and is to be based on the severity of the basis for revocation
 Exceptions:


Failure to report final adverse action: 1-year if already enrolled, 3-years if new enrollee



Failed site visit: 2-year bar



Submitting claims after license suspension or felony conviction or falsification of information: 3-year bar

 Must reapply as a new provider/supplier

24
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Other important Notes on Revocation
 Revocation is effective 30 days after notice
 Except for exclusion/debarment, which is when the exclusion or debarment was

effective OR when CMS determined no longer operational

 Similar to exclusion by OIG, if adverse activity is due to sanction of an
individual, severing ties with individual can lead to reversal of revocation
if proved within 30 days of revocation notification
 If a provider/supplier is revoked, CMS reviews all other associated
business arrangements

25

OIG’s Civil Monetary Penalties Law

26
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What is the Civil Monetary Penalties Law?
 Administrative fraud remedy
 Affirmative cases initiated by ACRB
 Can recover money damages + penalties + exclusion

 Alternative or companion case to a civil action
 Physicians, owners, or executives

 Burden of Proof
 Preponderance of the evidence (same as civil)

 Statute of Limitation
 6 years (same as civil)

 Intent: generally “knows or should know”
 Actual knowledge
 Deliberate ignorance or reckless disregard
27
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Millions

CMP Recoveries
$100

Self-Disclosure

Affirmative

$90

$9.58

$80
$70
$60

$23.46

$50
$40
$30

$18.65

$20
$10
$0

$1.77

$3.28

$13.87

$17.83

$5.15
$9.48

$16.39

$47.31

$80.41

FY 2011

FY 2012

FY 2013

FY 2014

FY 2015

FY 2016

29

Factors Favoring CMP Cases
 No explicit civil remedy
 False or Fraudulent Claims
 Kickbacks
 Billing while excluded
 Violation of an assignment agreement
 Failure to properly report required drug pricing information

 Opportunity to hold individuals accountable\
 Exclusion sought
 Jury appeal issue
 Good evidence of fraud, but U.S. Attorney’s Office declined
30
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Criminal Spin‐Off Cases
Orange Community MRI
Conduct: Referring physicians received cash
kickbacks for referrals; amount or remuneration
per referral was based on the procedure ordered
Result: Settlement with Dr. Sharif for $52,280
and Dr. Shah for $104,950
31

Criminal Spin‐Off Cases
Mississippi PT Doctors
Conduct: Physicians failed to personally render or
directly supervise physical therapy services billed under
their provider numbers
Result: Settlements with nine physicians for a total of
$630,375

32
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Fraud Alert to Physicians

OIG alerted physicians that if they reassign their right to bill the
Medicare program and receive Medicare payments by executing the
CMS-855R application, they may be liable for false claims submitted
by entities to which they reassigned their Medicare benefits.
33

Civil FCA Spin‐Off Cases
Jack Baker Fairmont Diagnostic Center and Open MRI, Inc.

Conduct: Referring physicians received
kickbacks in the form of medical directorship
fees and office staff arrangements
Result: Settlements with 11 physicians for a
total of $1.4 million and one exclusion
34
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Fairmont
Diagnostic Center
and Open MRI, Inc.
Dr. Jack Baker

Second Fraud Alert to Physicians

OIG alerted physicians that compensation arrangements may violate the
Anti-Kickback Statute if even one purpose of the arrangement is to
compensate a physician for his or her past or future referrals of Federal
health care program business.
36
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Office of Investigations Referral
Dr. Raia and Jennan
Conduct: Dr. Raia failed to perform or directly supervise
physical therapy services billed under his provider number
while he was out of the country or the state
Result: $1.5 million settlement and 15 year exclusion
Conduct: Jennan submitted claims under Dr. Raia’s provider
number for services he failed to perform or supervise
Result: $694,887 settlement and divestiture of physical
therapy practice
37

Office of Investigations Referral
Heritage Medical Partners
Conduct: Heritage sent a letter to its 5,474 Medicare
patients requesting payment of an annual $50
administrative fee, which was in violation of the
physicians’ assignment agreements with Medicare
Result: $170,000 settlement, which included a
penalty and a partial refund of the administrative fees
to patients
38
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Office of Investigations Referral
Harper’s Hospice
Conduct: Harper’s Hospice paid a medical
directorship fee to a physician in exchange for the
physician referring patients to Harper’s Hospice for
hospice services and pre-signing blank prescription
forms for patients
Result: $150,000 settlement

39

Office of Audit Services Referral
CVS Pharmacy
Conduct: CVS knowingly filed duplicate claims for immunosuppressant
drugs both to Medicare Part B and to Medicare Part D plan sponsors for the
same beneficiary on the same date of service
Result: $1.2 million settlement

40
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Office of Audit Services Referrals
Urine Drug Testing Initiative
Conduct: Inappropriately added Modifier-59 to claims
for drug screening when only a single unit may be billed
per patient encounter and general upcoding
Results:
• Ten settlements totaling more than $8.9 million
• Gainesville Pain Management & Dr. Britton$1.58 million settlement and five year CIA
• Medicus- $5 million settlement and
five year CIA

41

Office of Evaluation and Inspections Referral –
Hyundai Drugs
Conduct: Pharmacy billed Part D
for drugs they did not have in stock
Result: $1.34 million settlement for
billing for drugs not dispensed

42
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Office of Evaluation and Inspections Referral –
Sandoz
Conduct: Sandoz failed to submit accurate drug pricing information to
CMS, which uses the information to determine payment amounts for drugs
reimbursed by Medicaid
Result: $12.64 million settlement

43

Enforcement of CIA
OIG excluded Church Street Health Management, LLC for material breaches of its CIA,
including:
 Failure to report quality-of-care reportable events to OIG and State dental boards
 Failure to make corrective actions
 Failure to implement and maintain quality-related policies

and procedures
 Submission of a false certification from its Compliance Officer

regarding its compliance with CIA obligations
44
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Data Mining ‐ Ambulance Referrals
Conduct: Emergency ambulance transportations to inappropriate
destinations such as skilled nursing facilities or residences.
Result: Nine settlements for over $1.1 million

45

OIG Compliance Resources
http://oig.hhs.gov/compliance/

46
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QUESTIONS?
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HANDLING A CRIMINAL
HEALTH CARE FRAUD CASE
BENTON CURTIS
SENIOR COUNSEL, BROAD & CASSEL
SAM SHELDON
PARTNER, QUINN, EMANUEL, URQUHART & SULLIVAN
SALLY MOLLOY
TRIAL ATTORNEY, CRIMINAL DIVISION FRAUD SECTION
U.S. DEPARTMENT OF JUSTICE

DISCLAIMER: THE STATEMENTS CONTAINED IN THIS PRESENTATION REPRESENT THE PERSONAL VIEWS OF
ONE OR MORE OF THE AUTHORS, NOT THE VIEWS OF THE DEPARTMENT OF JUSTICE, AND ARE NON-BINDING
ON THE DEPARTMENT OF JUSTICE.

GENERAL AREAS OF DISCUSSION
I.

Proactively Combating the Potential for Fraud

II.

Investigating Allegations of Fraud, Both Historical and Real-Time

III. Litigating Allegations of Fraud by the Government
IV. Examples of Recent Federal Cases in Florida (Civil & Criminal)
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I.

PROACTIVELY COMBATING THE POTENTIAL FOR FRAUD
A. Create and Maintain a Legitimate, Enforceable Compliance Program
B. Emphasize – REPEATEDLY – Appropriate Coding and Supporting
Documentation
C. Constantly Analyze and Review Data to Spot Trends Early On
D. Constantly Review Existing and Proposed Relationships for Possible
Anti-Kickback Statute and Stark Issues

A.

DEFENSE PERSPECTIVE:
CREATE AND MAINTAIN A LEGITIMATE, ENFORCEABLE
COMPLIANCE PROGRAM
i.

If no compliance program exists, implement one immediately with
competent assistance, be it a law firm or consultant.

• Gather information about compliance efforts to date (if any) and
confirm what currently is in place, i.e. compliance report logs,
auditing plans, Board resolutions related to the compliance program,
training programs and records, etc.
• Identify what you hope to address, both short-term and long-term.
• Do not procrastinate because of cost concerns.
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A.

DEFENSE AND DOJ PERSPECTIVE:
CREATE AND MAINTAIN A LEGITIMATE, ENFORCEABLE
COMPLIANCE PROGRAM
ii.

Assuming written compliance program manual and policies are already in place, review
against the OIG Model Compliance Programs and the Federal Sentencing Guidelines for
Organizations to ensure an effective compliance program.

•

USAM 9-28.000 - Principles of Federal Prosecution of Business Organizations
• USAM 9-28.300 – Factors to Be Considered - “The Filip Factors”
• “The existence and effectiveness of the corporation’s pre-existing compliance
program.” See USAM 9-28.800 – Corporate Compliance Programs

•

"While the Department recognizes that no compliance program can ever prevent all criminal activity
by a corporation's employees, the critical factors in evaluating any program are whether the
program is adequately designed for maximum effectiveness in preventing and detecting
wrongdoing by employees and whether corporate management is enforcing the program or is tacitly
encouraging or pressuring employees to engage in misconduct to achieve business objectives. The
Department has no formulaic requirements regarding corporate compliance programs.
The fundamental questions any prosecutor should ask are:
• Is the corporation's compliance program well designed?
• Is the program being applied earnestly and in good faith?
• Does the corporation's compliance program work?"

•

B.

DEFENSE PERSPECTIVE:
EMPHASIZE – REPEATEDLY – APPROPRIATE CODING AND
SUPPORTING DOCUMENTATION
i.

Inappropriate coding

• Not capturing all receivables.
• Risk that actions could be interpreted by government as knowing
or reckless upcoding.
• If possible, use in-house coders/billers.
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B.

DEFENSE PERSPECTIVE:
EMPHASIZE – REPEATEDLY – APPROPRIATE CODING
AND SUPPORTING DOCUMENTATION
ii.

Supporting documentation
• Standard request at outset of any CMS audit or DOJ investigation.
• Medical necessity (and sometimes services rendered)
investigations can depend on the strength of your supporting
documentation.
• Particularly important if your claims data is aberrant.

C. DEFENSE COUNSEL & DOJ PERSPECTIVE:
CONSTANTLY ANALYZE & REVIEW DATA TO SPOT TRENDS EARLY
i.

Data Analysis is a crucial component of identifying and managing
risks as part of an effective compliance program.
•

•
•
•
•
•

What types of data has the company identified to help detect the
types of misconduct most likely to occur in your line of
business?
How often does the company collect and analyze such data?
Who performs the analysis?
Who reviews it?
How is the data used to enhance the compliance program?
How did you address/respond to red flags?
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C.

DOJ PERSPECTIVE:
INCREASED USE OF DATA ANALYTICS IN CRIMINAL HCF CASES
ii.

Significant Law Enforcement Investment in Data Analytics Resources, Tools
and Personnel
•

Newly-Formed Fraud Section Data Analytics Team
• Supports Medicare Strike Force cities (Fraud Section and U.S.
Attorneys’ Offices)
• Access to real-time billing data
• Find investigative leads, identify trends and targets, corroborate
fraud tips
• HHS-OIG Consolidated Data Analytics Center (CDAC)
• Supports HHS components/OIG investigations
iii. Data Analytics Focus
•
•

High-risk providers
Billing outliers (by geographic area, type of service, specialty/peers)

D. DOJ PERSPECTIVE:
SOURCES OF CRIMINAL HCF CASES
• Data analysis
• Referrals from law enforcement partners (HHS-OIG, FBI, FDA-OI,
Medicaid Fraud Control Units, DCIS, IRS, Postal OIG)
• Cooperating defendants
• Cooperating witnesses
• HHS-OIG and FBI hotline complaints
• Zone Program Integrity Contractor (ZPIC) referrals
• Medicare Hotline Complaints from beneficiaries
• Qui Tam False Claims Act complaints/relators
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E. DEFENSE PERSPECTIVE:
CONSTANTLY REVIEW EXISTING AND
PROPOSED RELATIONSHIPS FOR POSSIBLE
ANTI-KICKBACK STATUTE AND STARK ISSUES
•

AKS continues to be an area of focus for criminal HCF investigations and
prosecutions, particularly where conduct:
•
•
•

•

causes overutilization of items or services
involves patient steering that interferes with or undermines patient choice
frustrates/impedes patient access to care
If there is any doubt as to a relationship, seek legal advice.

•

What are you really paying for?
•

II.

If there is any doubt as to a relationship, perform a sincere cost-benefit
analysis – Is it really that worth it?

DEFENSE PERSPECTIVE:
INVESTIGATING ALLEGATIONS OF FRAUD,
BOTH HISTORICAL AND REAL-TIME

A. Tailor Data Mining to Specific Allegations of Misconduct
B. Review Pertinent Bank Records, Corporate and Individual (if
necessary)
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II.

DEFENSE PERSPECTIVE:
INVESTIGATING ALLEGATIONS OF FRAUD,
BOTH HISTORICAL AND REAL-TIME

C. Review Pertinent Documentation
•
•
•
•
•
•

II.

Emails, letters, and texts
Contracts, both draft and final
Compliance material
Marketing material
Previous legal advice
Misc.

DEFENSE PERSPECTIVE:
INVESTIGATING ALLEGATIONS OF FRAUD,
BOTH HISTORICAL AND REAL-TIME

D.

Conduct Necessary Interviews

E.

If Necessary, Retain Consultant – UNDER PRIVILEGE – to Perform Forensic
Review

F.

If Appropriate, Implement Remedial Measures
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III.

DEFENSE PERSPECTIVE:
LITIGATING ALLEGATIONS OF HCF FRAUD BY THE GOVERNMENT

A. Establish Positive Dialogue with Government Attorneys and/or
Agents
–

How to build the reservoir of trust
•
•

III.

Make contact as early as possible
Be as cooperative and forthcoming as possible

DOJ PERSPECTIVE:
LITIGATING ALLEGATIONS OF HCF FRAUD BY
THE GOVERNMENT – COOPERATION
•

“To be eligible for any cooperation credit, corporations must provide to the Department
all relevant facts relating to the individuals responsible for the misconduct.”
•

Memo from Deputy Attorney General Sally Quillian Yates to DOJ, “Individual Accountability for
Corporate Wrongdoing” (Sept. 5, 2015).

•

“A company should not expect to receive cooperation credit for just producing
documents in response to a grand jury subpoena. That has never been considered
cooperation in any other context, and it will not be recognized as cooperation in the
health care fraud context either. To the contrary, compliance with lawful process is a
legal requirement, not voluntary cooperation.”

•

“Cooperation means that a corporation has made an affirmative effort to investigate
potential wrongdoing, and that it has turned over the facts uncovered during that
investigation in a timely way to our prosecutors. In particular—and as I have said in
other contexts over the last year—it is important that cooperating companies identify the
culpable individuals. Prosecuting individuals for their criminal wrongdoing, including
for health care fraud, is a top priority for the Criminal Division.”
•

Assistant Attorney General Leslie R. Caldwell’s Remarks at the American Bar Association’s 25th
Annual National Institute on Health Care Fraud in Miami, Florida on May 14, 2015.
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B. DEFENSE PERSPECTIVE:
KNOW WHAT YOU ARE RESPONDING TO AND HOW TO RESPOND –
IS THE UNDERLYING INVESTIGATION CIVIL OR CRIMINAL OR
PARALLEL OR ADMINISTRATIVE?
•

Civil Investigative Demands ("CIDs"):
•
•
•

•

Document subpoenas
•
•
•

•

Request for Documents
Interrogatories
Deposition
HHS-OIG subpoena
HIPAA subpoena a/k/a Authorized Investigative Demand (“AID”)
Grand Jury subpoena

Interviews
•
•

Government request for informal interview
Law enforcement drop-in interview

B. DEFENSE PERSPECTIVE:
KNOW WHAT YOU ARE RESPONDING TO AND HOW TO
RESPOND – IS THE UNDERLYING INVESTIGATION CIVIL OR
CRIMINAL OR PARALLEL OR ADMINISTRATIVE?
•
•

•

Civil Complaint or Criminal Indictment
Be Aware of Potential Collateral Consequences: Medicare Payment Suspension
•
42 C.F.R. § 405.371 gives CMS discretionary authority to suspend Medicare
payments to providers if “credible allegation of fraud exists” against
provider, after consulting with HHS-OIG and DOJ
•
“Credible Allegation of Fraud” =
•
Criminal Indictment
•
Civil False Claims Act Case
CMS has suspended Medicare payments to providers following DOJ’s
intervention in a qui tam False Claims Act complaint.
•
See U.S. ex rel. Green, et al. v. Dr. Asad U. Qamar,
Civil Action No. 5:11-406 (M.D. FL)
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B. DEFENSE PERSPECTIVE:
KNOW WHAT YOU ARE RESPONDING TO AND HOW TO
RESPOND – IS THE UNDERLYING INVESTIGATION CIVIL OR
CRIMINAL OR PARALLEL OR ADMINISTRATIVE?

C.

DEFENSE PERSPECTIVE:
MACRO CONCEPTS TO ALWAYS KEEP IN MIND

•
•
•
•

Be aware of applicable privileges (attorney/client, 5th
Amendment, etc.)
Be precise, but not unnecessarily pugilistic
Be aggressive if and when appropriate
Document communications in writing only when necessary
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IV. EXAMPLES OF RECENT FEDERAL CASES IN
FLORIDA
A. Civil Settlements

B. Criminal Prosecutions

CIVIL SETTLEMENTS
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CIVIL SETTLEMENTS

CRIMINAL PROSECUTIONS
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CRIMINAL PROSECUTIONS
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Managed Care Fraud
Enforcement and
Compliance
Chris Horan
VP Corporate Compliance Investigations
WellCare

Craig Smith
Partner
Hogan Lovells, US LLP

Overview
• Understanding and Developing an SIU in a Managed
Care Environment
• Understanding Regulatory Challenges for a Managed
Care Environment
• Managed Care SIU and Law Enforcement-Same Goals
But How To Get There
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WellCare Health Plans, Inc.
Company Snapshot
OUR PRESENCE

•
•
•

Founded in 1985 in Tampa, Fla.:
Serving 3.7 million members nationwide
365,000 contracted health care providers
68,000 contracted pharmacies

•
•
•
•
•

Serving 2.4 million Medicaid members, including:
Aged, Blind and Disabled (ABD)
Children’s Health Insurance Program (CHIP)
Family Health Plus (FHP)
Supplemental Security Income (SSI)
Temporary Assistance for Needy Families (TANF)

•
•

Serving 1.4 million Medicare members, including:
326,000 Medicare Advantage members
1 million Prescription Drug Plan (PDP) members

•
•
•

Serving the full spectrum of member needs:
Dual-eligible populations (Medicare and Medicaid)
Health Care Marketplace plans
Managed Long Term Care (MLTC)

•
•
•

Spearheading efforts to sustain the social safety net:
The WellCare Community Foundation
WellCare Associate Volunteer Efforts (WAVE)
Advocacy Programs
Significant contributor to the national economy:

•
•
•

A FORTUNE 500 and Barron’s 500 company
7.000 associates nationwide
Offices in all states where the company provides managed care
3

All numbers are approximations and are as of March 31, 2016

WellCare Health Plans, Inc.
Emphasis on lower income
populations and value-focused
benefit design
At WellCare, our members are our
reason for being.
We help those eligible for
government-sponsored health
care plans live better, healthier
lives.

Communication among members
and providers to improve outcomes
Focus on preventive care including
regular doctor visits
Community-based solutions to
close gaps in the social safety net

4
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Mission/Vision
Ensure development of Mission/Vision Statements and ensure communicated
and understood by associates not just in SIU but across the company.
Mission: To identify, investigate and correct fraud, waste and abuse (FWA)
committed against the plan and its stakeholders, by anyone, including,
providers, employees, and members.
What an SIU does:
• Detect and deter fraudulent claims
• Identify and remedy provider overutilization
• Terminate providers who have defrauded or abused the system
• Refer for regulatory inquiry and criminal prosecution those who
defraud the system
• Work with our pharmacy benefit manager to identify and remedy
pharmacy fraud
• Provide fraud awareness training to employees, vendors and
providers

Fraud, Waste, and Abuse Definitions
Fraud
• Fraud is an intentional deception, misrepresentation, or omission made by someone
with knowledge that may result in benefit or financial gain.
Abuse
• Abuse is sometimes defined as a practice that is inconsistent with accepted
business or medical practices or standards and that results in unnecessary cost.
• There is no “bright line” distinction between fraud and “abuse.” “Abuse” can be
thought of as potential fraud, where the intent of the person or entity may have
been unclear.
• Key Question: Does the conduct result in excessive or undue reimbursement or
benefit?
Waste
• Waste includes any practice that results in an unnecessary use or consumption of
financial or medical resources.
• Waste does not necessarily generate financial gain, but almost always reflects poor
6
management decisions or practices or ineffective or lax controls.
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Member Fraud Examples
Doctor Shopping
• A member consults a number of doctors for the purpose of
obtaining multiple prescriptions for narcotics or other
prescription drugs
Doctor shopping may be indicative of an underlying scheme, such
as stockpiling or resale on the black market/street

Theft of ID/Services
• An unauthorized individual uses a member’s
Medicare/Medicaid card to receive medical care, supplies,
pharmacy scripts, or equipment; it’s often a family member
or acquaintance

Provider Fraud Examples
Billing for Services not Rendered
• Billing for individual therapy, where only group therapy was
performed
• Billing for Durable Medical Equipment (“DME”) supplies never
delivered
• Billing for “phantom” supplies or services never rendered
• For example, billing for a practitioner’s visit to a nursing
home for services rendered to all or nearly all residents,
even though the practitioner did not provide services to all
residents.
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Provider Fraud Examples
Fraudulently Justifying Payment
• Misrepresenting a diagnosis in order to justify payment
• Falsifying documents such as certificates of medical necessity,
plans of treatment and medical records to justify payment

Kickbacks
• Referring patients for diagnostic tests in exchange for money
• Using a specific wheelchair manufacturer because the individual
selecting the wheelchair received an “incentive” payment for the
selection

Provider Fraud Examples
Rendering and Billing for Non-medically Necessary
Services
• Performing Magnetic Resonance Imaging with
contrast despite the contrast not being indicated or
medically necessary
• Ordering higher-reimbursed, complete blood lab tests
for every patient although more specific or limited
tests are indicated
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Provider Fraud Examples
Upcoding - Billing a Higher Level Service than
Provided
• Reporting CPT code 99245 (High Level Office
Consultation); yet, services provided only warranted
use of CPT code 99243 (Mid level Office
Consultation)
• Reporting CPT code 99233 (High Level Subsequent
Hospital Care); yet, services provided only warranted
use of CPT code 99231 (Lower Level Subsequent
Hospital Care)

Provider Fraud Examples
Unbundling - Separate Pricing of Goods and
Services to Increase Revenue
• Billing separately for a post-operative visit; however it
is included in a global billing code
• Billing a series of tests individually instead of billing
for a global or “panel” code
Billing for Non-Covered Services
• Billing for non-covered services as covered services
(e.g., billing a rhinoplasty as deviated-septum repair)
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Provider Fraud Examples
Provider Prescription Drug Fraud
• Operating a “pill mill” by overprescribing opioids and
high-cost drugs to be sold illegally, with the prescribing
provider receiving a share of the profits
• Diluting or illegally importing drugs from other
countries (e.g., cancer drugs)
• Falsifying information in order to justify coverage for
higher-cost medications

More Provider Fraud Examples
Pharmacy Fraud
• Pharmacy increases the number of refills on a prescription
without the prescriber’s permission
• Pharmacy dispenses expired drugs
• Pharmacy processes services not covered under the Overthe-Counter (OTC) benefit
• Pharmacy splits prescriptions, such as splitting a 30-day
prescription into four 7-day prescriptions to get additional
copays and dispensing fees
• Pharmacy bills for prescriptions which are never picked up
• Pharmacy re-dispenses unused medications which have been
returned without crediting the return
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Provider Fraud Examples
Overbilling or Duplicate Billing
• Billing a patient more than the co-pay amount for
pre-paid services or services paid in full by the
benefit plan under the terms of a managed care
contract
• Waiving patient co-pays or deductibles and
overbilling the insurance carrier or benefit plan
• Billing Medicare or Medicaid as well as the
member or private insurance for the same
service

Real Life Example
December 18, 2014, Jennan Comprehensive Medical, P.C. (Jennan) - a medical group
practice in New York and its owner, Henry Chen, M.D., entered into a $694,887.02
settlement agreement with the Office of Inspector General (OIG) for the U.S. Department of
Health and Human Services.
Between May 15, 2008 to December 31, 2013, Jennan and Dr. Chen knowingly submitted or
caused to be submitted false and/or fraudulent claims to Medicare for physical therapy
services.
Specifically, OIG alleged these claims were false and/or fraudulent for one or more of the
following reasons:
1. Physical therapy services were not provided or supervised by the rendering provider;
2. Group services were billed as one-on-one provider-patient physical therapy services;
3. Services were performed by unqualified individuals; and/or
4. Claims for time-based physical therapy services did not accurately reflect the actual time
spent performing the services.
* Source: https://oig.hhs.gov/fraud/enforcement/cmp/false_claims.asp#CMP2015031203
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Sources of Regulation - Medicare
There are multiple sources of laws and regulations which include but not limited to:
•

Federal statutes and regulations governing Medicare Advantage Plans (42 C.F.R.
Part 422)

•

The Medicaid Managed Care Manual

•

The Medicare Managed Care Manual

•

State Contracts, Amendments, P&P Manuals

•

State Statutes and Regulations

•

CMS guidance documents and directives, such as
–

Guidance documents issued through the Health Plan Management System
(“HPMS”)

–

Directives and guidelines on Medicare Reporting Requirements

–

Annual call letter requirements for bid submissions
17

Laws Regarding FWA (Cont’d)
• Civil Monetary Penalties Law (CMP) which imposes
administrative fines or CMPs for many types of illegal
or unethical conduct. CMPs can also be imposed for
violating healthcare laws such as the Anti-Kickback
Statute and the False Claims Act in addition to the
penalties found in those laws.
• Beneficiary Inducement Statute which prohibits
remuneration or inducements to beneficiaries which
the benefactor knows or should know is likely to
influence the beneficiary’s choice of a provider or plan
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Laws Regarding FWA (Cont’d)
• Deficit Reduction Act was designed to eliminate fraud
waste and abuse in federal healthcare programs by
granting states the flexibility to modify their Medicaid
programs to make reforms. It also established the
Medicaid Integrity Program and expanded the False
Claims Act to the states.

Penalties for Non-Compliance
Each of these laws carry their own individual provisions for
failure to comply. Provisions which may be multiplied depending
on the nature of the violation.
Other consequences for non-compliance include sanctions and
exclusion from healthcare programs.
To help you understand these penalties and the consequences of
non-compliance - the next few slides summarizes the
requirements, prohibitions, and the penalties for non-compliance
(examples included).
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Penalties for Non-Compliance
Law

Prohibition

Criminal Fraud Statutes
• Submission of False
Claims
• Mail Fraud
• Wire Fraud
• Health Care Fraud
• Obstruction of Justice

• Knowing and willful compliance violations, depending on their severity, may cause your
company to violate several general criminal statutes that make it a felony to defraud
Medicare and Medicaid.

False Claims Acts (“FCA”)
• Federal
• State

• These are general fraud statutes that aid federal and state governments in combating
and recovering losses they suffer due to fraud in Medicare and Medicaid programs.

Penalties

• Making false submissions to a
state for Kick payments
• Falsifying reports of costs
submitted to states to
increase premium payments
for members
• Up-coding encounter data for
higher risk adjusted member
premiums

• Damages of up to 3 times the
amount of damages
sustained by the government
because of the fraud
• An additional penalty of
between $5,500 and $11,000
per false claim submitted
(federal)
• State penalties vary

• Submitting a bid package that
contains false data in order to
receive a higher rate
• Certifying to the accuracy of a
reconciliation report knowing
that the data are inaccurate to
avoid having to repay
overpayments

• The fraud can be punished differently and the penalties will vary depending on whether
the fraud is committed:
– By submitting false data or making false statement to the government;
– Through the mail, phone or over the Internet; or
– By trying to conceal illegal facts from being learned by government investigators.

• Prohibit the knowing submission of false or fraudulent claims to the government for
payment or the knowing concealment of a repayment “obligation,” such as an
overpayment.
• Allow “whistleblowers” to bring suits on behalf of the government in exchange for a
portion of the fraud recovery.

Examples

• Large criminal fines and
penalties
• Prison sentences of up to 20
years for individuals

Penalties for Non-Compliance
Law
CMS Intermediate
Sanctions

Prohibition

Penalties

• Medicare regulations provide CMS with the power to impose penalties and sanctions if
your company does not comply with all laws, regulations and contract requirements that
apply to its Medicare plans.

• Suspension of your
company’s ability to enroll
beneficiaries in its Medicare
plans
• Monetary fines
• Termination of your Medicare
contracts

• Purposely disenrolling
members from a plan based
on health status
• Purposely denying covered
health services for members

• Fines of up to $25,000 per
violation
• Felony conviction and up to 5
years in prison
• Additional civil penalties of up
to $50,000 for each violation
plus up to three times the
total amount of remuneration
• Exclusion

• Providing gifts or cash
incentives to members in
exchange for enrollment
• Paying physician offices for
enrolling patients in your
health plans
• Accepting payments from
vendors in exchange for using
services

• Sanctions may be imposed for, among other things:
– Misrepresenting information that it furnishes to CMS, to an enrollee, or to a provider;
– Failing to provide medically necessary items and services to members;
– Discriminating among enrollees on the basis of their health status; and
– Violating marketing rules.

Anti-Kickback Statute
(“AKS”)
• Federal
• State: states have their
own Anti-Kickback
Statutes

• Prohibits knowingly and willfully soliciting, receiving, offering or paying anything of value
(also called “remuneration”) in return for, or to induce someone to:
– refer patients for services or for the purchase of items reimbursed by any federal
health care program; or
– arrange, recommend, or order any item or service reimbursed by any federal health
care program.
• “Safe harbors” apply that immunize certain arrangements from criminal and civil
prosecution.

Examples

• If you have specific questions about whether a business activity complies with the AKS,
please call your Compliance Hotline or the Legal Department.
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Penalties for Non-Compliance
Law
Exclusion from
Federal/state Health Care
Programs

Prohibition

Penalties

Examples

• If an associate, officer, contractor or agent is convicted of violating federal or state health
care laws, the government can bar your company from participating in federal health
care programs.

• Suspension of your
company’s ability to bill or
receive any reimbursement
from Medicare and Medicaid
• If your company has
discovered that an Associate
is excluded, the Associate’s
employment should be
terminated

• An Associate’s conviction for
health care fraud requires the
OIG to exclude that Associate
from participating in federal
health care programs
• Determine if your company
will terminate the Associate
once he or she is excluded

• Fines of up to $50,000 per
violation
• Treble Damages (3 times the
amount claimed under each
false claim, or 3 times the
value of each bribe, in the
case of a kickback)

• Refusing to enroll a Medicare
recipient due to the
individual’s health status
• Hiring an Associate who has
previously been excluded
from participating in federal
health care programs

• Offenses that can lead to exclusion include:
– Felony convictions related to the delivery of an item or service under federal or state
health care programs;
– Felony convictions relating to health care;
– Violations of the CIA; and/or
– A conviction related to the obstruction of an investigation.
• An excluded entity or individual must apply for reinstatement if the entity or individual
wishes to again participate in any federal health care programs. The OIG has the
authority to deny reinstatement requests.

Civil Monetary Penalties
(“CMP”) Law

• The government, through the OIG, may impose administrative fines, referred to as
CMPs, on your company for many types of illegal or unethical conduct, such as:
– Making payments to induce Medicare or state health care program beneficiaries to
select your company as their plan;
– Submitting a claim to the government for a service not rendered or for members not
enrolled in a plan; and
– Failing to promptly return a known overpayment in the reconciliation process.
• CMPs can also be imposed for violating other health care laws, such as the federal AKS
and the Federal False Claims Act, in addition to the fines and penalties found in those
laws.

SIU Structure-Things to Consider
– What kind of staff ?
• Experience (degree or equivalent; health care/managed care)
• Certifications (required or preferred; which ones-ACFE, AHFI)

– Who does what portions?
•
•
•
•

Recovery
Operations
Pharmacy
Vendors

– How will the SIU execute?
• Anti-Fraud Plans
• P&Ps

– What kind of reporting is needed internally and externally?
– Case Management System
What to report; how and to whom in the organization
Flexibility; Systems capatability
– State reporting-metrics
– Definitions
– Timing Variances (monthly, quarterly, annual, adhoc)
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Special Investigations Unit (SIU)
• Primarily responsible for identifying, investigating and reporting FWA
•

Key components of the SIU Team:
• Management: Strategy; day-to-day guidance; supervision of SIU staff
• Investigators: Resolve FWA allegations (with coding auditors and nurse)
• Senior Analyst: Proactively identifies FWA utilizing data analysis software
• Medical Coders/Reviewers: Review and analyze medical records and coding
• Case Information Coordinators and Business Analysts: Case referrals; case management
system; anti-fraud hotline; reporting responsibilities
• Medical Directors / Other SMEs: Consult on investigations
• Regulatory Affairs: Anti-fraud regulatory and contractual requirements
*** Regulatory impacts-in state; FTE; X staff per YY Membership ***

25

Internal Partnerships
•
•
•
•
•
•
•
•
•
•
•

Provider Relations
Provider Contracting-state; cap v non-cap; records allowance
Legal
Finance
Regulatory/Markets
Government Affairs
Claims/Encounters
Recovery Department
Pharmacy-include Lock In Programs
Vendor Relations
UM/CM/Medical Directors
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Training/Education
Internal
• Training for SIU Staff (Onboarding; Continuing Education)
• FWA Training (At new hire/Annually)
 All Staff
 Contractors
 FDR
• False Claims Act; Deficit Reduction Act; Anti-Kickback Statute
• Program Integrity/Compliance (States blending)
Externally
• False Claims Act; Deficit Reduction Act; Anti-Kickback Statute
• Providers
• Vendors
27

Communication
Internal
• Branding
• Webpage
• Homepage
External
• Member Handbooks
• Provider Handbooks
• Websites
• Letters/Communications (EOMBs)
Hotline(in-house vs outsourcing)
• Recommend Outsourcing---Anonymous, 7/24/365; Web-capability
• Reporting/Tracking
****Ensure everyone knows how to report *****
28
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Market Collaboration Meetings
• Regulatory
– Onsite presence v corporate site; challenges managing WFH; offsites vs. onsite
collaboration
– Capability to conduct onsites
– Capability to meet with regulators
– Shifting culture to broaden “Program Integrity”

• RFPs/Contracts/Amendments
– Shift

• Purpose/Value- Two-way street; buy-in; transparency; collaboration;
sensitive/confidential info Identified
Conflict Points• FWA vs. Key Contracted Provider
• Competing savings recorded w/in organization
• Resources/Assistance

SIU Process
• An SIU should use a multi-faceted approach to identify and pursue potential
FWA to include, but not limit to:
• An education and awareness training program to maximize employee,
business partner, and downstream entity referrals to develop tips regarding
possible FWA;
• Investigating referrals from anyone, including employees, business
partners, law enforcement agencies and providers; and
• Utilize a combination of analytical tools, clinical expertise, and investigative
knowledge to identify potential FWA.
• Establish baseline data to enhance efforts to recognize unusual trends or
changes in utilization patterns.
• The SIU will commence an inquiry within X days of the referral of the matter to
the SIU.
• Document matters into a secure case management system.

30
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Failing to Timely Report Provider Fraud & Abuse
•

Medicaid health plans are required by many state laws and state health plan contracts to report to respective state
Medicaid programs any fraud and/or abuse by healthcare providers. This is true even if the fraud and/or abuse could not
have any adverse financial impact on the state’s Medicaid program.

•

For example, Florida law requires Medicaid managed care plans to:

409.91212

Medicaid managed care fraud.—

(1) Each managed care plan . . . shall adopt an anti-fraud plan addressing the detection and prevention of
overpayments, abuse, and fraud relating to the provision of and payment for Medicaid services and submit the
plan to the Office of Medicaid Program Integrity within the agency for approval. . . .
***
(6) Each managed care plan shall report all suspected or confirmed instances of provider or recipient fraud
or abuse within 15 calendar days after detection to the Office of Medicaid Program Integrity within the agency.
At a minimum the report must contain the name of the provider or recipient, the Medicaid billing number or tax
identification number, and a description of the fraudulent or abusive act. The Office of Medicaid Program
Integrity in the agency shall forward the report of suspected overpayment, abuse, or fraud to the appropriate
investigative unit, including, but not limited to, the Bureau of Medicaid program integrity, the Medicaid fraud
control unit, the Division of Public Assistance Fraud, the Division of Investigative and Forensic Services, or the
Department of Law Enforcement.

–

Failing to Timely Report Provider Fraud & Abuse, cont.

• Florida Agency for Health Care Administration v. Humana
Medical Plan, Inc., DOAH Case No. 11-6451MPI (AHCA
Final Order Entered June 12, 2012).
– Florida’s Bureau of Medicaid Program Integrity (MPI) discovered that
Humana did not report to MPI “all suspected or confirmed instance of
provider or recipient fraud or abuse” within 15 days after detection.
The alleged untimeliness ranged from 33 days late to 536 days late.
– MPI issued two adverse action letters to Humana on August 9, 2011:
• The first letter alleged a statutory violation and imposed a statutory fine of $1,000
per calendar day for each violation, which MPI alleged amounted to $2,732,000.
• The second letter alleged a contractual breach and imposed a contractual civil
monetary penalty of $200 per day for each violation, which MPI alleged
amounted to $660,400.
32
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Humana settled and agreed to pay $3,225,000!
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SIU Allegation Sources
Reactive complaints
• Anonymous
• Members
• Providers
• Regulators
• SIU FWA Hotline
• Associate referrals
Proactive data analysis
• Data Analysis Tool
• Articles/News
• HealthCare Fraud Sources
 NHCAA; ACFE; HCCA; HFPP
 OIG Workplan
 CMS
• Industry – AHIP, CMS, etc.
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Intake
Sources
•
•
•
•
•
•

Hotline- tied to MEOBs; Provider/Member documents
Internal Reporting chains (email, in-person etc..)
PBM
Triage (?s when/what to advance)
Tie into Case Management System
Case Management System-Functionality
Reporting
Monitoring
Repository
Security
Controls for access

SIU Case Prioritization
• Triage and Prioritize. The SIU team preliminarily assesses the matter and enter
the case priority in our case tracking system in order to pursue the cases with
the highest impact of potential FWA.
• Examples of prioritization:
• High – Cases/allegations having the greatest program impact which would
include: patient abuse or harm, multi-state fraud, high dollar impact of
potential overpayment, likelihood for an increase in the amount of fraud or
enlargement of a pattern, cases with an active payment suspension, etc.
• Medium – Cases/allegations not at the level of a high priority, may be a
case active with law enforcement or regulatory agency and SIU told to
stand down, cases in recovery status, multiple complaints against subject
but lower dollars involved, etc.
• Low – Cases/allegations not at the level of a high or medium priority, may
be low dollars involved and had no or few prior complaints, etc. All cases
being prepared for closure should be a low priority.
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Allegation – Medical
Medical Case - Investigative Actions
•

Contact Referral Source/Complainant

•

Complete referral to State – Note: State requirements differ

•

Research prior complaints against subject

•

Research corporation records, state licensure, and disciplinary issues

•

Conduct internet research regarding subject/managing employees, background information, provider/facility
reviews, map of the location

•

Search for Subject on the HHS-OIG exclusions list

•

Review NPI Registry for provider

•

Research claims system for provider/member effective date and/or termination date, and credentialing

•

Run claims data in claims system and/or data analytics tool

•

Send member service verification letter

•

Complete and mail medical record request letter

•

Send records for coder and/or nurse review

•

Calculate and issue overpayment notice
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Allegation – Pharmacy
Pharmacy Case - Investigative Actions
•

Contact Referral Source/Complainant

•

Complete referral to State – Note: State requirements differ; If Medicare and “suspected” fraud, complete referral to
MEDIC

•

Research prior complaints against pharmacy and or recipient

•

Identify if recipients qualifies for pharmacy “Lock-Out” program

•

Research corporate records, state licensure, and disciplinary issues

•

Conduct internet research regarding subject/managing employees, background information, provider/facility reviews,
map of location

•

Search for provider on the HHS-OIG exclusion list

•

Review NPI Registry for provider

•

Review pharmacy/member claim billings report to identify case allegation and or billing trends and patterns and/or run
in data analytics tool

•

Send member service verification letter

•

Complete and mail medical record request letter

•

PBM will adjust claims if needed

38
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SIU Investigative Actions
• The SIU should pursue reactive and proactive investigations to either corroborate the allegations
or determine them unfounded. The actions should include but not be limited to:
 Data analysis to identify outlier billing patterns
 Public record reviews – state licensure, state disciplinary actions, corporation records, etc.
 Partnership systems search – National Healthcare Anti-fraud Association SIRIS, Healthcare
Fraud Prevention Partnership
 Pull a valid random sample based on the allegation (i.e., top code billed, claims with
excessive codes, etc.)
 Internal systems review - credentialing file, provider contract, prior authorizations, etc.
 Conduct member interviews
 Provider onsite audit
 Request and review medical records by coder, nurse, and/or medical director
•

The SIU should timely report suspected FWA. Once a determination has been made that the
target party has engaged in FWA, appropriate remedial action should be pursued, which
depends upon the misconduct at issue. Also timeliness for reporting varies by state. Document,
Document, Document!
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Reactive FWA Investigations
•

Inquiries typically commence within 14 days of referral to the SIU

•

Initial investigative actions include obtaining sample of relevant records

•

Examples of records pulled by investigators
•

Provider top CPT/ICD 9 codes

•

Charts, Trending analyses, drug profiles, medical records and prescriptions

•

Payment records

•

Provider ID, Vendor ID, credentialing, Member ID (incl. address and contact information), eligibility
span, PBM prescription data

•

Copy of provider’s license of state of issue, registered Disciplinary actions, NPI (National Provider ID)

•

NHCAA/SIRIS search and reporting

•

Division of Corporation listing

•

Provider and Vendor contracts

40
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Proactive Investigations
•

SIU should use a variety of proactive investigative measures to identify and pursue potential FWA

•

Information sharing regarding schemes detected in the industry

•

•

Review of law enforcement reports or other publicly reported information

•

Partnerships with State and Federal agencies

•

Member of the National Health Care Anti-Fraud Association (NHCAA)

•

Member of the Healthcare Fraud Prevention Partnership (HFPP)

Targeted claims queries to identify suspicious activity or unusual patterns
•

Examples: Visit trend analysis; provider up-code checker; hospital stay with no professional services;
bell curve analysis; abnormal utilization

•

Results: Up-coding; unbundling; misuse of modifiers; unusual CPT codes; double billing; unreasonable
service time billed in a day

•

If suspicious activity identified, expanded investigation is initiated

•

Recently purchased STARSSolutions (predictive algorithm)
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Data Mining
Examples of areas to conduct data drill down:
• Outliers
• Upcoding
• Time Bandits
• Service Profiles
• Unusual Patterns
• Doctor Shopping
• Follow the Money
• Peer Comparisons
• Duplicate Payments
• Inappropriate Code Combinations
• Top Controlled Substance Prescribers
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FWA Detection, Prevention, Investigation and Case Management

• Lead Generation
• High Impact rules and Predictive
Analytics
• Examine the big Picture
• Automated Detection of Suspect
Behavior

Post‐Pay
Detection

Investigative
Analysis
•
•
•
•

Informed Decision‐Making
Trend Analysis
Random Sampling
Statistical Aggregations

Expert
Services

FWA
Prevention

• Post and Pre Payment Review
Services
• Consulting: P&P, Best
Practices, Audit Prep, etc.

Pre‐Pay
Analysis

Case & Workflow
Management

• Pre‐Payment Intervention
• Integrated with post‐payment
review
• Targeted prepayment review
for a more effective program

• Case Documentation
• Workflow Management
• Workload Balancing
• Financial & Case Reporting

Lead generation through rules and predictive analytics


Automated Overpayment Identification
—

Identifies aberrant billing patterns using multivariate
analyses
— Flags suspect providers, members, and claims
— Scores leads for prioritization



High‐impact Rules/Algorithms
—

Combines clear‐cut known schemes with Predictive
Analytics
— Cross benefit analysis between facility and
professional and professional and Rx
— Taylor rules based on your outcomes


Claim Comparison Against the “Big Picture”
—
—

Compares billing patterns over time
Compares across all claim types
— Compares providers within peer groups
— Measures potential overpayment against universe
of payment


Comprehensive Reporting
—

Summarizes and formats findings in investigative
templates
— Includes Potential Exposure reports for analysts and
management
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Follow the lead wherever the investigation takes you next

 After the lead is generated by STARSSentinel or received from another source
–

Use STARSInformant to explore the allegation

–

Conduct ad hoc data analysis

–

Collect data and reports to support the investigation

–

Generate random samples

 Fill law enforcement data requests


Empowers analysts as they probe to:
—
—
—

Validate
Investigate
Research

STARSInformant is the next
generation of STARS

Command Center for Fraud Investigation Case Management
 Put all suspects (from internal and external sources)
Caseinventory
Management
to Collect, organize, and inventory all caseload and
under
control
gain new perspectives
 Assign (and re-assign) workload
to staff members
 Monitor timeliness, generate alerts,
follow progress
 Measure dollars at risk,
overpayment demands, recoveries,
the cost of case development

and

 Reinforce the value of SIU, Audit, and other cost-recover cost-avoidance
units
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STARSSolutions – Scheme Analysis
Example

47

STARSSolutions – Submission Analysis
Example

48
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STARSSolutions – Example Scheme
Analysis

49

HFPP
• In July 2012, the Secretary of HHS and the Attorney General
announced a historic partnership to exchange facts and
information between the public and private sectors in order to
detect and prevent health care fraud.
• The Healthcare Fraud Prevention Partnership (HFPP) currently
has 45 partner organizations from the public and private sectors,
law enforcement and associations.
• In 2013 and 2014, the HFPP completed early proof-of-concept
studies that have enabled partners, including CMS, to take
substantive actions, including payment suspensions,
system edits and revocation of Medicare billing privileges.
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Example of a SIU Workflow – Varies Based
on State Regulations
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Regulatory Challenges
•
•
•
•
•
•
•
•

Approval to refer
Approval to pursue o/p
Approval to recover
Timing for each of above
Limited ability to show ROI if can’t pursue
Law Enforcement interaction
Compliance=FWA/SIU=Program Integrity
Meetings- in-person vs. phone; level of detail; transitioning to
more data sharing;
–
–
–
–

State (all MCOs; MCO-specific)
MFCU
Federal Task force meetings
Bring Something to the Table
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Examples of Contract Language
• Statutory language requiring MCOs to report suspected fraud and abuse within
15 calendar days of discovery
• Requirements for specific, designated staff as well as general adequacy
requirements
• Contract language requires the MCO’s to submit to a NOI if they suspect fraud or
abuse
• Contract language requires the MCO to report recoveries to a monthly basis and
quarterly
• Statutory and contract language requiring quarterly and annual activity reports
• Liquidated damages

Regulatory Reporting
• Externally

•

–
–
–
–
–
–

Timing: Monthly, Quarterly, Annually
Recoveries/Cost Avoidance
Suspensions
Providers Termed
Exclusions/Sanctions Checks
Actual vs Tips

–
–
–
–
–
–
–
–

Summary
Audits Performed
Referrals Made
Overpayments Identified
Overpayments Recovered
New PI Actions
List of Involuntary Terminations
List of Recipients Referred to OIG

RFIs
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Enforcement Focus: Integrity of Data Submissions
• Medicare Advantage health plans and Medicaid managed care
programs must routinely submit data to the government. Some of the
data submissions can impact the amount of premium payments the
government pays the plans.
• Government auditors are becoming more sophisticated in their ability
to detect inaccurate data submissions.
• In its 2016 Mid-Year Work Plan Report*, the HHS-OIG indicates that it
is reviewing CMS’s oversight of data integrity for Medicare Advantage
plans’ encounter data submissions and is reviewing the sufficiency of
documentation submitted by Medicare Advantage plans to support
risk adjustment diagnoses.
*https://oig.hhs.gov/reports-and-publications/archives/workplan/2016/WorkPlan_April%202016_Final.pdf
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Enforcement Focus: Integrity of Data Submissions, cont.

• U.S. ex rel. Swoben v. UnitedHealthcare Insurance Co., et
al., 2016 WL 4205941 (9th Cir. – Aug. 10, 2016).
– CMS calculates the payment for Medicare Advantage enrollees based
in part on various “risk adjustment data” relating to each enrollee’s
health status and other demographic profile information. Some plans
conduct record reviews retrospectively to determine whether the risk
adjustment data previously filed with CMS is accurate.
– The federal regulations require Medicare Advantage organizations
must certify that the risk adjustment data they submit are accurate,
complete and truthful.
– Here, Relator alleged that certain Medicare Advantage plans designed
their retrospective member records intentionally to identify only
opportunities for payment increases rather than decreases. How did
they allegedly do that?

56
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Enforcement Focus: Integrity of Data Submissions, cont.
• They allegedly retained coding companies or purchased specialized software to perform
retrospective reviews of the medical charts of tens of thousands of their patients with severe
illnesses but “concealed from the coders the diagnosis codes that had been previously
submitted to the Government.” Consequently, “the results of the coders’ reviews did not
identify the diagnosis codes unsupported by proper documentation of the reviewed medical
charts that had been previously submitted to the Government.”
• One plan allegedly instructed its medical providers to review the medical charts of selected
patients to determine whether those charts supported specific diagnoses that had not
previously been reported to CMS. The medical providers reported the additional diagnosis
codes supported by the records “but made no attempt to determine or report those
previously reported diagnosis codes that were unsupported by properly documented
medical charts that were reviewed.”
• The plans allegedly used a template to report the results of their retrospective reviews to
CMS that allowed coders to enter any additional diagnosis codes identified by the reviews
but “did not permit the entry of information indicating what previously submitted [diagnosis]
codes should be withdrawn.”
• Several plans allegedly “had RADV audit error rates well in excess of 20%, reflecting that
more than 20% of [their] diagnosis codes submitted to CMS were not supported by properly
documented medical charts.” Relator alleges the over-reporting error rate found in these
audits of representative medical records placed the defendants on notice that the risk
adjustment data they more broadly submitted to CMS also contained significant overreporting errors.
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Enforcement Focus: Integrity of Data Submissions, cont.

• After the District Court dismissed his Fourth Amended
Complaint with prejudice, the 9th Circuit revived it by holding
that:
– “[W]hen, as alleged here, Medicare Advantage organizations design
retrospective reviews of enrollees’ medical records deliberately to avoid
identifying erroneously submitted diagnosis codes that might otherwise
have been identified with reasonable diligence, they can no longer certify,
based on best knowledge, information and belief, the accuracy,
completeness and truthfulness of the data submitted to CMS. This is
especially true, when, as alleged here, they were on notice of erroneously
reported diagnosis codes.”

• The 9th Circuit found that at least some of the plans were “on
notice” of erroneously reported codes by virtue of certain RADV
audits with error rates of 20 percent or more.
58
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Enforcement Focus: Integrity of Data Submissions, cont.
• The 9th Circuit distinguished the allegations here from a situation
involving a health plan that “passively forwarded to CMS unsupported
diagnosis codes they received from their medical providers. That type
of conduct would not necessarily result in false … certifications.”
– The 9th Circuit also pointed out that in a 2000 preamble, CMS stated that MA plans
“cannot reasonably be expected to know that every piece of data is correct, nor is
that the standard that [CMS and the Department of Justice] believe is reasonable
to enforce. [S]imple mistakes will not result in sanctions.”
– However, the 9th Circuit believed that the allegations here amount to more than
“simple mistakes” and instead to “affirmative steps to generate and report skewed
data.”

• “If Medicare Advantage organizations acquire the codes identified by
retrospective coders, compare them to the codes previously
submitted to the CMS, identifying both under- and over-reporting
errors, but withhold information about the over-reporting errors from
CMS, this would result in a false certification.”
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Examples of Referral Packets
Completed Referral Packet submitted should contain the following:
• Identifying Information for Provider, including name, NPI and other known ID #s
• Contract(s) with Health Plan
• Credentialing Information
• Disclosure(s)
• Provider Education; including that specific to activity under review
• Fee Schedule (in Excel format)
• Audits/Communication
• Information on Pre-pay; including Reason(s), Status and History
• Health Plan’s Policy on _______
• Provider participation history & status (MS Word or PDF format)
• Records reviewed
• MCE Coders Report
• Other pertinent Information or data
** Varies by State
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SIU Remedial Action Taken
• Once an investigation is completed, the resolution of the case may result in the allegation
being unfounded
• Cases that are founded may result in one or more of the following:
• Provider / Member education
• Payment suspension
• Overpayment
• Referral to government entities
• Provider / Member termination
• Referral to member pharmacy lock-in program
• Settlement or litigation
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Other Overpayment Activities
•

•

Other MCO potential overpayments may be attributable to:
•

Retroactive member termination

•

Inappropriate coding

•

Payment duplication

•

Payment for unauthorized services

Scope / time limitations of recovery efforts
•

Professional Claims (CMS-1500): 12 months from DOS

•

Institutional Claims (UB-04): 30 months from DOS
•

Exception for retrospective disenrollment, where institutional claims are also
limited to 12 months from DOS
62
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Tracking Success
• $ Recoveries-Identified vs Recovered
• In house
– Who records recoveries?
– Regulatory requirements tied to encounters

• $ Recoveries via External Stakeholders (OIG, State; MFCU, etc…)
• $ Saved/Cost Avoidance
–
–
–
–

What to track
How & for how long (12 mo. Vs. perpetuity)
Who will track; validation
When to track

• Pre-Pay Savings (FWA; Operational Savings)
• Other value
– Meetings
– Reports
– Surveys/Audits

Keys
•
•
•
•
•
•

Transparency
Provide expectations; clarify roles
Solid Relationships
Communicate, communicate (joint assistance-MFCU)
Document, document
Collaborate w/key partners
– Internally (i.e. provider relations)
– Externally (i.e. Other SIUs)

•
•
•
•

Data-Integrity of data
No surprises
Reevaluate/Assess-outside firms review
ROI $ saved per $ spent
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Wrap Up/Questions
• Craig H. Smith
Partner
Hogan Lovells US LLP
(850) 309-0009
craig.smith@hoganlovells.com
• Chris Horan
VP Corporate Compliance Investigations
WellCare Health Plans, Inc.
(813) 206-3754
christopher.horan@wellcare.com
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HCCA Healthcare Enforcement
Compliance Institute
OIG Update
October 24, 2016
Robert K. DeConti
Assistant Inspector General for Legal Affairs
Office of Inspector General
U.S. Department of Health and Human Services

Overview
• Selected fraud trends by program
• Enforcement focus areas
• Compliance resources

1

OIG’s Multidisciplinary Approach
•
•
•
•
•

Office of Audit Services (OAS)
Office of Evaluation and Inspections (OEI)
Office of Investigations (OI)
Office of Counsel to the Inspector General (OCIG)
Office of Management & Policy (OMP)

OMP
OAS

OI
OCIG

OEI

Skilled Nursing Facilities CY2015
SNF Annual Average Paid Per Capita
(Part A‐Enrolled FFS Beneficiary) for CY 2015

National Average
Paid Per Capita:
$716
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Skilled Nursing Facilities
• OEI Report: The Medicare Payment system for Skilled Nursing Facilities Needs
to be Reevaluated (OEI‐02‐13‐00610, September 2015)
• Upcoding through manipulation of RUGS classification
• Switch schemes between programs and status (inpt/outpt)
• Medically unnecessary therapy (PT, OT, and SLP)
– Can result in unnecessary and unwanted end‐of‐life care

• Trending towards for‐profit facilities
• High turn‐over rate and concerns regarding caregivers
• Theft of needed pain and other medications from patients

Skilled Nursing Facilities
•

Rehabcare ‐ $125 million settlement (January 2016)
• Presumptively placed patients in highest therapy reimbursement level
• Increased therapy during assessment reference periods only
• Shifted therapy among disciplines to ensure targeted reimbursement
levels
• Provided high amounts of therapy at end of measurement period to reach
minimum time threshold
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Hospice CY2015
Hospice Annual Average Paid Per Capita
(Part A‐Enrolled FFS Beneficiary) for CY 2015

National Average
Paid Per Capita: $387

Hospice
• OEI Report: Hospices Inappropriately Billed Medicare Over $250 Million for
General Inpatient Care (OEI‐02‐10‐00491, March 2016)
• OEI Report: Hospices Should Improve Their Election Statements and
Certifications of Terminal Illness (OEI‐02‐10‐00492, September 2016)
• Early or false diagnosis of terminal illness
• Continuous care in alleged crisis situation
• Unqualified providers and facilities
• Patient or family involvement in the fraud scheme
• Lucrative medical director contracts /kickbacks
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Hospice
• Community Health United Home Care, LLC (October 2015)
• $9.8 million settlement arising from a self‐disclosure.
• Submitted false claims for hospice services without certifications of terminal illness.
• Serenity Hospice and Palliative Care (October 2015)
• $2.2 million settlement.
• Allegations that Serenity submitted false claims to Medicare for hospice patients who were not
eligible to be admitted.
• Serenity also entered a CIA. Founder and former president of Serenity agreed to five‐year
exclusion from federal health care programs.
• Alive Hospice, Inc. (September 2015)
• $1.5 million settlement.
• Allegations that Alive billed for services provided to patients who did not qualify for general
inpatient hospice care.

Hospice
• Good Shepherd Hospice (February 2015)
• $4 million settlement.
• Allegations that Good Shepherd provided hospice services to patients who
were not terminally ill.
• Compassionate Care Hospice of New York, LLC (February 2015)
• $4.9 million settlement.
• Submitted false claims for hospice visits never performed, and then falsified
notes to make it appear the visits had been performed.
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Hospice
• In September 2016, Kindred Health Care, Inc., paid a penalty of more than $3
million for failing to comply with a corporate integrity agreement.
• Failure to correct improper billing practices in the fourth year of the five‐year
agreement.
• OIG made several unannounced site visits to Kindred facilities and found
ongoing violations.
• Kindred was billing Medicare for hospice care for patients who were ineligible
for hospice services or who were not eligible for the highest level and most
highly paid category of service.
• As a result of the findings of CIA‐required audits of its claims, Kindred decided
to close 18 sites that it characterized as "underperforming" since March 2015.

What’s New in Hospice
• Marketers touting “new” hospice benefit where you don’t have to be terminally
ill (some patient co‐conspirators)
– Usually housekeeping and homemaker services

• Door‐to‐door solicitation by sham religious entities
– Convincing brochures

• Adult daycare misrepresented as hospice
• Increasing whistleblower cases
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Home Health CY2015
HHA Annual Average Paid Per Capita
(Part A‐Enrolled FFS Beneficiary) for CY 2015

National Average
Paid Per Capita: $463

Home Health
•
•
•
•
•
•

Criminal Enterprises
High dollar for stolen identities
Patient co‐conspirators
Abuse, neglect, and embezzlement
Bust‐out schemes
Social targeting and medically unnecessary
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Ground Ambulance CY2015
Ground Ambulance Annual Average Paid Per Capita
(Part B‐Enrolled FFS Beneficiary) for CY 2015

National Average
Paid Per Capita:
$132

Ambulance
• OIG Report (Sept. 2015) – Inappropriate Payments and Questionable Billing for
Medicare Part B Ambulance Transports
• In connection with dialysis services, mental health services, and assisted living
facilities
– Kickbacks between patients and drivers
• BLS to ALS upcoding
• “Nearest facility”
• Air Ambulance
• Specialty transports

8

Ambulance
• FY 2016 statistics
• Sixteen affirmative OIG Civil Monetary Penalty cases related to ambulance
companies referred from OIG's Consolidated Data Analysis Center (CDAC)
• Total recovery: $2.9 million
• Settlements with providers for emergency trips to inappropriate
destinations.
• Example: July 2016 settlement between OIG and Courtesy Transport
Services, LLC, of Northeast Florida for $362,188

Laboratories
• Millennium Health ‐ $256 million settlement (October 2015)
• Millennium billed for unnecessary urine drug tests and genetic tests,
including for unnecessary confirmation tests on samples that produced
normal results
• Free testing cups in exchange for referrals
• Physicians Group Services, P.A. ‐ $7.4 million settlement (August 2016)
• Multi‐specialty physician practice group based in Jacksonville, Florida.
• Maintains a clinical laboratory as part of its practice.
• PGS billed for medically unnecessary quantitative urine drug testing
services.
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Laboratories
• OIG Advisory Opinion 15‐04
• Laboratory proposed entering exclusive arrangements with physician
practices
• Under these arrangements, laboratory would provide free services to
patients whose insurance companies would not pay for services from this
laboratory
• OIG found risk of AKS liability and potential for use of permissive exclusion
authority

Genetic Testing
•
•
•
•
•
•

Now at health fairs, church socials, and farmer’s markets
Cheek swabs at the mall
Social engineering
Drug sensitivity testing
Multiple unnecessary tests
Physician‐owned laboratories
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Medicare Part C
•
•
•
•

Part C closely tracks Part B fraud
Beneficiaries enrolled without knowledge
Increase in Part C Qui Tams
Risk adjustment fraud

Part D CY2015
Part D Annual Average Paid Per Capita
(Part D‐Enrolled Beneficiaries) for CY 2015

National Average
Paid Per Capita: $3,270
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Prescription Drug Trends
• Shift from controlled drugs to highly reimbursed non‐controlled
• Concern regarding specialty and orphan drugs
• Hepatitis C drugs
• Diabetic drugs pushed for weight loss
• Potentiators (anti‐psychs, HIV meds, neurologics)

Pharmacy Fraud
• Phantom pharmacy has morphed to “hybrid” pharmacies (legit &
illegit business)
• Audits/enforcement created a cottage industry for false invoices
• 2015 HHS‐OIG Part D Portfolio and updated Data Brief
• Gray & black market driving fraud
– Significant international demand
• Increase in “mom and pop” independent pharmacies
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Durable Medical Equipment (DME)
•
•
•
•
•
•
•
•

Wheelchairs
Custom Orthotics & Ortho Kits
Adult Diapers
Oxygen
Mattresses
Nutrition Supplies
Prosthetics
Diabetic Testing Strips

What’s New in DME
• Power wheelchair repairs
– Given poor quality loaners and rentals and original never returned
– Repairs aren’t done
– Hidden fees such as mileage
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Other Medicaid Trends
• Enrollment schemes with underreported income
• Daycare, aftercare, summer camp, big brother/sister programs, VBS billed as
behavioral health programs
• Medicaid sober homes targeting teens

OIG Revised Exclusion Criteria
• Issued April 18, 2016 (Criteria for Implementing Section 1128(b)(7) Exclusion Authority,
available at – http://oig.hhs.gov/exclusions/files/1128b7exclusion‐criteria.pdf)
• Replaced criteria issued in 1997
• Increases OIG’s expectations for providers to implement robust compliance programs,
promptly respond to government investigations, and self‐disclose fraud
• Begins with presumption that exclusion should be imposed
• Provides a compliance “risk spectrum” from low to high risk based on: (1) nature and
circumstances of conduct; (2) conduct during government investigation; (3) significant
ameliorative efforts; and (4) history of compliance
• Highest risk will result in exclusion; below highest risk, OIG may choose to impose
heightened scrutiny or no further action
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Risk Spectrum

Highest Risk

Exclusion

Lowest Risk

Heightened
Scrutiny

Integrity
Obligations

No Further
Action

Release
(Self-Disclosure)

OIG Affirmative Litigation
•
•
•
•
•

Use exclusion remedy to protect patients
Complement the work of the components
Support OIG guidance and level the playing field
Change industry behavior
Hold individuals accountable
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Individual Liability
• Ralph J. Cox III (September 2016)
• Former CEO of Tuomey Healthcare System
• $1 million settlement and four‐year exclusion
• Exclusion extends to management or administrative services paid
for by federal health care programs

Individual Liability
• Susan Toy (September 2016)
• Owner and operator of Millennium Billing
• Submitted claims for diagnostic tests not performed by New
Jersey OB/GYN practice
• $100,000 civil money penalty and five‐year exclusion
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OIG CMP Recoveries
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OIG Eye on Oversight Video Series
Kickbacks to Physicians
https://oig.hhs.gov/newsroom/video/2016/eoo/index.asp
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Questions?
Robert.DeConti@oig.hhs.gov
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Healthcare Enforcement Compliance Institute
GENERAL SESSION: CMS Update
Jerry Mulcahy, Director
Medicare Parts C and D Oversight and Enforcement
Group (MOEG)
Center for Medicare (CM)
October 24, 2016

Center for Medicare – Organization

2

1

Center for Medicare – Parts C & D
Cynthia Tudor
Deputy Center Director
(Parts C & D)

Medicare Drug
Benefit and C & D
Data Group
(MDBG)
Amy Larrick, Dir.
Elizabeth Goldstein,
Acting Dep. Dir.

Medicare Drug and
Health Plan
Contract
Administration
Group (MCAG)
Kathryn Coleman,
Dir.
Scott Sturiale,
Dep. Dir.

Medicare
Enrollment &
Appeals Group
(MEAG)
Michael Crochunis,
Acting Dir.
Judith Geisler,
Acting Dep. Dir.

Medicare Plan
Payment Group
(MPPG)
Cheri Rice, Dir.
Jennifer Harlow,
Dep. Dir.

Medicare Parts C
And D Oversight
and Enforcement
Group (MOEG)
Jerry Mulcahy, Dir.
Vikki Ahern, Dep.
Dir.
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Medicare Parts C and D Oversight and Enforcement Group
(MOEG) – Organization

4

2

Medicare Parts C and D Oversight and Enforcement Group
(MOEG) – Mission
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Division of Analysis, Policy, and Strategy (DAPS)
• Develops the audit strategy
• Performs risk assessment of Plan
Sponsors
• Maintains the audit protocols
• Manages audit support contractor
• Develops industry best practice guidance, job aids, our
annual report, and other data analysis
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3

Division of Audit Operations (DAO)
• Executes the audits
• Oversees and coordinates the
validations for audit corrections
• Conducts audit‐related outreach
• Conducts audit training
• Works collaboratively with DAPs to develop the audit policy,
strategy, and analysis
• Works collaboratively with DCE to support enforcement
actions
7

Division of Compliance Enforcement (DCE)
• Evaluates referrals of egregious
Parts C and D program non‐
compliance
• Develops cases for enforcement actions
• Leads oversight of sponsors while under intermediate
sanctions or termination proceedings
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CMS Perspective
What the Annual Report Tells Us
CMP Methodology
Sanctions
Compliance Program Effectiveness
Self‐audits
Risk Assessment & Five‐Year Audit Cycle
Independent Review Entity (IRE) Auto‐forward – cases not
forwarded
• Audit Impact on Star Rating

•
•
•
•
•
•
•
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Contact Us
• Audit mailbox: part_c_part_d_audit@cms.hhs.gov
• Compliance mailbox:
Parts_C_and_D_CP_Guidelines@cms.hhs.gov
• Part C and Part D Compliance and Audits website:
https://www.cms.gov/Medicare/Compliance‐and‐Audits/Part‐
C‐and‐Part‐D‐Compliance‐and‐Audits/index.html
10

5

Thank you!

Questions?
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6

Enforcement and Compliance: Key Takeaways

 Develop board and management accountability for compliance
oversight and setting the tone at the top.
 Encourage employees and agents to internally report non-compliant
activity and be prepared to respond appropriately.
 An organization ignores a report of non-compliant activity at significant
risk.
 An effective method for investigating reports of non-compliant activity
is essential because there is no substitute for the facts in resolving
compliance matters.
 Be wary of "business judgements" as a substitute for compliance
remedies.

4850 7288 1208

Enforcement and Compliance: Strategies for Organizational
Counsel and Compliance Professionals
 Whistleblowers: Organization friend or foe?
 What are typical organization responses to reports of non‐
compliance and the whistleblower threat?
 What are the most important features of compliance programs
that are useful in managing compliance deficiencies and risk
and the whistleblower threat?
 How does the government view and consider cases for selection
to intervene against defendants and how can organizations
influence this decision?
 The use of ʺinternal investigationsʺ as an organizational
response to reports of non‐compliant activity and managing the
whistleblower threat.

4813 8136 9400
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Preparing Your Organization for a
HHS‐OIG Information Security Audit
David Holtzman, JD, CIPP/G CynergisTek, Inc.
Brian C. Johnson, CPA, CISA HHS‐OIG

Section 1: Models for Risk Assessment
Section 2: Preparing for a HHS‐OIG Audit
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Models for
Risk Assessment
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Where Do We Start? Risk Assessment…
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What is Risk Analysis?
• The process of:
– Analyzing threats and vulnerabilities in a
specified environment,
– Determining the impact or magnitude, and
– Identifying areas needing safeguards or
controls
CynergisTek, Inc.

11410 Jollyville Road, Suite 2201, Austin TX 78759
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Information Security
Risk Analysis
HIPAA Security Rule

CynergisTek, Inc.
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HIPAA Security Risk Assessment
• An assessment of threats and vulnerabilities to information
systems that handle e‐PHI.
• This provides the starting point for determining what is
‘appropriate’and ‘reasonable’.
• Organizations determine their own technology and administrative
choices to mitigate their risks.
• The risk analysis process should be ongoing and repeated as
needed when the organization experiences changes in technology
or operating environment.
CynergisTek, Inc.
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Performing a Risk Analysis
Gather
Information

Analyze
Information
Develop
Remedial
Plans
CynergisTek, Inc.

•
•
•
•

Prepare inventory lists of information assets‐data, hardware and software.
Determine potential threats to information assets.
Identify organizational and information system vulnerabilities.
Document existing security controls and processes.

•
•
•

Evaluate and measure risks associated with information assets.
Rank information assets based on asset criticality and business value.
Develop and analyze multiple potential threat scenarios.

•
•
•

Prioritize potential threats based on importance and criticality.
Develop remedial plans to combat potential threat scenarios.
Repeat risk analysis to evaluate success of remediation and when there are
changes in technology or operating environment.
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512.402.8550

info@cynergistek.com

cynergistek.com

@CynergisTek

8

4

10/18/2016

Example of Security Risk Analysis
Administrative Safeguards
Security Management Process

Findings

Comments

Risk Analysis
Has a policy, procedure or plan been documented &
implemented that requires annual risk analysis?
Is a risk analysis conducted annually or whenever
significant modifications made to a system, facility or
network? If yes, then when was the last date?
Risk Management
Has a risk management policy, procedure or plan
been documented and implemented to ensure
security measures are in place to reduce risk to an
acceptable level?
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Cybersecurity
Framework

CynergisTek, Inc.
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Frameworks: A Common Taxonomy For
Describing an organization’s current cybersecurity posture
Describing its target state for cybersecurity
Identifying and prioritize areas of improvement
Employing a repeatable process for review
Continuously assessing its cybersecurity posture
Communicating cybersecurity risks to both internal and
external stakeholders
• Conducting regular measurements of control effectiveness
• Demonstrating compliance
•
•
•
•
•
•

CynergisTek, Inc.
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A Holistic Approach To Data Security
Inventory information assets and analyze their
risks

Protect

Use technical, administrative, and physical controls
to mitigate the identified risks

Detect

Monitor the environment for signs of intrusion

Respond

Mobilize resources to contain and eradicate an
intrusion

Recover

Remediation the effects of an intrusion and return
to normal operations

Governance

Identify

Reference: NIST Cybersecurity Framework
CynergisTek, Inc.
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CSF Crosswalks to HIPAA SR
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Resources & Tools
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Resources for Getting Started
• HHS HIPAA Information Security Risk Assessment for Small Organizations (v2.0,
September, 2016)
– https://www.healthit.gov/providers‐professionals/security‐risk‐
assessment
• NIST Cybersecurity Framework
– http://www.nist.gov/cyberframework/
• HIPAA Security Crosswalk to NIST Cybersecurity Framework
– http://www.hhs.gov/sites/default/files/nist‐csf‐to‐hipaa‐security‐rule‐
crosswalk‐02‐22‐2016‐final.pdf
CynergisTek, Inc.

11410 Jollyville Road, Suite 2201, Austin TX 78759

512.402.8550
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Questions
Questions?

David Holtzman
david.holtzman@cynergistek.com
(240)720‐1365
@HITprivacy
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October 24, 2016



Disclaimer



What is the OIG?



What does the OIG oversee?



What are OIG’s components?



What is OIG’s oversight role in health IT?



Where does IT Audit fit in?

October 24, 2016
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How do we decide what to audit?



What are we working on now?



What should you expect if selected for an audit?



What are the results of our work?



What are your questions?

October 24, 2016
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 The views I express are my own, and do not

necessarily represent those of the OIG, or any other
government agency or department.

October 24, 2016
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Mission: Protect the integrity of HHS programs and the welfare of the people they serve

1,550+
employees

70+ offices

October 24, 2016
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Audit
Services

October 24, 2016

Evaluation
&
Inspections

Investigations

Counsel to
the IG
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•

•

100+ HHS programs, including those operated by
the Centers for Medicare & Medicaid Services, the
Office of the National Coordinator, and the Food
and Drug Administration
$1 trillion in HHS spending, including grants and
contracts

October 24, 2016
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Internal to HHSR
ONC

CMS

Hospitals

Physicians

OCR

FDA

Contractors

States

Etc.

October 24, 2016

External to HHS

Etc.
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 HHS Cybersecurity Program Mission: Foster an enterprise‐wide secure

and trusted environment in support of HHS' commitment to better health
and well‐being of the American people.

 OIG IT Audit Mission: To provide timely, impactful, and

innovative IT audits of data and information systems
maintained by, or on behalf of, HHS.
 Our Common Mission: To ensure that all data and systems under the

jurisdiction of HHS are secure.
October 24, 2016
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Our IT Audit work generally falls into the following areas:
 Congressionally Mandated Work
 Information Security General Controls Audits including

Vulnerability Assessments using automated tools
 Application Control Audits
 Penetration Tests
October 24, 2016

26

13

10/18/2016

Two risk‐based approaches we are currently using:

 Cyber Risk Assessments (Public Reconnaissance)
 Enterprise Risk Management (ERM)

October 24, 2016
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The Cyber Assessment Team has been adopting public
reconnaissance to plan work at HHS OpDivs. The team used
publicly available sources to provide insight on each OpDiv’s
infrastructure and to determine whether potentially vulnerable
systems and web applications exist.
General and application control IT audit teams have been
adopting Enterprise Risk Management to plan work.
October 24, 2016
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The Cyber Assessment Team identified potential targets and provided insight on
various attack landscapes:
 No vulnerabilities exploited and
 No active attacks took place.



Information extracted included:
 Currently existing vulnerabilities;
 IP addresses and sub‐domains;
 Insight on the network infrastructure; and
 Software potentially used.

October 24, 2016
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What is Enterprise Risk Management?

October 24, 2016
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Based on the risks identified, some of our top priorities for upcoming work include:


HHS Operating Division Data and Information System Security (Cyber and General
Control Assessments)



Medicaid Data and Information System Security (MMIS, MCO, and Eligibility
systems)



Medical Device Security



System Controls Supporting Prescription Drugs

October 24, 2016
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 Average 25 ongoing audits in various stages
 Average 25 reports per year
 Many significant recommendations per report (individually

or collectively)

October 24, 2016
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We will contact you and the HHS Operating Division responsible for
the related HHS program oversight. In our audit notification letter we
will typically include our:
 audit objective,
 an explanation of our authority to conduct the audit,
 an initial request list,
 who our contacts are, and
 instructions on how to communicate and send information securely.
October 24, 2016
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Here is an example of a typical IT audit objective:


The objective of our audit is to determine whether the you
adequately secured your data and information systems that
support a particular HHS program (e.g. Medicare, Medicaid,
State Marketplaces, Electronic Heath Records, etc.) in
accordance with Federal requirements (e.g. HIPAA, HITECH,
ACA, Medicare, Medicaid, etc.)

October 24, 2016
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To accomplish our objective(s), we:


Obtain guidance the auditee received from oversight
organizations, e.g. CMS;



Assess System Security Plans;



Assess Risk Management Programs
 obtain an understanding of the security framework used (e.g. HIPAA,

NIST SP 800‐53, ISO 27001, COBIT, SOC2, etc.) ;
October 24, 2016
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Map data flow, decision/control points (input, processing, storage), to include
external interfaces, network architecture, databases – for example:
 Information flow
 Hardware/software (network diagrams)
 People (organization charts);



Obtain SLAs, Business Associate Agreements, contracts, MOUs, etc.;



Interview management and personnel;



Assess policies, procedures, and practices;

October 24, 2016
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Assess network system security;



Assess computer security patch management;



Assess access controls;



Assess device and media controls;



Assess network perimeter devices (ex. firewalls, routers, and
switches);

October 24, 2016



Assess web application and website security;



Assess database controls; and



Assess incident response controls.

37

We conduct our audits in accordance with generally
accepted government auditing standards.
October 24, 2016
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Based on the auditee’s environment, systems and applications,
and in coordination with the OIG OAS IT Cyber Threat and
Assessment Team, we will use various automated tools to assess
the security of the system or applications.
We are also developing a strategy and tools for identifying
Incidents of Compromise. We believe this could become a
valuable service to our auditees.
October 24, 2016
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Two Risk Factors for Management: Compliance and Security
Being in compliance does not mean data and systems are secure.
In general, HHS OIG IT Audits are performance audits. Compliance audits
are a subset of performance audits.
We are advocates for the security of data and systems supporting HHS
programs; therefore, to provide a better service to our stakeholders, our
IT audit teams use a hierarchy of criteria to focus on IT security.
October 24, 2016
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We use laws, regulations, guidance, and best practices to support our findings
and recommendations. For example:


FISMA (Federal agencies and contractors)



HIPAA/HITECH (for covered entities and their business associates)



ACA (meaningful use)



Regulations (Code of Federal Regulations)



Guidance (NIST SP 800 Series)



Industry Best Practices (Manufacturer/vendor support for OS, patches, etc.)

October 24, 2016
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Many of our findings involve vulnerabilities in the following control
areas:
 Security Program Management,
 Access Controls,
 Configuration Management (patching and current, supported

systems and applications), and

 Contract and service level agreement oversight, as well as

interagency coordination.

October 24, 2016
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Security management. The auditee had inadequate security
management, i.e., no security plan for its claims processing system.



Access controls. The auditee had inadequate access controls:





a lack of encryption for systems and claims data stored on backup tapes,
an inadequate password history setting for securing its Windows network,
no policy requiring two‐factor authentication for remote network access,
inadequate documentation of remote network access requests and
authorizations,
 untimely disabling of user accounts for terminated employees, and
 inadequate physical access security controls.
October 24, 2016
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Configuration management. The auditee had inadequate
configuration management:
 outdated software on production servers no longer supported by the







vendor,
outdated antivirus definitions on production servers,
inadequate security settings for network devices,
no encryption on the claims processing database,
critical software patches not applied to all workstations in a timely manner,
an inadequately secured Web site for providers, and
no use of centralized logging on Windows servers hosting the claims
processing system.

October 24, 2016
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The auditee did not adequately secure its data and
information systems in accordance with Federal
requirements. Although the auditee adopted a security
program for the [processing system], we identified numerous
significant system vulnerabilities. These vulnerabilities
existed because the auditee did not implement sufficient
controls over its data and information systems or provide
sufficient oversight to ensure that [its contractor]
implemented contract security requirements.

October 24, 2016
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Although we did not find evidence that anyone had exploited
these vulnerabilities, exploitation could have resulted in
unauthorized access to and disclosure of [##] beneficiaries’
data that also supported paid claims totaling more than [$$]
billion in FY 2015, as well as disruption of critical [program]
operations. These vulnerabilities were collectively and, in
some cases, individually significant and could have
compromised the integrity of the auditee’s [HHS] program.

October 24, 2016
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We issue a draft audit report to the auditee.



We allow 30 calendar days for auditees to comment on our draft
report.



We incorporate the auditee’s comments in a restricted final report to
the auditee, attach them in their entirety as an appendix, and provide a
copy of our report to CMS (or other appropriate HHS Division(s)).



We also publish a public summary report.



Due to security considerations, we omit from the public summary
report certain details regarding specific system vulnerabilities.

October 24, 2016
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Questions
Stay Connected:
oig.hhs.gov
twitter.com/OIGatHHS
youtube.com/OIGatHHS

October 24, 2016
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Brian C. Johnson, CPA, CISA
IT Audit Manager
U.S. Department of Health and Human Services (HHS)
Office of Inspector General (OIG)
Brian.Johnson@oig.hhs.gov
404‐562‐7788
October 24, 2016
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Laura Laemmle-Weidenfeld, Partner, Jones Day
Regina G. Morano, Chief Legal & Compliance Officer,
National Spine & Pain Centers
Caitlin McCormick, Associate Director, Center for Health Policy Innovation,
Harvard Law School
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Agenda
Negotiating the CIA
 Implementing the CIA
 A Roadmap of Common Issues that Arise During a
CIA
 Preparing for CIA Close-Out


2

1

3

Negotiating the CIA
Typically negotiated concurrently with FCA settlement
 Involve Compliance and/or business personnel in
negotiating details


 End up with CIA best tailored for organization
 Ensure that Compliance and business personnel are familiar

with requirements


Outside counsel typically leads negotiations, engaging
with Office of Counsel to the IG (OCIG) attorney

4

2

Focus Negotiations on Somewhat Flexible
Provisions
Affiliated entities covered by requirements and
sanctions
 Timing for CIA deadlines (e.g., developing written
guidelines, training)
 Who’s included in Covered Persons and similar
definitions
 Claims review area(s) of focus
 Various logistical details
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Year 1:

6

3

Year 1: Implementing the CIA
Crisis Management and Public Image
CIA typically entered into concurrently with settlement of government investigation
 OIG is sufficiently concerned about provider’s future compliance that it believes
CIA is necessary to protect the Medicare and Medicaid programs
 DOJ will issue press release upon settlement


 Provider has no or minimal input Ensure that Compliance and business personnel are

familiar with requirements
 Press release will describe allegations and fact of CIA

CIAs no longer automatic with FCA settlements  increased stigma
 If your client has a crisis management or PR firm, use them now!
 Assess your legal team – the team you used for the investigation/negotiation may
or may not be the right team to help in the post-settlement world
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Year 1: Implementing the CIA
Working with the OIG
OCIG typically assigns different attorney to serve as monitor, than negotiated CIA
 Monitor’s role more collaborative, less adversarial, than CIA negotiation and
investigation
 OIG monitor’s function:


•
•
•
•



Oversee entity’s implementation of CIA requirements
Respond to questions from entity
Review reports and disclosures for compliance with CIA requirements
Make sure entity is capable of continuing effective compliance program at end of CIA
term

OIG monitor expects direct line of communication with Compliance Officer (CO)

8
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Year 1: Implementing the CIA
What to Expect from Your OIG Monitor


Can be valuable resource
 Available and willing to answer questions about CIA requirements
 Will consider timely extension requests



But is also responsible for overseeing your entity’s compliance with
CIA requirements
 Will review and respond to reports and disclosures
 Will impose penalties for failures to meet CIA requirements that are significant or

persistent
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Year 1: Implementing the CIA
What OCIG Expects of CCO/Entity







Familiarity with CIA’s requirements
Open lines of communication from Day 1
When asking for clarification or modification, explanation of
why
Transparency – monitor expects entity to encounter and
identify issues, concerned over how entity addresses
Timeliness on submissions and, when appropriate, on
requests for extension
Provision of narrative/context with all disclosures and reports
submitted

10
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Year 1: Implementing the CIA
Your First 90 Days


Watch the clock – time flies when you’re having fun
 Use an implementation plan to stay on top of what has to be done, by what time,

and who is responsible










Hire or upgrade existing compliance officer
Appoint new independent Board members
Retain IRO
Appoint executive compliance committee
Appoint Board compliance committee
Update policies and procedures
Plan training
Conduct initial risk assessment
Set aside adequate time to draft Implementation Report
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Year 1: Implementing the CIA
Your First 90 Days, cont’d.


Budgeting for additional costs of CIA implementation:
 New or upgraded compliance officer
 Building out compliance department
 IRO (and potentially compliance monitor, quality monitor,





board compliance expert)
Ongoing outside counsel support
Internal audit
New IT systems (e.g., contract management)
Other expenses
12
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Year 1: Implementing the CIA
Finding the Right IRO
Independent Review Organization must be INDEPENDENT throughout
CIA term
 Required under CIA, selected by entity, with OIG having veto authority
 Primary role: reviewing and reporting on entity’s compliance program
and any business matters that CIA addresses (e.g., focus
arrangements, promotion activity, claims activity)
 Typically will perform:
 Systems review and transactions review and/or claims review in
years 1 and 4
 Transactions and/or claims reviews in years 2, 3, and 5
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Year 1: Implementing the CIA
Finding the Right IRO, cont’d.


Independent means:
 No or limited prior business relationship
 No personal relationships
 No financial interest in entity



Require expertise, talent, good chemistry, and reasonable
billings:





RFPs
Interviews
References
Budgets
14
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Year 1: Implementing the CIA
Finding the Right IRO, cont’d.


Make sure your IRO candidate has the appropriate
approach:









The IRO is NOT “a representative of the OIG”
The IRO is NOT “acting on behalf of the OIG”
The IRO is NOT your OIG monitor
The IRO is NOT your friend
The IRO is NOT your enemy
The IRO is NOT your boss
The IRO has a job to do,
And you have your own job to do.
15

Year 1: Implementing the CIA
Gaining Corporate Buy-In











Be wary of post-settlement relief – implementing a CIA requires full attention and buy-in
from the top
Use initial Compliance training during the Implementation Period to ensure that
executives, board, colleagues, referral sources and other business partners fully
apprehend the seriousness and the scope of the CIA.
Make clear what OIG expects.
 Repeat as necessary, as it may take time for the gravity of the CIA status to sink in.
Make clear what consequences will be if OIG believes the entity is not fulfilling its
requirements under the CIA (including stipulated penalties, exclusion).
 Repeat as necessary.
Emphasize the cost savings of finding and rectifying a problem right away, versus letting
it fester and become subject of investigation.
 Repeat as necessary.
Outside counsel can assist in underscoring the importance of these issues
16
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Year 1: Implementing the CIA
Hiring and Managing an Effective Compliance
Team


OIG expects your entity to hire and put in place a team at the level
and with the depth that they believe you can reasonably afford.
 A Compliance Officer in a community hospital can be an existing employee with

“other duties,” (e.g., the HIM director, the Quality director, an associate medical
director).
 A Compliance Officer in a pharma company, a $250 million investor-owned
health care entity, or 10-hospital health system will be frowned upon if they
assign CO duties to an existing non-Compliance employee.
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Year 1: Implementing the CIA
Hiring and Managing an Effective Compliance
Team


Compliance “Dream Team” for an average-sized healthcare
entity:
•
•
•
•
•
•



Chief Compliance Officer;
Deputy Compliance Officer;
Compliance Analyst;
Coder/ Auditor (regardless of whether you are under a “claims” CIA);
Paralegal/ transactions coordinator;
HIPAA subject matter expert (can be same as one of the other roles listed
above.

If you have the resources, may want to use outside counsel or
other consultants to provide subject matter expertise and/or
process management while building out your in-house team
18
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Years 2-4: A Roadmap of Common Issues
that Arise During a CIA - Reportable Events


If certain comparatively serious issues arise, they must be reported to the OIG as
“reportable events.”
• Inherent subjectivity.
• Primary purpose seems to be so that OIG can see what’s going on within the entity,
and whether the compliance program is working, actually identifying issues.
• Also an element of keeping entity’s feet to the fire.

Sample Definition of Reportable Event Under Recent CIA’s:
For purposes of this CIA, a "Reportable Event" means anything that involves:
A. substantial Overpayment;
B. a matter that a reasonable person would consider a probable violation of criminal,
civil, or administrative laws applicable to any Federal health care program for which
penalties or exclusion may be authorized;
C. the employment of or contracting with a Covered Person who is an Ineligible Person
as defined by Section III.H.l.a; or
D. the filing of a bankruptcy petition by the Healthcare Entity.
19

Years 2-4 : A Roadmap of Common Issues
that Arise During a CIA - “Substantial”
Overpayments









No further definition in CIA.
Subjective and variable based on size of entity and its Medicare/Medicaid revenues.
OCIG expects a few of these to be identified over course of CIA.
• If you have zero overpayments over a number of years, you probably do not have an
effective Compliance Program.
Adopt an Overpayments Policy during the Implementation Period if you do not already
have one.
• You will not want to be drafting a policy after you are alerted that a potential
overpayment may exist.
An effective Compliance Program will lead you to Overpayments.
If you believe you have a “substantial overpayment,” particularly in your first 1-2 years,
call your outside counsel to advise and help navigate.

20
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Years 2-4 : A Roadmap of Common Issues
that Arise During a CIA - Annual IRO Review




Prepare yourself mentally and physically.
• Year 1 in particular is a little bit like the bar exam, except harder.
• Anticipate what the IRO will review, and pre-audit everything.
• Let the CIA be your guide.
• Outline the review- test your systems, test your transactions.
• Prepare your Board, CEO, colleagues, potential interviewees.
• Conquer your own nerves so that you can help your colleagues manage theirs.
• Group and individual meetings, advice, answer questions.
• Sit in on IRO interviews. Make them collaborative. Make this a prerequisite for
engaging IRO.
• Be confident. Do not be intimidated. But do not be obnoxious.
This can be a lengthy process, particularly during the first year.
• Involve outside counsel where assistance is needed.
21

Years 2-4 : A Roadmap of Common Issues that
Arise During a CIA - Optimizing Your Entity’s
Response to IRO Review










IRO will make findings and recommendations.
Recommendations sounds like a nicer word than it is.
Recommendation can come off as criticism.
You likely do not have a perfect Compliance Program.
Look at recommendations as opportunity to perfect your program.
Set up the IRO’s scope of work to include a DRAFT report.
Do not accept the DRAFT as final.
Negotiate all material findings and recommendations.
If you have a true deficiency, accept it, but negotiate for a fair
description of it in the IRO’s report.
22
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Years 2-4 : A Roadmap of Common Issues that
Arise During a CIA - Annual Reports












Substance counts, but form helps substance. Design a readerfriendly report.
Give yourself more than ample time.
Set your deadline for a date prior to the OIG’s deadline.
Start writing your report immediately.
At a minimum, set up your document.
Create an outline, checklists, schedules.
Identify your team and stay in touch with them throughout.
Stay on schedule.
Project manage your report.
Make it spectacular- with facts and information.
Limit the rhetoric, but let your report tell your story.
23

Years 2-4 : A Roadmap of Common Issues that
Arise During a CIA - Turning Competitive Threats on
Their Heads
Once you are under a CIA, competitors and payors become a whole
new challenge.
 If your particular sector is the least bit competitive, your competitors
will try to use it against you.
 Some payors have become quite aggressive in trying to use CIA
status to intimidate health care providers.
 There is one path, and only one path, to turning this on its head:
• Be so good at Compliance, and so articulate at showing that to the
world, that Compliance itself becomes a competitive advantage to
you.


24
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Years 2– 5: Life Under a CIA
Culture Check







As you near the end of your CIA- even as early as year 3, your
organization will likely begin to experience “CIA fatigue.”
Keep your Board, leadership and colleagues focused on the
requirements, the consequences, and the light at the end of the
tunnel.
Keep yourself focused. Maintain important relationships- Compliance
colleagues, outside counsel.
Measure success by the change in culture of your organization over
time.
Understand significance of a company that is simply watching the
clock versus a company that has embraced a whole new culture of
compliance.
25

Year 2 – 5: Key Relationships
Changing Relationship with Outside Counsel









Your relationship with outside counsel can- and should- change over the life of your
CIA, but they will ideally remain your most trusted partner and advisor during the
CIA and after.
Year 1- particularly if this is your first CIA, you may need their assistance getting
policies in place, reviewing agreements, promotional activities, potential Focus
Arrangements, and engaging outside reviewers under privilege when you
encounter a potential Reportable Event.
You may also need their assistance drafting Implementation and Annual Report
during Year 1.
You should be able to manage more independently over time, but keep your
relationship intact and don’t hesitate to bring them in for any material matterparticularly a potential Reportable Event.
Even if this is your first CIA, it’s likely not new to counsel, so seek their advice on
matters of systems and process, not just legal expertise.
26

13

Year 2 – 5:
Striking the Right Balance









You must put a world-class compliance program together in 180 days
or less.
You must help your organization remain viable in a heavily regulated
and potentially competitive industry.
In a fishbowl, subject to independent review, and reportable to the
federal government.
You may also be dealing with litigation, a shell-shocked workforce,
resentful leadership.
You can anticipate pushback from non-Compliance colleagues on a
regular basis.
You are a Compliance Officer first and foremost.
You are an organizational leader first and foremost.
You are both of these things every day.
27

Year 2 – 5: Communication with the Board,
the Business and Providers









You will need complete support of your Board.
You will need to trust them, and you will need to believe they have confidence in
you.
Meet with your Board directly, in person whenever possible, at least quarterly. Even
if your CIA only requires once a year.
Do not allow anyone – not your CEO, and not in-house counsel – to speak for you
to the Board.
If your organization does not have an experienced, talented Communications
professional, urge them to engage one.
Become a known quantity within your organization. Put people at ease. Be a
welcoming presence. Meet with people face to face. Return phone calls. Respond
to email. React to trends. Send out communications. Be a resource, not just a
rulebook.
Be confident. Have a backbone.
28
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Year 4 – 5: Preparing for a Post-CIA World
CIA Close-Out








If you are nearing the end of your CIA- even as early as year 3- talk to your Board and
your leadership about where the organization is hoping to go and what Compliance will
look like post-CIA.
Morphing from Compliance to something more:
• Ethics;
• Business Integrity;
• Regulatory Affairs.
Assess your own role within the organization as the dynamics are anticipated to change
over time.
Will you need to consider modifying your approach or your team?
Some organizations truly thrive under a CIA:
• A source of great pride and accomplishment.
• A competitive advantage.
• Enhanced reputation.
Is your organization one of them?
29

Q&A
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Contact Information:


Laura Laemmle-Weidenfeld
Jones Day
202.879.3496
lweidenfeld@jonesday.com



Regina G. Morano
National Spine & Pain Centers
301.881.7246
rmorano@treatingpain.com



Caitlin McCormick-Brault
Harvard Law School
617.390.2684
cmccormickbrault@law.harvard.edu
31

16

10/12/2016

Medicare Enrollments: Revocation,
Appeal and Remedies

Ross Burris
Polsinelli, P.C.
Andrew Wachler
Wachler & Associates, P.C.

Polsinelli PC. In California, Polsinelli LLP

Introduction







Medicare Enrollment 101
When Enrollment Goes Wrong
Strategies for Appeal
60-Day Overpayment Rule
Best Practices and Case Studies

2
real challenges. real answers. sm

1

10/12/2016

Medicare Enrollment 101
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Medicare Provider Enrollment
 Enrollment is the process followed by providers
and suppliers to obtain privileges allowing them
to bill Medicare for services furnished to
beneficiaries.
 Enrollment is also a means to enable CMS to
screen prospective providers and suppliers.
 Enrollment screening is CMS’s first line tool to
ensure the integrity of the Medicare program.

4
real challenges. real answers. sm

2

10/12/2016

Medicare Provider Enrollment
1) Provider
– Defined as institutional health care facilities, including
hospitals, skilled nursing facilities, home health
agencies, hospices and others (42 U.S.C. 1395x(u))
2) Supplier
– Defined as “a physician or other practitioner, or an
entity (other than a provider)” (42 U.S.C. 1395x(d))
• DMEPOS suppliers, IDTFs, physician clinics,
independent labs, radiation therapy centers, etc.

5
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Medicare Provider Enrollment
 Survey & Certification
– ALL providers undergo certification surveys by the CMS SA to
test for compliance with Medicare “conditions of participation”
– SOME suppliers undergo surveys by MAC contractors to test for
compliance with Medicare “conditions for coverage”
 DME suppliers, for example, comply with the requirements at
42 CFR 424.57
 Provider Agreements
– Providers enter into provider agreements with Medicare,
agreeing to abide by the applicable COPs and laws
– Suppliers do not enter into “provider agreements” and abide by
the Medicare CFCs

6
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Effective Date of Medicare Billing Privileges
 Effective date of Medicare billing privileges (physicians,
nonphysician practitioners, group practices, and ambulance
suppliers)
– The effective date for Medicare billing privileges is the later of –
 The date of filing of a Medicare enrollment application that was
subsequently approved by CMS; or
 The date the supplier first began furnishing services at a new practice
location

 Enrollment applications rejected by CMS will require the provider to
resubmit the application as a new application.
– Result: The effective date will be the date in which the resubmitted
application was filed because it was the resubmitted application “that
was subsequently approved by CMS” instead of the initial application.

 Note: Providers may retrospectively bill for services provided at the
enrolled practice location up to 30 days prior to the effective date
(assuming all other program requirements were met)

7
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Enrollment Revalidations


Section 6401(a) requires all existing providers and suppliers to revalidate
their enrollment information under new enrollment screening criteria.
– Normally required to revalidate Medicare enrollment every 5 years
(every 3 years for DMEPOS)
 CMS reserves the right to perform off-cycle revalidations as deemed
necessary

– CMS posts a list of all currently enrolled providers and their revalidation
due date (Data.CMS.gov/revalidation)





Revalidations are due on the last day of the month
Due dates are updated every 60 days at the beginning of the month
Due dates are listed up to 6 months in advance
Due dates not yet assigned will be listed as “TBD” (more than 6 months
away)

– MACs will send a revalidation notice within 2-3 months prior to
revalidation due date
 Notices sent via either email or postal mail
8
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Obligation to Track and Update Information
on File with CMS
 Required as condition of participating in
Medicare to provide timely updates to any
changes in information encompassed in
your 855.
 Need to design a tracking mechanism of
what was reported, and what/when that
information changes.
 Need to understand timelines.
9
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Tracking Changes
Provider Type

30-Day Reporting

90-Day Reporting

Certified Providers and
Suppliers (e.g., hospice,
HHA, hospital, etc.)

Change of ownership or All other
control; changes in AOs
or DOs;
revocation/suspension of
state/federal license

Physicians, NPPs, Phys.
Organizations

CHOW, adverse legal
actions; change in
address

All other

IDTF

CHOW, change in
location; adverse legal
actions; changes in
supervision

All other

DMEPOS

All changes

N/A
10
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Provider Based Issues: Denials
and Budget Act Impacts
 Stages following receipt of denial “initial determination” letter (42
CFR §413.65(j)(5)) as clarified by recently released denial letters
(e.g., CMS Chicago RO 2011)
–
–
–
–
–

Provider has 4 options:
Accept the determination and close down.
Accept determination and convert to Freestanding.
Cure/Correct Noted deficiencies.
Appeal the decision.

 Step One – 30 days to notify MAC (not the RO) of intent to either
conform to provider based rules or pursue freestanding status. If
the provider fails to respond, all payment will end after 30-days.
 Step Two– 90 days to provide MAC with sufficient information to
determine whether provider now satisfies provider based or
freestanding criteria.
 Stage Three – Waiting game on request for determination by CMS
for future status. During this period, CMS will pay the provider up at
the estimated freestanding rate for a period of up to 6 months.
11
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Provider Based Issues:
Denials and Appeals
 Alternative – If provider disagrees with determination, 60 days
to file a Request for Reconsideration (42 CFR §498.22)
before the CMS RO for the provider location.
 Questions:
– What about ALJ review of RO? Unknown. However, precedent
exists for ALJ review under Enrollment Appeal Process (See
Medicare Program Integrity Manual, Chapter 15, Section 15.25)
– What about an appeal of the MAC’s ‘second’ decision after
reviewing submitted ‘cure’ materials. Unknown. CMS Guidance
does not address.

 Balance Budget Act 2015 Impacts
– Impacts on expansion post Balanced Budget Act.
– Planning for January 1, 2017.

 CMS training CMS SA surveyors and Aos.

12
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CMS Proposes New Enrollment Rules
 Released March 1, 2016 (comments due April 25, 2016)
 Disclosure of “affiliations” with other providers/suppliers
who underwent “disclosable events”
 New and expanded bases for enrollment denials and
revocations
 Possibility for extension of revocation to all of a
provider’s or supplier’s enrollments
 Increase of Medicare re-enrollment bar
 Application bar for submission of false information
 When will the rule be finalized? (Nobody knows)
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When Enrollment Goes Wrong
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What Happens When Enrollment Goes
Wrong?
 CMS may reject a provider’s application if the provider
fails to furnish complete information on the enrollment
application within 30 calendar days from the date the
contractor’s request for missing information
 Common mistakes
– Certification statement unsigned/undated
– Certification statement signed 120 days prior to the date on
which the contractor received the application
– Failure to complete all required section of the application
– Failure to submit all supporting documentation
– Wrong application was submitted (e.g., Form CMS-855B was
submitted for Part A enrollment)
15
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What Happens When Enrollment Goes
Wrong?
 Deactivations
– Failure to report the following changes within 90 days of when
the change occurred:
 Change in practice location
 Change of any managing employee
 Change in billing services

– Failure to report a change of ownership or control within 30 days
– Failure to respond to a revalidation request between 60-75 days
after the revalidation due date

 Deactivation of Medicare billing privileges does not have
any effect on a provider or supplier’s participation
agreement
16
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What Happens When Enrollment Goes
Wrong?
 Provider’s reactivation (if deactivation for failure to report a
change of information (e.g., practice location, ownership,
etc.)) application is treated as an initial enrollment application
– New PTAN with new effective date
– Effective date = date provider submitted reactivation application (that was
subsequently approved)
– Result: Provider is not entitled to retrospective billing for services rendered
between the deactivation date and new effective date

 Deactivations for failure to respond to a revalidation request
– Providers required to submit a new full application to reactive their
enrollment record after they have been deactivated
– Providers will maintain their original PTAN
– Reactivation date will be date of receipt of new complete application
– No payments will be made for the period of deactivation
17
real challenges. real answers. sm

What Happens When Enrollment Goes
Wrong?
Denials (42 CFR 424.530)
 Common denial reasons
–
–
–
–
–
–
–
–

Not in compliance with enrollment requirements
Excluded from any federal health care program
Felony convictions
False or misleading enrollment information
On-site review
Medicare debt
Payment suspension
Temporary moratorium
18
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What Happens When Enrollment Goes
Wrong?
Revocations (42 CFR 424.535)
 Common revocation reasons
–
–
–
–
–
–
–

Noncompliance with enrollment requirements
Excluded from any federal health care program
Felony convictions
On-site review
Failure to report
Abuse of billing privileges
Medicaid termination
19
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What Can you do When Enrollment
Goes Wrong?
 Return – Nothing, start over. Considered a “nonapplication”
 Rejection – Fix the deficient sections within 30 days
from the date the “Development Letter” is mailed by
MAC (but be mindful of CHOW/CHOI timelines)
 Denial – Corrective Action Plan, Request for
Reconsideration, Appeal
 Deactivation – File to reactivate, no appeal rights.
 Revocation – Appeal, appeal, appeal…

20
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Strategies for Appeal
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Appeal Options…
 Standard Process:
–
–
–
–
–

Corrective Action Plan (“CAP”)
Request Reconsideration
Appeal to Administrative Law Judge
DAB Review
District Court Review

 Outside the Box:
– Contact CMS (RO or Central Office)
– Contact the MAC
– Contact Congressional Representative
22
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Corrective Action Plan (CAP)
 The CAP process provides an opportunity to correct the
deficiencies that resulted in the revocation
 Under 2014 Final Rule, providers may only submit a
CAP for a revocation for noncompliance under
§424.535(a)(1) – provider determined not to be in
compliance with enrollment requirements
 The CAP must contain, at a minimum, verifiable
evidence that the provider is in compliance with
Medicare requirements
 If the CAP is approved, billing privileges will be
reinstated
23
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Corrective Action Plan (CAP)
 If the CAP is not approved, provider may still submit a
reconsideration appeal
– CMS’s refusal to reinstate a provider’s billing privileges based on
the CAP is NOT considered an initial determination under 42
CFR Part 498
 Thus, providers have no right to appeal CAP decisions

 The CAP must be submitted within 30 days from the
date of the revocation notice
– A determination on the CAP will be made within 60 days

 Submission of a CAP will NOT toll the 60-day
reconsideration appeal deadline
24
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Reconsideration Appeals
 42 CFR § 498.5(l)(1)
– Any prospective provider, an existing provider, prospective supplier or
existing supplier dissatisfied with an initial determination or revised initial
determination related to the denial or revocation of Medicare billing
privileges may request reconsideration in accordance with §498.22(a).

 Appeal deadline = 60 days from receipt of the notice of revocation
 Content of the request
– Reconsideration request must state the issues, or the findings of fact
with which the affected party disagrees, and the reasons for
disagreement.

 Reconsideration decision must be issued within 90 days of the date
of the appeal request. Medicare Program Integrity Manual, chapter
15, section 15.25.1.2.D.

25
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Reconsideration Appeals
 Open communications with CMS and/or its
contractors
– Request opportunity to discuss findings via telephone
conference

 CMS (rather than its contractors) will make all
determinations pertaining to revocations for
abuse of billing privileges

26
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Reconsideration Appeals
 Timing issues
– Revocation becomes effective 30 days after the date of
revocation notice
 Exception: Revocations based on adverse actions (e.g., felony conviction,
license suspension, federal exclusion) will be effective the date of the
adverse action
 Exception: Revocation based on practice location determined not to be
operational by CMS will be effective the date on which CMS made such a
determination (e.g., date of on-site visit)

– Provider likely to be revoked while reconsideration appeal is
pending review

27
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Reconsideration Appeals
 Early presentation of evidence
– “After a hearing is requested but before it is held, the ALJ will
examine any new documentary evidence submitted to the ALJ
by a provider or supplier to determine whether the provider or
supplier has good cause for submitting the evidence for the first
time at the ALJ level.” 42 CFR § 498.58(e)

 Supplement the reconsideration request, if necessary
– “Consistent with 42 CFR §498.24(a), the provider, the supplier,
or the Medicare contractor may submit corrected, new, or
previously omitted documentation or other facts in support of its
reconsideration request at any time prior to the [Hearing
Officer’s] decision.” MPIM 15.25.1.2.D

28
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ALJ Appeals
 ALJ request must be submitted within 60 days from receipt of the
reconsideration decision
 ALJ must issue a decision, dismissal order, or remand no later than
the 180-day period from the date the ALJ appeal request was filed
 For revocation appeals, ALJs have consistently recognized that
CMS’s decision to revoke providers is an act of discretion on the
part of CMS
– Revocation of enrollment is a discretionary act of CMS…[ALJs] do not
have the authority, however, to review CMS's discretionary act to
revoke a provider or supplier…Rather, the right to review of CMS's
determination by an [ALJ] serves to determine whether CMS has the
authority to revoke [the provider's or supplier's] Medicare billing
privileges, not to substitute the [ALJ’s] discretion about whether to
revoke. William R. Vivas, D.P.M., P.A., DAB No. CR2874 (2013)
29
real challenges. real answers. sm

Adverse Action Reporting
 Adverse Actions must be reported within 30
days
 Certain state and federal crimes must be
reported—(expanded in 12/2014)
 Include
State
licensure
revocation/
suspensions
– Watch out for suspensions that are lifted in less
than 30 days. (They still must be reported)

 Include Medicare enrollment revocations
 Failure to report can lead to revocation or
retroactive denial of enrollment.
30
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Collateral Consequences
 Re-enrollment bar
– If a provider has its billing privileges revoked, the provider is
barred from participating in the Medicare program from the date
of the revocation until the end of the re-enrollment bar. 42 CFR
424.535(d)
 Re-enrollment bar period established by CMS will depend on the
severity of the basis for revocation
– Minimum re-enrollment bar = 1 year
– Maximum re-enrollment bar = 3 years

– Length of re-enrollment bar issued by CMS cannot be
challenged at ALJ hearing
 “…the duration of a re-enrollment bar is not an appealable initial
determination, and thus an administrative law judge does not have
the authority to consider it.” Patrick Brueggeman, D.P.M., DAB No.
CR4422 (2015)
31
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Collateral Consequences
 Overpayments
– A physician, nonphysician practitioner, or physician/nonphysician
practitioner organization that fails to report a final adverse action or
change in practice location will be assessed an overpayment back to
the date of the final adverse action or change in practice location. 42
CFR 424.565.
– No payment may be made for otherwise Medicare covered items or
services furnished to a Medicare beneficiary by a revoked provider. 42
CFR 424.555.
 The beneficiary has no financial responsibility for any expenses, and the
provider must timely refund to the beneficiary any amounts collected for
those items/services.
 If any otherwise covered Medicare item/service is furnished by a revoked
provider, any expense incurred for such item/service shall be the
responsibility of the provider.
– Provider may be criminally liable for pursuing payments from the
beneficiary.

32
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Collateral Consequences
 Medicaid termination
 Managed care contracts
 Commercial payor contracts
 Staff privileges for physicians
 Licensing issues

33
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60 Day Overpayment Rule
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Identification of Overpayments
 An overpayment must be reported and
returned by –
– Claims-based overpayments: 60 days after
the date on which the overpayment was
“identified”
– Cost-report-based overpayments: the date
any corresponding cost report is due

 6 year lookback
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60-Day Rule: 6 Key Themes
1. An overpayment is not identified until quantified.
2. The lookback period is six years.
3. Reasonable diligence to identify overpayments starts
with “credible information” that an overpayment may
exist and should take no more than six months.
4. Providers must report and return overpayments
within 60 days of the date of identification.
5. The Final Rule only applies to Medicare Parts A and
B.
6. The methods to report and return overpayments are
considerably more flexible.

www.hmesummit.com

September 18-20, 2016
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Claims-Based Overpayments
 Identified when
– “Has determined [it] received an overpayment and
quantified the amount” or
– Should have determined/quantified “through the
exercise of reasonable diligence”

 Exercise of reasonable diligence is a multistep process
–
–
–
–

Credible information
Reasonable diligence – 6 months
Identification and quantification
Report and return
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Claims-Based Overpayments
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Other Payers
 Final Rule applies only to Medicare Parts A &
B
 What is lookback period for other payers???
– Medicare Advantage Organizations
– Medicaid FFS
– Medicaid MCO

 Considerations:
–
–
–
–

Application of ACA
Contracted Status
State Law
Operational/Administrative Burden
real challenges. real answers. sm

Best Practices and Case Studies

40
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Practical Tips To Avoid Enrollment Errors
 Ownership of the Process – Whose job is this?
 Develop checklists to review prior to any filing going out
the door (e.g., right form/version; correct address; paid
application fee; NPI; dated application; signed
application; postage; fed ex; tracking
 Form Completion Tips
– Tricky sections (Sec. 4, 5, 6)
– Must get SSNs, not optional
– Must know date ownership/control began and report
accurately
– Exact percentages of ownership needed
– Watch for MAC transitions
41
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Practical Tips To Avoid Enrollment Errors


Avoid unnecessary rejections
– Prompt and continuous follow up on the status of submitted enrollment
applications
– Keep an eye out for any development requests sent by CMS




Ensure all enrollment changes are timely updated within the required
timeframes (30 or 90 days)
Revalidations
– Periodically check CMS’s revalidation list
– If you are within 3 months of the listed due date but have not received notice
from the MAC, contact the MAC to verify if/when notice has/will be sent
– If you are within 2 months of the listed due date but have not received notice
from the MAC, submit your revalidation application



Enrollment addresses
– Ensure all reported addresses in your enrollment record are correct
(correspondence address, special payments address, practice location address)
– May not be a P.O. Box
42
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Case Study – Effective Date
Facts:

 Provider begins providing services on March
1 and submits application on March 1.
 Provider is surveyed on June 1, and receives
a number of technical deficiencies, the most
substantive, failure to include background
insurance information, and the information is
updated within two weeks.
 Provider’s effective date of enrollment issued
by the MAC is June 15.
Options?

43
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Case Study – Adverse Action Reporting
Facts:
– Physician practice gets terminated from state
Medicaid program.
– Physician fails to timely report change within 30 days
to Medicare via 855 update to Section 3 (Adverse
Legal Actions). Instead, reports it 90 days late.

Action: MAC revokes billing privileges
Result: Revocation upheld.
Lesson Learned?
44
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Case Study – Untimely Updates
Facts: Supplier fails to implement system to monitor and track
changes of information reported in its 855B. Supplier recognizes
failure to timely update information. Supplier comes to you, the
compliance officer asking for advice. What do you tell him?
Obligation: File updated 855B notifying MAC/CMS of changes,
even if not timely, and accurately. Consider implications of
revalidation timing.
Risk: MAC can revoke billing privileges.
Ever seen it happen? Yes, but only recently, and still on appeal.
Prior history demonstrated revocation limited to failure to report
more sensitive changes.
Lesson Learned? Track, monitor, timely report, audit, catch the
changes before they are caught by CMS or the MAC
45
real challenges. real answers. sm

Case Study – Revocation for
Pattern/Practice of Billing Abuse
Facts:
– Group practice enrolls with three physicians (A, B, and C) in year
one.
– Year two group adds a new physician (D) in January. Physician
D begins providing services January 1, but is not approved by
the MAC as a member of the group until April 1.
– Physician D’s services are billed under Physician A with Q6
modifier (locum tenens) through June 1.
– Physician A is available and providing/billing for services
throughout the period Physician A’s enrollment in Medicare is
revoked.

 Result?
– Revocation reversed.
46
real challenges. real answers. sm

23

10/12/2016

Case Study - Abuse of Billing Privileges
 Provider revoked under 42 CFR 424.535(a)(8)(i) for allegedly billing
for deceased beneficiaries for 11 claims over a 4 year time period
 Revocations based on billing for deceased beneficiaries
(424.535(a)(8)(i))
– This revocation authority is not intended to be used for isolated
occurrences or accidental billing errors. Rather, this basis for
revocation is directed at providers and suppliers who are engaging in a
pattern of improper billing. 73 Fed. Reg. 36488 at 36455.
– …[CMS] will not revoke billing privileges under § 424.535(a)(8) unless
there are multiple instances, at least three, where abusive billing
practices have taken place. Id.
– In considering whether to revoke enrollment and billing privileges in the
Medicare program, we would consider the severity of the offenses,
mitigating circumstances, program and beneficiary risk if enrollment was
to continue, possibility of corrective action plans, beneficiary access to
care, and any other pertinent factors. 71 Fed. Reg. 20754 at 20761.
47
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Example - Abuse of Billing Privileges


Demonstrate a mere accidental billing mistake
– Example: service rendered to alive beneficiary but inadvertently billed to
deceased beneficiary with the same name
– GOAL: minimize the number of “abusive” claims cited in the revocation notice



Additional considerations
– Severity of offense
 Accidental/isolated occurrences (e.g., 11 claims identified over 4-year period)

– Mitigating circumstances
 Was payment ever received?
 Claim corrections?

– Beneficiary access to care
 Provider/supplier specialty?
 Number of similar provider types within geographic area?

– Quality of care
 Supporting affidavits from peers and/or institutions

48
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Case Study – Non-Operational
Facts:
– DMEPOS supplier operates at 123 Main St. for 10 years.
– DMEPOS supplier relocates next door to 456 Main St.
– DMEPOS supplier is concurrently revalidating its enrollment information
with CMS/NSC
– NSC Site Visit Contractor shows up at 123 Main St. and nobody is
there.
– NSC Site Visit Contractor calls 123 Main Street and even comes out
again.
– DMEPOS supplier files its CHOI to notify NSC of its new address
location.

 Result?
– Supplier gets revoked for being “non-operational” and failing to report
CHOI timely.
49
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Case Study - Crimes Must be Revealed
Rey. R. Palop (CR3273)
 ALJ upheld revocation for failing to report felony conviction
 Petitioner physician was convicted of felony drug fraud in
2008 but did not report it until 2013; his 2009 855R (which did
not report felony) was approved
 In 2013, WPS retroactively denied Petitioner’s 2009
enrollment application. ALJ said this was a problem of the
petitioner’s own making.
 Petitioner argued that 2009 version of 855 did not require him
to list adverse action, but ALJ found that he had promised to
abide by the Medicare rules and regulations and that he knew
or should have known that he was required to report the
conviction.
50
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Case Study - Felony Offense
 Provider pled guilty to DWI felony offense on
July 25, 2013
 CMS contractor sent notice of revocation on
December 14, 2015.
– 42 CFR 424.535(a)(3) – felony conviction
– 42 CFR 424.535(a)(9) – failure to report

 Applied retroactive effective revocation date of
July 25, 2013 (date of conviction)

51
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Case Study - Felony Offense


Which rules should apply (date of revocation vs. date of conviction)?
– (a)(3) language on date of revocation (December 2015) or
 (i) The provider, supplier, or any owner or managing employee of the provider or supplier was,
within the preceding 10 years, convicted (as that term is defined in 42 CFR 1001.2) of a
Federal or State felony offense that CMS determines is detrimental to the best interests of the
Medicare program and its beneficiaries.
 (ii) Offenses include, but are not limited in scope or severity to –

– (a)(3) language on date of conviction (July 2013)
 (3) Felonies. The provider, supplier, or any owner of the provider or supplier, within the 10
years preceding enrollment or revalidation of enrollment, was convicted of a Federal or State
felony offense that CMS has determined to be detrimental to the best interests of the program
and its beneficiaries.
(i) Offenses include—



Does a DWI fall within the scope of 42 CFR 424.535(a)(3)?
–



Felony crime against persons? Financial crime? Felony placing Medicare program or beneficiaries
at immediate risk? Mandatory exclusion felony?

If DWI is not listed or similar to a listed crime, did provider have a duty to report
for purposes of revocation under 42 CFR 424.535(a)(9)?
52
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QUESTIONS?

R. Ross Burris III

Andrew B. Wachler
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Polsinelli provides this material for informational purposes only. The material
provided herein is general and is not intended to be legal advice. Nothing
herein should be relied upon or used without consulting a lawyer to consider
your specific circumstances, possible changes to applicable laws, rules and
regulations and other legal issues. Receipt of this material does not establish
an attorney-client relationship.
Polsinelli is very proud of the results we obtain for our clients, but you should
know that past results do not guarantee future results; that every case is
different and must be judged on its own merits; and that the choice of a lawyer
is an important decision and should not be based solely upon advertisements.
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Criteria for implementing section 1128(b)(7) exclusion authority
April 18, 2016

Preamble
Under section 1128(b)(7) of the Social Security Act (the Act), the Office of Inspector
General (OIG) of the U.S. Department of Health and Human Services may exclude any
individual or entity (collectively, “person”) from participation in the Federal health care
programs for engaging in conduct prohibited by sections 1128A or 1128B of the Act. In
1997, OIG published a policy statement with non-binding criteria to be used by OIG in
assessing whether to impose exclusion under section 1128(b)(7). See 62 Fed. Reg.
67,392 (December 24, 1997). Since the original publication of the policy statement, OIG
has used these criteria to evaluate whether to impose exclusion under section 1128(b)(7);
release this authority in exchange for integrity obligations with OIG, within this
document we refer to both “integrity obligations” or corporate integrity agreements (CIA)
interchangeably; or take some other approach. OIG solicited information and
recommendations for revising these criteria on June 27, 2014. OIG received five
comments from the public. Based on its experience in evaluating persons for exclusion
and on the comments received in response to the solicitation, OIG has revised the nonbinding criteria for use in evaluating exclusion under section 1128(b)(7).
This revised policy statement supersedes and replaces the 1997 Federal Register notice.
Background
Exclusion is a remedial measure designed to protect the Federal health care programs
from any person whose continued participation in the programs constitutes a risk to the
programs and their beneficiaries. Federal health care programs may not pay for any
items or services furnished, ordered, or prescribed by an excluded person. OIG has
discretion as to whether to impose exclusion under section 1128(b)(7).
The question of whether to exercise exclusion authority under section 1128(b)(7) often
arises in the context of False Claims Act matters. Health care fraud that subjects a person
to liability under the False Claims Act, 31 U.S.C. §§ 3729 – 3733, will generally also
subject that person to liability under section 1128(b)(7). In determining whether to
exercise its discretion under section 1128(b)(7), OIG presumes that some period of
exclusion should be imposed against a person who has defrauded Medicare or any other
Federal health care program. This presumption in favor of exclusion is rebuttable in
certain situations. This document sets forth circumstances in which the presumption may
be rebutted and the non-binding factors that OIG will use to make such a determination.
This document also describes how OIG evaluates risk to the Federal health care programs
in using its other available remedies.
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OIG evaluates health care fraud cases on a continuum: resolution of OIG’s exclusion
authorities is based on OIG’s assessment of future risk to the Federal health care
programs.
Risk Spectrum
Highest Risk

Exclusion

Lower Risk

Heightened Scrutiny

Integrity Obligations

No Further Action

Release (Self-Disclosure)

OIG often concludes that exclusion is not necessary to protect the Federal health care
programs if the person agrees to appropriate integrity obligations. In these cases, OIG
will require integrity obligations in exchange for a release of OIG’s 1128(b)(7) exclusion
authority. The goals of CIAs are to strengthen a person’s compliance program and
promote compliance so that future issues can be prevented or identified, reported, and
corrected. Integrity obligations also enhance OIG’s oversight of the person.
In relatively rare circumstances, OIG has determined that a CIA is necessary but the
person has refused to agree to appropriate integrity obligations with OIG. In these
situations, OIG evaluates whether to pursue exclusion or whether other administrative
actions, such as use of its authorities under the Inspector General Act, are appropriate to
monitor the person’s compliance with Federal health care programs (known as “unilateral
monitoring”). For example, in addition to making referrals to the Centers for Medicare
and Medicaid Services (CMS) contractors for claims reviews, OIG has audited,
evaluated, and investigated persons after fraud settlements where integrity provisions are
not in place to protect the Federal health care programs.
Integrity obligations do not guarantee that fraud will not occur in the future. However,
OIG believes that integrity obligations with OIG oversight mitigate that risk. Persons
under CIAs demonstrate responsibility for their past conduct by accepting OIG oversight.
OIG considers persons that have refused to enter into CIAs a greater continuing
compliance risk to the programs than persons that have entered into CIAs. OIG will
continue to use various tools, including unilateral monitoring and providing information
to the public, to mitigate these compliance risks.
OIG also sometimes concludes that a person presents a relatively low risk to Federal
health care programs so that neither exclusion nor integrity obligations are necessary.
OIG typically determines that relatively low risk exists in two situations. First, in the
absence of egregious conduct such as patient harm or intentional fraud, relatively low
financial harm weighs in favor of not requiring integrity obligations. In making this
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determination, OIG considers the financial loss to the Federal health care programs in
proportion to the size of the entity, e.g., whether the person is an individual or small
entity (one with 50 or fewer employees or independent contractors) or a larger entity.
Second, there may be less risk when the person with whom the Government is resolving a
fraud case is a successor owner. In determining whether to require integrity obligations
with a successor, OIG will consider whether the new owner: (1) purchased the entity
after the fraudulent conduct occurred; (2) has an existing compliance program; (3) does
not have a prior history of wrongdoing or fraud settlements with the United States; (4)
took appropriate steps to address the predecessor’s misconduct and reduce the risk of
future misconduct; and (5) can demonstrate other facts and circumstances as relevant to
each unique situation.
OIG reserves its exclusion authorities in a False Claims Act settlement agreement for one
of several reasons: OIG is closing its case against the person, OIG is considering
unilateral monitoring, or OIG is considering exclusion. Reservation does not necessarily
mean that OIG has concluded the person poses a low risk to the Federal health care
programs. Prior to settlement, a person can ask, and OIG will explain, whether a
reservation of its exclusion authorities indicates that OIG has determined that the person
is higher risk or lower risk.
There are two limited circumstances in which OIG will usually give a person a release of
1128(b)(7) exclusion without requiring integrity obligations: (1) when the person selfdiscloses the fraudulent conduct, cooperatively and in good faith, to OIG; or (2) when the
person agrees to robust integrity obligations with a State or the Department of Justice and
OIG determines these obligations are sufficient to protect the Federal health care
programs.
In summary, OIG has a range of administrative options it can exercise. Depending on the
facts and circumstances presented, OIG will usually pursue one of the following
approaches with respect to a person when settling a civil or administrative health care
fraud case: (1) exclusion; (2) heightened scrutiny (e.g., implement unilateral
monitoring); (3) integrity obligations; (4) take no further action; or (5) in the case of a
good faith and cooperative self-disclosure, release 1128(b)(7) exclusion with no integrity
obligations.
Applying Factors to Decide Whether to Exclude
OIG will weigh various factors described below in its determination of where a person
falls on the compliance risk spectrum. At the Highest Risk end of the spectrum, OIG will
pursue exclusion. At the Lower Risk end of the spectrum (cooperative and good faith
self-disclosures), OIG will provide an exclusion release without integrity obligations. In
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evaluating a person’s place on the risk spectrum, OIG considers the facts relevant to each
factor to determine how to weigh that factor.1
The following factors are listed under four broad categories: nature and circumstances of
conduct, conduct during the Government’s investigation, significant ameliorative efforts,
and history of compliance. Each factor: (1) indicates a higher risk; (2) indicates a lower
risk; or (3) is neutral to the risk assessment.
Nature and Circumstances of Conduct
 Adverse Impact on Individuals
o Conduct that causes or had the potential to cause any adverse physical,
mental, financial, or other impact to program beneficiaries, recipients, or
other patients indicates higher risk.
o A lack of patient harm does not affect the risk assessment.
 Financial Loss
o The greater the amount of actual or intended loss to Federal health care
programs, the higher the risk.
 Conduct that occurs as part of a pattern of wrongdoing indicates higher risk.
 Conduct that occurs over a substantial period of time indicates higher risk.
 Conduct that is continual or repeated indicates higher risk.
 Conduct that is currently ongoing or conduct that the person continued to engage
in until or after the person learned of the Government’s investigation indicates
higher risk.
 The absence of criminal sanctions does not affect the risk assessment.

1

In deciding whether to exclude a person or pursue alternative remedies, OIG also considers whether the person is a
sole source of essential specialized items or services in a community or provides items or services for which there
are no alternative or comparable sources. While these facts do not necessarily indicate that a person presents a
higher or lower risk to Federal health care programs, their presence will weigh in favor of OIG pursuing remedies
other than exclusion.

Page 4 of 7

 Leadership Role
o In the case of an individual, if the individual organized, led, or planned the
unlawful conduct, this indicates higher risk.
o In the case of an entity, if individuals with managerial or operational
control at or on behalf of the entity organized, led, or planned the unlawful
activity, this indicates higher risk.
 History of Prior Fraudulent Conduct
o A person’s history of judgments, convictions (as defined at section 1128(i)
of the Act), decisions, or settlements in prior federal or state criminal, civil,
or administrative enforcement actions indicates higher risk.
o If the person previously refused to enter into a CIA, this indicates higher
risk.
o If the person is or was previously under a CIA, this indicates higher risk.
o If the person was previously under a CIA and breached the CIA, or lied or
failed to cooperate with OIG while under a CIA, this indicates higher risk.
Conduct During Investigation
 If the person obstructed or impeded, or attempted to obstruct or impede, the
investigation, audit, or internal or external reporting of the unlawful conduct, this
indicates higher risk.
 If the person took any steps to conceal the conduct from the Government or others,
this indicates higher risk.
 The inability of a person to engage in the conduct again because a contract or
arrangement was terminated, or due to a change in the Federal health care program
rules, does not affect the risk assessment.
 Prompt response to a subpoena is expected and does not affect the risk assessment.
 Failure to comply with a subpoena within a reasonable period of time indicates
higher risk.
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 Internal Investigation
o If the person initiated an internal investigation before becoming aware of
the Government’s investigation to determine who was responsible for the
conduct, and shared the results of the internal investigation with the
government, this indicates lower risk.
o If the person self-disclosed the conduct cooperatively and in good faith as a
result of the internal investigation, prior to becoming aware of the
Government’s investigation, this indicates lower risk.
 If the person clearly demonstrates acceptance of responsibility for the conduct, this
indicates lower risk.
 Cooperation
o If the person cooperated with or agrees to cooperate with the Government,
this indicates lower risk.
o If the person’s cooperation resulted in a criminal, civil, or administrative
action or resolution with or against other individuals or entities, this further
indicates lower risk.
 Resolution
o An adverse licensure action as a result of the conduct indicates higher risk.
o A criminal resolution indicates higher risk. For purposes of this factor, a
criminal resolution includes (1) a “conviction” as defined at section
1128(i); (2) a Deferred Prosecution Agreement; or (3) a Non-Prosecution
Agreement. The nature of the criminal resolution bears on the degree of
higher risk.
o The inability to pay an appropriate monetary amount (including damages,
assessments, and penalties) to resolve a fraud case indicates higher risk.
Significant Ameliorative Efforts
 Significant changes in the entity.
o If the entity has taken appropriate disciplinary action against individuals
responsible for the conduct, this indicates lower risk.
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o If the entity has devoted significantly more resources to the compliance
function, this indicates lower risk.
o If, since the end of the conduct at issue, the entity has been sold in an
arm’s-length transaction to a non-affiliated, independent third party with a
history of compliant participation in the Federal health care programs, this
indicates lower risk.
o If a licensed individual has obtained relevant additional training, retained a
proctor or a mentor, or took similar steps to improve his or her ability to
practice as a provider of health care items or services to the Federal health
care programs, this indicates lower risk.
History of Compliance
 If the person has a history, prior to becoming aware of the investigation, of
significant self-disclosures made appropriately and in good faith to OIG, CMS (for
Stark law disclosures), or CMS contractors (for non-fraud overpayments), this
indicates lower risk.
 The existence of a compliance program that incorporates the U.S. Sentencing
Commission Guidelines Manual’s seven elements of an effective compliance
program does not affect the risk assessment.
 The absence of a compliance program that incorporates the U.S. Sentencing
Commission Guidelines Manual’s seven elements of an effective compliance
program indicates higher risk.
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April 5, 2016
U.S. Department of Justice
Criminal Division

Fraud Section

Washington, D.C. 20530

The Fraud Section's Foreign Corrupt Practices Act
Enforcement Plan and Guidancel

Bribery of foreign officials to gain or retain a business advantage poses a serious
systemic criminal problem across the globe. It harms those who play by the rules, siphons
money away from communities, and undermines the rule of law.
Accordingly, the Department of Justice (Department) is committed to enhancing its
efforts to detect and prosecute both individuals and companies for violations of the Foreign
Corrupt Practices Act (FCPA), which criminalizes various acts of bribery and related accounting
fraud. This memorandum sets forth three steps in our enhanced FCPA enforcement strategy.
As the first and most important step in combatting FCPA violations, the Department is
intensifying its investigative and prosecutorial efforts by substantially increasing its FCPA law
enforcement resources. These new resources will significantly augment the ability of the
Criminal Division's Fraud Section and the Federal Bureau of Investigation (FBI) to detect and
prosecute individuals and companies that violate the FCPA. Specifically, the Fraud Section is
increasing its FCPA unit by more than 50% by adding 10 more prosecutors to its ranks. At the
same time, the FBI has established three new squads of special agents devoted to FCPA
investigations and prosecutions.2 The Department's demonstrated commitment to devoting
additional resources to FCPA investigations and prosecutions should send a message to

This memorandum is for internal use only and does not create any privileges, benefits, or rights,
substantive or procedural, enforceable by any individual, organization, party or witness in any
administrative, civil, or criminal matter.
2 The Fraud Section of the Criminal Division has been given the authority to investigate and
prosecute criminal violations of the FCPA, see USAM 9-47-110, exclusively administers the
FCPA Opinion program and, together with the Securities and Exchange Commission, publishes
comprehensive centralized guidance on the FCPA. As recognized by theDepartment, FCPA
investigations involve unique challenges that present a compelling need for centralized
supervision, guidance, and resolution, including complex issues involving transnational
detection, collection of evidence, and enforcement. The Fraud Section, however, will frequently
partner with the United States Attorneys' Offices on such matters.

1

1
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wrongdoers that FCPA violations that might have gone uncovered in the past are now more
likely to come to light.
Second, the United States is not going at this alone. The Department is strengthening its
coordination with foreign counterparts in the effort to hold corrupt individuals and companies
accountable. Law enforcement around the globe has increasingly been working collaboratively
to combat bribery schemes that cross national borders. In short, an international approach is
being taken to combat an international criminal problem. We are sharing leads with our
international law enforcement counterparts, and they are sharing them with us. We are also
coordinating to more effectively share documents and witnesses. The fruits of this increased
international cooperation can be seen in the prosecutions of both individuals and corporations, in
cases involving Archer Daniels Midland, Alcoa, Alstom, Dallas Airmotive, Hewlett-Packard,
IAP, Marubeni, Vadim Mikerin, Parker Drilling, PetroTiger, Total, and VimpelCom, among
many others.
Third, as set forth below, the Fraud Section is conducting an FCPA enforcement pilot
program. The principal goal of this program is to promote greater accountability for individuals
and companies that engage in corporate crime by motivating companies to voluntarily selfdisclose FCPA-related misconduct, fully cooperate with the Fraud Section, and, where
appropriate, remediate flaws in their controls and compliance programs. If successful, the pilot
program will serve to further deter individuals and companies from engaging in FCPA violations
in the first place, encourage companies to implement strong anti-corruption compliance
programs to prevent and detect FCPA violations, and, consistent with the memorandum of the
Deputy Attorney General dated September 9, 2015 ("DAG Memo on Individual
Accountability"), increase the Fraud Section's ability to prosecute individual wrongdoers whose
conduct might otherwise have gone undiscovered or been impossible to prove.
We aim to accomplish this goal of greater accountability in part through the increased
enforcement measures discussed above — adding additional agents and prosecutors to investigate
criminal activity, and enhancing our cooperation with foreign law enforcement authorities where
possible. And we also aim to accomplish the same goal by providing greater transparency about
what we require from companies seeking mitigation credit for voluntarily self-disclosing
misconduct, fully cooperating with an investigation, and remediating, and what sort of credit
those companies can receive if they do so consistent with these requirements. Mitigation credit
will be available only if a company meets the mandates set out below, including the disclosure of
all relevant facts about the individuals involved in the wrongdoing. Moreover, to be eligible for
such credit, even a company that voluntarily self-discloses, fully cooperates, and remediates will
be required to disgorge all profits resulting from the FCPA violation.
The balance of this memorandum sets forth the Fraud Section's guidance ("Guidance") to
our FCPA attorneys about how the Fraud Section will pursue the pilot program. The Guidance
first sets forth the standards for what constitutes (1) voluntary self-disclosure of criminality, (2)
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full cooperation, and (3) remediation by business organizations, for purposes of qualifying for
mitigation credit from the Fraud Section in an FCPA matter. Next, the Guidance explains the
credit that the Fraud Section will accord under this pilot to business organizations that
voluntarily self-disclose, fully cooperate, and remediate. As set forth below, that credit may
affect the type of disposition, the reduction in fme, or the determination of the need for a
monitor.
By way of background, the Principles of Federal Prosecution of Business Organizations
(the "USAM Principles") have long provided guidance on whether a criminal disposition against
a company is appropriate and what form that disposition should take. See USAM 9-28.000. In
addition, the United States Sentencing Guidelines ("Sentencing Guidelines") provide for reduced
fines for business organizations that voluntarily disclose criminal conduct, fully cooperate, and
accept responsibility for the criminal conduct. To provide incentives for organizations to selfdisclose misconduct, fully cooperate with a criminal investigation, and timely and appropriately
remediate, the Fraud Section has historically provided business organizations that do such things
with a reduction below the low end of the Sentencing Guidelines fine range. These fine
reductions and other incentives have not previously been articulated in a written framework. By
setting forth this Guidance, we intend to provide a clear and consistent understanding of the
circumstances in which the Fraud Section may accord additional credit in FCPA matters to
organizations that voluntarily disclose misconduct, fully cooperate, and timely and appropriately
remediate.
The Guidance does not supplant the USAM Principles. Prosecutors must consider the ten
factors set forth in the USAM when determining how to resolve criminal investigations of
organizations. Prosecutors must also calculate the appropriate fine range under Chapter 8 of the
Sentencing Guidelines. This Guidance, by contrast, sets forth the circumstances in which an
organization can receive additional credit in FCPA matters, above and beyond any fine reduction
provided for under the Sentencing Guidelines, and the manner in which that additional credit
should be determined, whether it be in the type of disposition, the extent of reduction in fine, or
the determination of the need for a monitor. Organizations that voluntarily self-disclose, fully
cooperate, and remediate will be eligible for significant credit in all three categories. But, as
noted above, to receive this additional credit under the pilot program, organizations must meet
the standards described below, which are more exacting than those required under the Sentencing
Guidelines.
The pilot program will be effective April 5, 2016 as part of a one-year program
applicable to all FCPA matters handled by the Fraud Section. The Guidance is being applied by
the Fraud Section to organizations that voluntarily self-disclose or cooperate in FCPA matters
during the pilot period, even if the pilot thereafter expires. By the end of this pilot period, the
Fraud Section will determine whether the Guidance will be extended in duration and whether it
should be modified in light of the pilot experience. The Guidance applies only to the Fraud
Section's FCPA Unit and not to any other part of the Fraud Section, the Criminal Division, the
3
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United States Attorneys' Offices, any other part of the Department of Justice, or any other
agency.
Nothing in the Guidance is intended to suggest that the government can require business
organizations to voluntarily self-disclose, cooperate, or remediate. Companies remain free to
reject these options and forego the credit available under the pilot program.
This Guidance first sets forth the requirements for a company to qualify for credit for
voluntary self-disclosure, cooperation, and timely and appropriate remediation under this pilot
program, including exceptions to the general rules. It then sets forth the credit that should be
accorded if a company meets these criteria.
A. Requirements
1. Voluntary Self-Disclosure in FCPA Matters
Voluntary self-disclosure of an FCPA violation is encouraged. Indeed, in implementing
the DAG Memo on Individual Accountability, the Department recently revised the USAM
Principles to underscore the importance of voluntary self-reporting of corporate wrongdoing.
Under the current USAM Principles, prosecutors are to consider a corporation's timely and
voluntary self-disclosure, both as an independent factor and in evaluating the company's overall
cooperation and the adequacy of the company's compliance program. USAM 9-28.900.
In evaluating self-disclosure during this pilot, the Fraud Section will make a careful
assessment of the circumstances of the disclosure. A disclosure that a company is required to
make, by law, agreement, or contract, does not constitute voluntary self-disclosure for purposes
of this pilot. Thus, the Fraud Section will determine whether the disclosure was already required
to be made. In addition, the Fraud Section will require the following items for a company to
receive credit for voluntary self-disclosure of wrongdoing under this pilot:
The voluntary disclosure qualifies under U.S.S.G. § 8C2.5(g)(1) as occurring "prior to
an imminent threat of disclosure or government investigation";
• The company discloses the conduct to the Department "within a reasonably prompt
time after becoming aware of the offense," with the burden being on the company to
demonstrate timeliness; and
• The company discloses all relevant facts known to it, including all relevant facts about
the individuals involved in any FCPA violation.
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2. Full Cooperation in FCPA Matters
In addition to the USAM Principles, the following items will be required for a company
to receive credit for full cooperation under this pilot (beyond the credit available under the
Sentencing Guidelines)3:
• As set forth in the DAG Memo on Individual Accountability, disclosure on a
timely basis of all facts relevant to the wrongdoing at issue, including all facts
related to involvement in the criminal activity by the corporation's officers,
employees, or agents;
• Proactive cooperation, rather than reactive; that is, the company must disclose
facts that are relevant to the investigation, even when not specifically asked to do
so, and must identify opportunities for the government to obtain relevant evidence
not in the company's possession and not otherwise known to the government;
• Preservation, collection, and disclosure of relevant documents and information
relating to their provenance;
• Provision of timely updates on a company's internal investigation, including but
not limited to rolling disclosures of information;
• Where requested, de-confliction of an internal investigation with the government
investigation;
• Provision of all facts relevant to potential criminal conduct by all third-patty
companies (including their officers or employees) and third-party individuals;
• Upon request, making available for Department interviews those company officers
and employees who possess relevant information; this includes, where appropriate
and possible, officers and employees located overseas as well as former officers
and employees (subject to the individuals' Fifth Amendment rights);
• Disclosure of all relevant facts gathered during a company's independent
investigation, including attribution of facts to specific sources where such
attribution does not violate the attorney-client privilege, rather than a general

3 If a company claims that it is impossible to meet one of these requirements, for example
because of conflicting foreign law, the Fraud Section should closely evaluate the validity of that
claim and should take the impediment into consideration in assessing whether the company has
fully cooperated. The company will bear the burden of establishing why it cannot meet one of
these requirements.
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narrative of the facts;
• Disclosure of overseas documents, the location in which such documents were
found, and who found the documents (except where such disclosure is impossible
due to foreign law, including but not limited to foreign data privacy laws);
o Note: Where a company claims that disclosure is prohibited, the burden is
on the company to establish the prohibition. Moreover, a company should
work diligently to identify all available legal bases to provide such
documents.
• Unless legally prohibited, facilitation of the third-party production of
documents and witnesses from foreign jurisdictions; and
• Where requested and appropriate, provision of translations of relevant documents
in foreign languages.
Cooperation comes in many forms. Once the threshold requirements of the DAG Memo
on Individual Accountability have been met, the Fraud Section should assess the scope, quantity,
quality, and timing of cooperation based on the circumstances of each case when assessing how
to evaluate a company's cooperation under this pilot. For example, the Fraud Section does not
expect a small company to conduct as expansive an investigation in as short a period of time as a
Fortune 100 company.4 Nor do we generally expect a company to investigate matters unrelated
in time or subject to the matter under investigation in order to qualify for full cooperation credit.
An appropriately tailored investigation is what typically should be required to receive full
cooperation credit; the company may, of course, for its own business reasons seek to conduct a
broader investigation.5
As set forth in USAM 9-28.720, eligibility for full cooperation credit is not predicated
upon waiver of the attorney-client privilege or work product protection and none of the
requirements above require such waiver. Nothing in the Guidance or the DAG Memo on
Individual Accountability alters that policy, which remains in full force and effect. Furthermore,
not all companies will satisfy all the components of full cooperation, either because they decide

Where a company of any size asserts that its financial condition impairs its ability to cooperate
more fully, the company will bear the burden to provide factual support for such an assertion.
4

5 For

instance, absent facts to suggest a more widespread problem, evidence of criminality in one
country, without more, would not lead to an expectation that an investigation would need to
extend to other countries. By contrast, evidence that the corporate team engaged in criminal
misconduct in overseeing one country also oversaw other countries would normally trigger the
need for a broader investigation. In order to provide clarity as to the scope of an appropriately
tailored investigation, the business organization (whether through internal or outside counsel, or
both) is encouraged to consult with Fraud Section attorneys.
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to cooperate only later in an investigation or they timely decide to cooperate but fail to meet all
of the criteria listed above. In general, such companies should be eligible for some cooperation
credit under this pilot if they meet the DAG Memo on Individual Accountability criteria, but the
credit generally will be markedly less than for full cooperation, depending on the extent to which
the cooperation was lacking.
3. Timely and Appropriate Remediation in FCPA Matters
Remediation can be difficult to ascertain and highly case specific. In spite of these
difficulties, encouraging appropriate and timely remediation is important to reducing corporate
recidivism and detecting and deterring individual wrongdoing. The Fraud Section's Compliance
Counsel is assisting us in refining our benchmarks for assessing compliance programs and for
thoroughly evaluating an organization's remediation efforts.
In evaluating remediation efforts under this pilot program, the Fraud Section will first
determine whether a company is eligible for cooperation credit; in other words, a company
cannot fail to cooperate and then expect to receive credit for remediation despite that lack of
cooperation. The following items generally will be required for a company to receive credit for
timely and appropriate remediation under this pilot (beyond the credit available under the
Sentencing Guidelines):
• Implementation of an effective compliance and ethics program, the criteria for which will
be periodically updated and which may vary based on the size and resources of the
organization, but will include:
o Whether the company has established a culture of compliance, including an
awareness among employees that any criminal conduct, including the conduct
underlying the investigation, will not be tolerated;
o Whether the company dedicates sufficient resources to the compliance
function;
o The quality and experience of the compliance personnel such that they can
understand and identify the transactions identified as posing a potential risk;
o The independence of the compliance function;
o Whether the company's compliance program has performed an effective risk
assessment and tailored the compliance program based on that assessment;
o How a company's compliance personnel are compensated and promoted
compared to other employees;
o The auditing of the compliance program to assure its effectiveness; and
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o The reporting structure of compliance personnel within the company.
Appropriate discipline of employees, including those identified by the corporation as
responsible for the misconduct, and a system that provides for the possibility of
disciplining others with oversight of the responsible individuals, and considers how
compensation is affected by both disciplinary infractions and failure to supervise
adequately; and
Any additional steps that demonstrate recognition of the seriousness of the
corporation'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.
B. Credit for Business Organizations under the Pilot Program
1. Limited Credit for Full Cooperation and Timely and Appropriate Remediation in
FCPA Matters Without Voluntary Self-Disclosure
If a company has not voluntarily disclosed its FCPA misconduct in accordance with the
standards set forth above, it may receive limited credit under this pilot program if it later fully
cooperates and timely and appropriately remediates. Such credit will be markedly less than that
afforded to companies that do self-disclose wrongdoing, as described immediately below in
category B.2. Specifically, in circumstances where no voluntary self-disclosure has been made,
the Fraud Section's FCPA Unit will accord at most a 25% reduction off the bottom of the
Sentencing Guidelines fine range.
2. Credit for Voluntary Self-Disclosure, Full Cooperation, and Timely and
Appropriate Remediation in FCPA Matters
When a company has voluntarily self-disclosed misconduct in an FCPA matter in
accordance with the standards set forth above; has fully cooperated in a manner consistent with
the DAG Memo on Individual Accountability and the USAM Principles; has met the additional
stringent requirements of the pilot program; and has timely and appropriately remediated, the
company qualifies for the full range of potential mitigation credit.
In such cases, if a criminal resolution is warranted, the Fraud Section's FCPA Unit:
o may accord up to a 50% reduction off the bottom end of the Sentencing Guidelines fine
range, if a fine is sought; and
o generally should not require appointment of a monitor if a company has, at the time of
resolution, implemented an effective compliance program.
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Where those same conditions are met, the Fraud Section's FCPA Unit will consider a
declination of prosecution.6 As noted above, this pilot program is intended to encourage
companies to disclose FCPA misconduct to permit the prosecution of individuals whose criminal
wrongdoing might otherwise never be uncovered by or disclosed to law enforcement. Such
voluntary self-disclosures thus promote aggressive enforcement of the FCPA and the
investigation and prosecution of culpable individuals. Of course, in considering whether
declination may be warranted, Fraud Section prosecutors must also take into account
countervailing interests, including the seriousness of the offense: in cases where, for example,
there has been involvement by executive management of the company in the FCPA misconduct,
a significant profit to the company from the misconduct in relation to the company's size and
wealth, a history of non-compliance by the company, or a prior resolution by the company with
the Department within the past five years, a criminal resolution likely would be warranted.
As stated above, this Guidance applies only to the Fraud Section's FCPA Unit during the
term of this pilot program. It does not apply to any other part of the Fraud Section, the
Criminal Division, the United States Attorneys' Offices, any other part of the Department of
Justice, or any other agency.

Andrew Weissmann
Chief, Fraud Section
Criminal Division

As noted above, to qualify for any mitigation credit under this pilot (whether in categories B.1
or B.2), the company should be required to disgorge all profits from the FCPA misconduct at
issue.
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Alaska
California
Colorado
Connecticut
Delaware
District of Columbia
Florida
Georgia
Hawaii
Illinois
Indiana
Iowa
Louisiana
Maryland
Massachusetts
























Michigan
Minnesota
Montana
Nevada
New Hampshire
New Jersey
New Mexico
New York
North Carolina
Oklahoma
Rhode Island
Tennessee
Texas
Vermont
Virginia
Washington
Wisconsin (repealed 2015 Wisconsin Act 55)

State FCA claim only filed in State Court
Federal FCA Action plus at least one State Claim filed
in one Federal Court Action
Federal FCA Action plus multiple State Claims filed in
one Federal Court Action
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What Nexus, if any, does the State have with the alleged
fraud?
If State has Nexus with the alleged fraud what is the extent
of potential damages to the State?
Where are the witnesses, defendant, and much of evidence
located?
What resources can be, or should be, deployed by the
State based on the allegations raised in the complaint?
Who will take the lead on the investigation and why?
Settlement Teams vs. Litigation Teams (NAMFCU)
Can or should a State recover its attorney fees or
investigative costs under its statute?

State programs are impacted by fraud
Medicaid funds impacted by fraud
Obtain greater investigative and litigation
resources to qui tam case
Obtain greater leverage at the settlement table
State CIDs vs Federal CIDs
Greater recovery of damages to relator and State
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“A person violating this section shall be liable to
the Commonwealth for reasonable attorney fees
and costs of a civil action brought to recover any
such penalties or damages. All such fees and
costs shall be paid to the Attorney General’s
Office by the defendant and shall not be included
in any damages or civil penalties recovered in a
civil action based on a violation of this section.”

Show the State how it is impacted in a material way by the
specific fraud alleged
File a good complaint with supporting disclosure materials
Offer to assist in every way possible!
Offer to litigate with or for the state?
Be a good partner with state prosecutors!
Be mindful of the complexities involved in multi-state
litigation
To the best you can, keep the states up to speed at all
times with the litigation

4

1.
2.
3.
4.
5.
6.

What is the Damage Theory that will apply to the case?
How much are the Single Damages at issue and how are
they calculated?
What is the “scope of the release” sought from the State?
Will the State have to, or want to, litigate, join the
settlement, or decline the settlement?
Does the State have the necessary resources to litigate
the case if it does not settle?
What witnesses will be needed from the single state
agency if a settlement does not occur?
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Replace “Fee for Service”
 CMS goal of 50% of all Medicare FFS payments made via alternative
payment models by 2018
 Move to value‐ and outcome‐based payment models by
“coordinating care” through all disciplines.
‒ Create a seamless patient experience through greater
clinical cooperation

 Achieve by incentivizing Quality of Care and Cost reductions
 Base physician reimbursement on efficiency of service
and treatment outcomes, not volume or value of
services provided
2
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How?
 ACA ‐ Patient Protection and Affordable Care Act
 MACRA – Medicare Access and CHIP Reauthorization
Act of 2015
 Mandatory Bundled Payment Programs
‒ Comprehensive Joint Replacement (“CJR”) bundle (in place since Apr.
1, 1016)
‒ Proposed Episode Payment Models (proposed rule published Aug. 2,
2106)
3

Stark Law
 42 U.S.C. §1395nn
 Stark II prohibits a physician from making referrals to an entity
with which he/she has a financial relationship for the
provision of designated health services which may be paid for
by Medicare and/or Medicaid, unless an exception applies
 Intent is not a factor—strict liability

4
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ACA
 Affordable Care Act provides incentives to improve the quality of
care while reducing costs by promoting Medicare Share Savings
Programs (MSSPs)
‒ Primary methodology is through the Accountable Care Organization (ACO)
delivery model
• Primary care physicians
• Specialists
• Acute care providers
• Post acute care providers
• Working together to provide quality care at reduced costs
5

MACRA
 Establishes the Merit‐Based Incentive Payment System (MIPS)
 Medicare payments to physicians will be adjusted based on
each physician’s performance in four performance categories:
‒ Quality
‒ Resource Utilization
‒ Clinical Practice Improvement Activities
‒ Advancing Care Information
6
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Purpose of MSSPs
 Promoting accountability for the quality, cost and overall care
for a Medicare ACO population
 Managing and coordinating care for Medicare fee‐for‐service
beneficiaries through an ACO
 Encouraging investment in infrastructure and redesigned
care processes for high‐quality and efficient service delivery
for patients
7

Accountable Care Organizations
 “An ACO is an organization of one or more health care
providers that agrees to provide integrated healthcare to a
group of patients and accept some accountability for clinical
outcomes and overall cost of care to that patient group. In
exchange, ACO participates can share in cost savings and
receive incentives tied to quality outcomes.”

8
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Problem with Innovative Payment Models
under the Current Regulatory Scheme
 Stark and AKS Law prohibit many of the arrangements
contemplated by MSSPs so the ACA‐directed HHS is
issued waivers
 On November 2, 2011, CMS issued an interim final rule
establishing five different waivers for certain arrangements
related to the ACOs and their participation in the MSSP
 On October 29, 2015 CMS issued final rule
9

Five Regulatory Waivers for MSSPs
1. Pre participation waiver*
2. Participation waiver*
3. Shared Savings Distribution waiver
4. Stark Compliance waiver*
5. Patient Incentive waiver
‒ 76 Fed. Reg. 67992

*Waivers most applicable to enforcement actions
10
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Purpose of the Five Waivers
 ACO waivers are intended to protect investments by ACO
participants in items and services necessary to track,
measure, promote and coordinate care for ACO Patients
‒ Fourteen (14) categories of waivers [76 Fed. Reg. at 68003]
 Operate like safe harbors . . . All conditions must be met for
waiver to apply

11

Pre-Participation Waiver
 Protects start‐up arrangements for the purpose of forming
an ACO.
‒ Good faith
‒ Bona fide determination that arrangement is reasonably related
to the purpose of the SSP
‒ Arrangement and approval are documented
‒ Publicly disclosed

 Applies to arrangements with third parties
12
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Participation Waiver
 ACO has written participation agreement and is in “good standing”
 Meets requirements for governance, leadership and management
 Governing body has made a bona fide determination that the
arrangement is related to the purpose of the MSSP
 Documentation is contemporaneous
 Public disclosure made
 Applies to arrangements with third parties
13

Stark Compliance Waiver
 Protects arrangements that comply with the Stark law from AKS scrutiny
‒ ACO has entered into a participation agreement and remains in
good standing
‒ The financial relationship is reasonably related to the purpose
of the MSSP
‒ Financial relationship complies with the Stark exceptions of
42 CFR 411.355 thru 411.357
 Applies to arrangements among or between ACO participants or providers
14
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The “arrangement must be reasonably related to the
purposes of the MSSP”
 Must promote accountability for the quality, cost, and overall
care of Medicare patients
 Must manage and coordinate care for Medicare “fee for
service” patients
 Must encourage investment in infrastructure and with the
goal of providing high‐quality and efficient service delivery
of care
15

Activities NOT Reasonably Related to the Purposes of the
Shared Savings Program
 Expressly paying a specialist $500 for every referral generated
by the specialist
 Expressly paying a nursing facility staff member $100 for every
patient transported to the ACO’s hospital
 Physician or other provider having to pay an ACO a sum to
receive ACO related referrals
 Medical Directorships or PSAs where referring physicians or
providers receive payments for no actual services
16
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Patient Incentive Waiver
The Beneficiary Inducements CMP and the Anti‐Kickback Law are
waived if ALL of the following requirements are met:
 The ACO has entered into a participation agreement and
remains in good standing under its participation agreement
 There is a reasonable connection between the items or
services and the medical care of the beneficiary
 The items or services are in‐kind
17

Patient Incentive Waiver (continued)
 The items or services meet either of the following conditions:
‒ Are preventive care items or services
‒ Advance one or more of the following clinical goals:
• Adherence to a treatment regime
• Adherence to a drug regime
• Adherence to a follow‐up care plan
• Management of a chronic disease or condition
18
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Examples
 Metrics to evaluate “evidence based medicine”
 Establish avenues for patient involvement
 Metrics for measuring quality and cost
 Infrastructure development for tele‐health and remote
patient monitoring
 Clinical integration software, training, standards
19

Fraud and Abuse Prevention Safeguards
 Must have an “audit trail”
‒ Arrangement details
‒ Contemporaneous Board Approvals
‒ Amendments and Modifications in writing and approved
by the Board
 Must be “transparent”
‒ Public disclosure – on a website
• Identifying the parties and the service, good, or facility
provided under the arrangement
20
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Creating an “Audit Trail”


We will ask for documents:
‒ That identify all ACO participants
‒ Related to all ACO arrangements
‒ That describe the financial and economic terms of all ACO arrangements
‒ That identify ACO board members
‒ That memorialize all ACO board meetings
‒ Related to each waiver requested and how that waiver relates to the purpose
of the MSSP
‒ Related to quality metrics
‒ Related to cost savings
21

Creating an “Audit Trail” (continued)
 We will also ask for the ACO’s:
‒ MSSP application to CMS and all supporting materials
‒ Compliance Plan
‒ Conflict of interest policy
‒ MSSP participation agreement
‒ Public disclosures
‒ Record retention policy
22
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Example of Public Notification
The [name of provider], a participant in the [provider ACO], will
engage the [relationship provider] to administer a program to
advance evidence‐based medicine, increase patient satisfaction
and mange the cost of care for the [service line]. The focus will
be on [service line], and physicians will be eligible for
compensation based upon meeting quality and cost metrics.

23

Example of Public Notification
The [ACO] will provide referral coordination services to
physicians who participate in the [ACO]. The [ACO] will identify
preferred providers, utilizing quality, cost and operational
efficiency considerations, but will also coordinate referrals to
physicians outside the preferred network. The expectation is that
this will make the delivery of care more efficient and will
influence patients to utilized physicians with demonstrated
quality and efficiency.
24
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Other Potential Issues
 Post hoc attempt by a provider to re‐label an existing
improper arrangement as related to a SSP
‒ Attempt to classify as an ACO covered by a waiver

 Physician compensation models not based upon quality and
cost metrics
‒ Often see incentives based on volume and value of referrals and
compensation above FMV

 Specific arrangements not board approved or publicly
disclosed
25

The Road Ahead
 Likely modifications to the Stark Law to protect all “alternative
payment models”
‒ Stark is an impediment to these new compensation models . . .
‒ Current waiver system does not protect all “alternative payment
models”

 Congress recognizes problem:
‒ Senate Finance Committee Report released June 30, 2016:
‒ “Why Now? Suggestions to Improve the Stark Law to

 Encourage “Innovative Payment Models”
‒ Comments and Suggestions from Providers
26
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Similar Considerations for Other Programs
 CJP and EPMs have similar requirements:
‒ Signed and written agreements
‒ Relation to quality of care being delivered
‒ Payment may not be based on volume or value of referrals. (EPM clarifies
“cannot be based ….on volume or value of past or anticipated referrals
….”)
• BUT – Hospital may “into account the amount of such EPM activities
provided by an EPM collaborator relative to other EPM collaborators
‒ Selection of collaborators cannot be based on volume or value of referrals
‒ Risk sharing caps for Hospitals
27

Suggestions from Senate Finance Committee Report
 Repeal Stark altogether
‒ Civil kickback issues can managed through the AKS and the
gainsharing CMP

 Exclude physician compensation arrangements – limit Stark to
ownership and investment interests
 Create or expand MSSP waivers to qualifying APMs and MIPs
 Create a new exception for quality‐based payments to
physicians provided they are not tied to the volume and value
of referrals
28

14

10/24/2016

Suggestions from Senate Finance Committee Report (continued)
 Create a new exception for financial relationships designed to foster
collaboration in the delivery of healthcare – incentivizing efficiencies and
improvements in care
 Expand the Self‐Referral Disclosure Protocol
 Expand the Secretary’s authority to grant waivers, exceptions and issue
advisory opinions
 Modify Stark’s FMV standard
‒ If within FMV when created – grandfathered for life of the arrangement
‒ Even if compensation is tied to volume and value of referrals,
if compensation is within FMV – permissible
29

Move to Technical Violations
 Proposed legislation that defines a technical violation as an
arrangement that violates Stark, only because:
‒ The arrangement is not memorialized in a writing
‒ One or more signatures is missing
‒ A prior arrangement expired and the arrangement continued without
a new written document

 Establish separate set of sanctions for technical violations in
lieu of Stark penalties and FCA exposure to treble damages and
punitive penalties
30
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Limited Success to Date
 Substantial savings from Alternative Payment Models have yet to be seen
‒ Last year Medicare paid $60 billion to 353 ACOs to provide services to
six million Medicare beneficiaries
• 45% of these ACOs cost more than Medicare had predicted, with a net
loss to Medicare of $3 million

‒ Most ACOs would not accept financial responsibility for their patients
and did not take the high risk/high reward bonus structure.
• Greater bonuses, but assume greater financial responsibility
for patients
• ACOs now have six years to participate without penalties
31
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State Agencies Distinguished
 MFCU
 Program Integrity / SUR/S
• Office in state Medicaid bureau
• Review, audit, investigation
 Office of Inspector General
• Independent entity or division of state Medicaid bureau
• May have investigative or police power
• State statutes prescribe duties, authority
o NY, NJ, UT, AZ, AR, others
 Survey & licensing agencies
2

1

Environment and Statistics
 Medicaid is a joint federal/state program, but states are largely
responsible for operations, including program integrity
 “The size and diversity of the Medicaid program make it
particularly vulnerable to improper payments….” ‐GAO
o GAO Report on Medicaid Program Integrity – Increased
Oversight Needed to Ensure Integrity of Growing Managed Care
Expenses (May 2014),
http://www.gao.gov/assets/670/663306.pdf (9/14/2015)

3

Environment and Statistics
 ACA includes Medicaid expansion and is impacting enforcement in many ways
 2014‐2018: Medicaid enrollment expected to expand by 14 million
beneficiaries, and federal spending to increase by $114 B (46%)
 90% of new enrollees are attributable to ACA; 13 million are adults
o CMS Comprehensive Medicaid Integrity Plan 2014‐2018
https://www.cms.gov/Regulations‐and‐
Guidance/Legislation/DeficitReductionAct/Downloads/cmip2014.pdf (9/14/2015)
o http://www.cbo.gov/sites/default/files/cbofiles/attachments/44204‐2014‐04‐
Medicaid.pdf (9/14/2015)
4
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How Investigations Begin
 State investigations may be regulatory, criminal, civil,
or a combination
 They come to the state from a variety of sources
•
•
•
•
•
•
•

Initiated within requesting agency
Initiated by state Medicaid agency (referral to MFCU)
Initiated by citizen complaint
Related to an occurrence, such as patient death or injury
Prompted by a whistleblower case
Prompted by a media report
Initiated by a request from another state or an interstate team
5

Enforcement Trends
 State activity levels increasing
• Hundreds of qui tam cases naming both federal government and
states
• States have right to investigate independently, and are increasingly
doing so
• Many Cases are Pursued Jointly By State and Federal Authorities
• Many new whistleblower cases involve regions, or systems,
meaning less federal and more state involvement
6
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Enforcement Trends cont’d
 Managed care receiving greater emphasis
• Managed care varies widely between states
• Some states have none, some have majority

 Proposed CMS rule applicable to MCOs
• Mandate and define fraud reporting by MCO
• Report information that affects provider eligibility
• Report overpayments
o https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact‐sheets/2015‐Fact‐sheets‐
items/2015‐26‐05.html
o https://www.federalregister.gov/articles/2015/06/01/2015‐12965/medicaid‐and‐childrens‐health‐
insurance‐program‐chip‐programs‐medicaid‐managed‐care‐chip‐delivered#p‐43 §438.608
7

Enforcement Trends cont’d
 Predictive analytics
•

More than just data analysis

•

Various data sources could include
o Drivers license, voter records, property tax
o Licensing records and exclusion data
o Medicare data
o Banking and corporate records

• Can run from simple “risk scoring” or comparisons between claims, to complex “graph
pattern” analysis with external data
o https://www.cms.gov/medicare‐medicaid‐coordination/fraud‐
prevention/fraudabuseforprofs/downloads/data‐analytic‐assesstoolkit‐092214.pdf
8
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False Claims Developments in Medicaid
 Department of Justice Has Dramatically Increased FCA Penalties
• Minimum per claim increases from $5,500 to $10,781
• Maximum per claim increases from $11,000 to $21,5631
 Supreme Court Recently Issued a Major Medicaid False Claims
Decision
 Have Been Significant Developments As to Reverse False Claims in
the Medicaid Context
1

81 Fed Reg. 42,491 at 42,494 (June 30, 2016)

9

Universal Health Services v. United States
Ex. Rel. Escobar, June 16, 2016
 Medicaid Case
 Teenage Girl Received Mental Health Counseling from Unlicensed Staff
 Unsupervised Nurse Prescribed Medication to Teenager Which Led to
Seizures and Death
 Parents Brought Qui Tam Lawsuit Against Owner of Counseling Center
Under “Implied False Certification” Theory
 Unites States Did Not Intervene in Case
10

5

Universal Health Services v. United States
Ex. Rel. Escobar, cont'd.
 Unanimous Decision Authored by Justice Thomas
 Decision Seems to do Away With Distinction Between “Condition of
Participation” vs. “Condition of Payment”?
 Can be FCA Liability Even if Regulations at Issue Are Not Designated as
“Conditions of Payment”
 “Implied False Certification” Theory Can Work if:
• Claims include “misleading omissions”
• Omissions make claims “half‐truths”
• Omissions are for statutory, regulatory or contractual requirements
 Key Fact Here: Claims Included NPI Numbers that Corresponded with
Particular Job Titles

11

Universal Health Services v. United States
Ex. Rel. Escobar, cont'd.
 Can be Some Undisclosed Regulatory Violations which do not
Lead to FCA Liability
 Regulatory/Statutory/Contractual Violations Must be
“Material,” Whether or Not They Are Conditions of Payment
 Materiality is “Demanding”, Requires More Than That the
Government Could Decline to Pay
 If Government Routinely Pays Claims When it Knows
Requirements Are Violated – Requirements Are Not Material
 FCA Does Not Require Compliance With Entire US Code or CFR
12
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Implications of Escobar: Defense Perspective
 Court’s Materiality Language May Lead to Delay in Government
Reimbursements
 Especially Important to Keep Records of All Communications with
Government Payer Representatives, Including Phone Calls
 Boiler Plate Language on Claim Forms/Contracts As to
Compliance With Any and All Federal/State Regulations May Not
Be Enforceable
 Decision Probably Voids Regulations Such as
N.J.A.C.§10:49‐5.5(a)(17)
 What Government Knew and When About Regulatory and
Contractual Violations Will Become a Central Point in All FCA
Litigation
13

Implications of Escobar: Prosecution Perspective
 Wide variety of state FCA decisions expected
 More subpoenas and involvement of state representatives
 Stated expectations of materiality will take center stage
 Greater control of intermediaries, call centers
 Push back on strong language in Escobar

14
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Reverse False Claims
 Under Amended Federal FCA Only Need to Knowingly and Improperly Avoid
or Decrease an Obligation to Pay Money to the Government (31
U.S.C.§3729(a)(1)(G))
 Many State False Claim Statutes Have Similar Provisions
 Overpayment Must be Reported and Returned Within 60 Days of
“Identification” of Overpayment (42 U.S.C.§1320a‐7K(d)(2))

15

Reverse False Claims cont’d.
Kane v. Healthfirst, Inc. et al., 120 F. Supp. 3d 370,
(S.D.N.Y. 2015)
 Computer Error Resulted in Improper Medicaid Payments for
Services that Should Have Been Covered by a Monthly Fee to a
Medicaid Managed‐Care Plan
 In February 2011, Five Months After Discovery of the Error, Hospital
Employee/Relator Submitted Spreadsheet to Management Which
Included all Erroneously Billed Claims Plus Many Correctly Billed
Claims
 Hospital Employee/Relator Fired 4 Days After Submitting
his Spreadsheet
16
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Reverse False Claims cont’d.
Kane v. Healthfirst
 Reimbursements of Improperly Billed Claims Began in April
2011, Concluded in March 2013
 New York/United States Alleged Management Delayed
Repayment for up to Two Years After they Knew the Extent of
Overpayments, Needed Issuance of a CID to Coax Full
Reimbursement
 Reverse FCA Violation Alleged for Failing to Timely Identify and
Reimburse Improper Medicaid Payments

17

Reverse False Claims cont’d.
Kane v. Healthfirst
 First Decision to Interpret “Identified” Under Affordable Care Act for
Return of Overpayment
 Held that “Identified” Did Not Mean “Quantified” and that 60 Day Clock
to Return Overpayment Began When a Provider is On Notice of a
Potential Overpayment
 Held Failure to Act in a Timely Fashion Satisfied the FCA Requirement to
“Avoid” an Obligation
 Decision Implied that Obligation to Report and Return Overpayment
Would Accrue Before Completion of an Internal Investigation to Confirm
and Quantify Same
18
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Reverse False Claims cont’d.
CMS Releases Final Overpayment Rule, February 12, 2016
 “Identified” means Provider Has, Through “Reasonable Diligence” Determined
Receipt of An Overpayment and “Quantified the Amount”
 60 Day Clock Does Not Begin to Run Until “Reasonable Diligence is Completed”
 “Reasonable Diligence” Should take 6 Months From Receipt of “Credible
Information” About Overpayment
 Exception for Extraordinary Circumstances in Complex Matters
 6 Year Lookback Period
19

Reverse False Claims cont’d.
CMS Rule Limited to Medicare
Parts A & B

State Authorities, May take a
More Aggressive Stance
Regarding Medicaid, See Kane

CMS Wants Providers to
Complete their Internal Audits,
Not to Refund Amounts Based
on Probe Samples
20
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Reverse False Claims cont’d.
Resolution of the Kane Litigation, August 23, 2016
 Hospitals Agreed to Pay $2,950,000 (for claims already repaid)
 Hospitals Admitted Liability in Settlement Agreements
 Settlement Agreements Expressly State that Improper Claims
Resulting in Overpayments were “Mistakenly” Submitted
 Only 444 of 890 Claims Identified by the Relator in
February 2011 were Actual Overpayments
 Overpayments Were Refunded in “Thirty Tranches” From
April 2011 to March 2013
21

Lessons from Kane Litigation:
Defense Perspective
 State May Be More Aggressive than Federal Government
As to When Overpayments Need to be Returned
 Important to Have Dialogue With State/Federal Officials
to Explain Progress in Internal Investigation of
Overpayment
 Despite CMS Rule, At the State Level May Want to Make
Significant Interim Repayments Before Internal
Investigation Completed
 Whistleblowers Need to Be Afforded Maximum
Deference
22
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Lessons from Kane Litigation:
Prosecution Perspective
 Independent state requirement to return federal share
 Focus on company documents
 Focus on clear claims that were not repaid
 “Knowing” defined to include reckless disregard or deliberate
ignorance1
 Defining “claim” could pose problems
 Prosecutorial discretion and “well intentioned” company
response
1

Incorrectly stated as “Deliberate indifference” in Kane at 395
23

Areas of Enforcement Emphasis

24
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New York Office of the Medicaid Inspector General
2016‐2017 Work Plan
 Some Areas Targeted For Attention:
• Home Health
oExistence of Approved Care Plan
oMatching hours billed to care plan
oLocate beneficiaries who are hospitalized or
institutionalized rather than home
• Managed Care
oCheck for enrollees who are dead, incarcerated or
institutionalized
oCheck for multiple client identification numbers
oReview payments for fee for service that should be
included in Managed Care reimbursement
25

New York Office of the Medicaid Inspector
General 2016‐2017 Work Plan cont’d
• Pharmacy/DME
oFocus on Drug Diversion
oReview for Unauthorized/Forged Prescriptions
oDetermine whether DME Authorized by Licensed
Practitioner
• Doctors/Dentists
oReview Medical Necessity of Controlled Substances
oReview Dental Fee for Service Claims that should have
been provided in a Clinic
oReview Accuracy of Dental Billings
26
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HHS/OIG Medicaid Concerns
 37 of 47 States Have Not Implemented Fingerprint Based
Criminal Background Checks for Providers2
 15,000 High Risk Providers Have Enrolled in Medicaid in
27 States Without Complete Background Checks
 Eleven States Have No Site Visits in Place for High Risk
Providers
 New York Audit Found Two Managed Care Companies
Paid 6.6 Million Dollars to Ineligible Medicaid Providers
Including Excluded, Deceased or Unlicensed Providers
2 Department of Health and Human Services, Office of Inspector General, Medicaid Enhanced Provider
Enrollment Screenings Have Not Been Fully Implemented, May, 2016

27

HHS/OIG Medicaid Concerns cont’d
 CMS Recommends State Medicaid Programs Verify Provider Ownership
Information
 38 States Did Not Obtain Complete Address Information for Corporate
Owners3
 16 States Did Not Seek Information on Relationships Between Providers and
Owners of Subcontractors
 14 States Did Not Verify Completeness or Accuracy of Ownership
Information
 14 States Did not Check All Required Exclusion Databases
3 Department of Health and Human Services, Office of Inspector General, Medicaid: Vulnerabilities Related to Provider
Enrollment and Ownership Disclosure, May 2016

28
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Examples of Recent Enforcement Actions
 New York Attorney General/Recovery of $47 Million from
Centerlight Healthcare in January 2016
• Centerlight had managed care Medicaid contract with New York
• Centerlight accepted Medicaid beneficiaries for long term care
referred by adult‐day care centers who were not eligible for
services
• Long term care was intended for those needing more than 120 days
of in‐home services

29

Examples of Recent Enforcement Actions cont’d
 Agape Health Management, Inc. ‐ $385,917 Settlement, May 2016
• Virginia Medicaid Case
• Defendant Operated Adult Day Health Center
• Charged for Transportation to Center on Days Clients either Not Present
or Transported
 Global Healthcare, Inc. – Lengthy Prison Sentence for Owners – June 2016
• D.C. Home Health Company
• Owner concealed her exclusion from Medicaid
• Company created phony time sheets, patient files and employment files
• $80 Million Fraud, owners led lavish lifestyles
30
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Examples of Recent Enforcement Actions cont’d
 Solutions Home Health Services, April 2016 Sentence for Owner
• Ohio Medicaid Case
• Owner of Home Health Company Concealed that HHAs
Provided Services to Their Own Children

 St. Joseph’s Hospital Center, August 2016
• $3.2 Million Settlement by Syracuse, NY Hospital
• Allegedly had Unqualified Personnel Providing Mental Health
Services Paid for by Medicaid

31

Examples of Recent Enforcement Actions cont’d
 Fairfield Pediatric Dentistry, LLC, August 2016
$1,367,466 Settlement
• Connecticut Dental Practice Providing Medicaid
Services to Children
• Dental Assistants not Properly Certified to Take
Dental X‐rays
• Note that Settlement Did not Claim Services Were
Medically Unnecessary
32
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Prosecution Perspective:
Minimizing Chances of Being a Target
 Understand what’s being looked at
• Higher billings (on adjusted basis) than peers
• Higher acuity or E&M levels
• Conflicts with other providers
oSuch as home health when client is in hospital
• High rejection or recoupment rates
• Complaints from beneficiaries
• Data mining
33

Prosecution Perspective:
Minimizing Chances of Being a Target cont’d
 Encourage training – coding, billing, etc.
• Benefits include better output and greater credibility
• Avoid data “hits” by government

 Understand specific program rules
 Call the programs with unresolved questions
 Document care, times, acuity
 Check employee licensure, exclusion
34
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Prosecution Perspective:
Minimizing Chances of Being a Target cont’d
 Be cognizant of after‐the‐fact adjustments that
might be required by newly discovered information
• Example: Found out later that client was
hospitalized or employee license expired

 Self‐disclosure encouraged

35

Defense Perspective:
Tips to Mitigate Sanction Risks
 Many states now impose monthly sanction screening
 OIG recommends monthly checks4
 State and Federal sanction lists should be checked
 Screen all Employees/Officers/Vendors/Contractors
 Multiple variation of names should be checked
 Establish sanction screening policies
 New hires and current employees should be checked
 Periodically check Licensure Status of Employees
4

OIG, Special Advisory Bulletin on the Effect of Exclusion from Participation in Federal Health Care Programs,
May 8, 2013
36
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Defense Perspective:
Tips to Mitigate Sanction Risks cont’d
 Do not hire sanctioned parties, even if services not
separately billed for, e.g. nurses
 Enrollment in Medicaid can be denied/terminated if
a 5% or more owner was convicted in the last 10
years for Medicare/Medicaid related crime
 Screen providers in managed care network
37

Tips to Mitigate Home Health Compliance Risks
 Audit client and CHHA information for “red flags”
• Multiple clients at same address
• Multiple clients with same treating physicians
• CHHAs working at same address
• CHHAs residing in same apartment building/address as clients
• Excessive number of client transfers
 Conduct monthly sanction screening checks
 Determine if CHHAs working for multiple agencies
 Periodically Check Licensure Status of CHHAs and Nurses
 Check handwriting/information on CMS form 485 against client/CHHA
records
 Check driver license/auto ownership info for CHHAs
38
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Tips to Mitigate Home Health Compliance Risks cont’d
 Check for supervisory visit forms signed in blank
 Check for Hospitalization of Clients and Refund Payment if Necessary
 Audit supervisory visit forms for “red flags”
• Multiple forms for nurse on same date
• Misspelled names of patient/CHHA
• Excessive number of daily/weekly visits by nurse
• Majority of forms dated at 60 day deadline
 Audit CHHA training materials
• CHHA names missing from attendance lists
• CHHAs signing in different inks
• CHHA names misspelled on attendance lists
• Instructor’s name missing/misspelled
• Undated attendance lists
39

Adult Day Care:
Compliance Tips to Mitigate Risk
 Verify client attendance, check sign‐in sheets with transportation
logs
 Insure Proper staffing at centers
• Number of RNs, LPNs on duty
• Administrator on duty, qualifications of same
• Staff Present for activities being provided
 Verify centers are open & providing services for all days claimed
 Verify capacity of center has not been exceeded
 Look at any instances of abuse/crimes, proper reporting of same
40

20

Adult Day Care:
Compliance Tips to Mitigate Risk cont’d
 Audit transportation logs and client sign‐in sheets
 Maintain detailed attendance records for all staff,
including administrators
 Train all staff regarding capacity restrictions
 Report all instances of suspected abuse/crimes

41

Questions?
Jack Wenik, Esq.
Member of the Firm, Epstein, Becker & Green
jwenik@ebglaw.com
973‐639‐5221
Newark, New Jersey
George A. Codding, Esq.
Senior Assistant Attorney General, State of Colorado
george.codding@coag.gov
720‐508‐6686
Denver, Colorado
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Health Care Compliance Association
Annual Healthcare Enforcement Compliance Institute

Overpayments and Self-Disclosure

Matthew Edgar, Centers for Medicare and Medicaid Services
David Fuchs, Office of Inspector General, U.S. Department of Health and
Human Services
Tony Maida, Partner, McDermott Will & Emery, LLP

Agenda
 Do you have an overpayment or potential fraud liability?
 If you do, what should you do?
– Where is the right place to disclose?
– How do you set yourself up for a successful outcome?

2

1

Overpayment or Potential Fraud Liability
 Legal Questions
–
–
–
–

Applicable coverage and payment statutes and regulations
Escobar materiality standard
Manual provisions
60 Day Overpayment Rule

 Factual Questions
– Who, what, when, where, why
– Internal investigation/review process

 Optics Considerations
– Comfort level of explaining the decision to the government or other external
stakeholder (e.g. potential buyer) in the future
3

Overpayment Statute: ACA, Section 6402(a);
SSA Section 1128J(d); 42 U.S.C. § 1320a7k(d)
 In general. If a person has received an overpayment, the person shall –
– report and return the overpayment to the Secretary, the State, an
intermediary, a carrier, or a contractor, as appropriate, at the correct address;
and
– notify the Secretary, State, intermediary, carrier, or contractor to whom the
overpayment was returned in writing of the reason for the overpayment.
 What is an “Overpayment?”
– The term “overpayment” means any funds that a person receives or retains
under subchapter XVIII or XIX of this chapter to which the person, after
applicable reconciliation, is not entitled under such subchapter.
4

2

Overpayments and False Claims
 Deadline for reporting and returning overpayments. The later of –
– the date which is 60 days after the date on which the overpayment was identified; or
– the date any corresponding cost report is due, if applicable
 Enforcement: If an overpayment is retained past the deadline, it may constitute an “obligation”
under the False Claims Act.
– False Claims Act: imposes liability for “knowingly concealing or knowingly and improperly
avoiding or decreasing an obligation” to pay the United States. (31 USC 3729(a)(1)(G))
– ACA also created new CMPL action for a penalty of up to $10,000 per item or service and
three times the amount claimed and exclusion for “Any person . . . that knows of an
overpayment . . . and does not report and return the overpayment in accordance with [section
6402].”
5

Final Rule, 81 FR 7954 (February 12,
2016)
 Regulatory provisions interpreting the Overpayment Statute (42 C.F.R. 401.301-5)
– Lookback period
• 6 years from the date the overpayment was received
– How to report and return
• Use the “most appropriate mechanism” based on the “nature of the overpayment”
– Meaning of identified
• When a provider or supplier “has determined, or should have determined through
the exercise of reasonable diligence, that [it] received an overpayment and
quantified the amount of the overpayment”
• “Should have determined” means the provider or supplier failed to exercise
reasonable diligence and in fact received an overpayment
6

3

When does the 60 day clock start?
 CMS said providers have time to conduct the “reasonable diligence” before the 60 day clock
starts to run
– After receiving “credible information” the provider needs to undertake reasonable
diligence
– CMS articulated a 6 month “benchmark” for conducting reasonable diligence, except in
“extraordinary circumstances” such as Stark issues, natural disasters, or states of
emergency
– The 60 day clock starts to run when either:
• When the reasonable diligence is completed, or
• On the day the credible information was received and the provider failed to conduct
reasonable diligence (and an overpayment in fact was received)
7

Deciding Where to Disclose
 If you decide there is an
overpayment or potential liability,
where to report and return:
– Contractor Refund
– CMS SRDP
– OIG SDP
– State Medicaid agencies
– DOJ
8
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Voluntary refund
 Simple process
 Minimizes legal fees
 Satisfies legal obligation to report and return
overpayment
 No reduction from tainted claims
 No release
 Six-year lookback period under final rule
 Can help limit FCA exposure
9

CMS Self-Referral Disclosure Protocol
(SRDP)
 Matters appropriate for the SRDP:
– Actual or potential violations of the physician self-referral law (commonly
referred to as “Stark law”) only
•

SRDP is separate from the Advisory Opinion process

•

Matters implicating the AKS or the FCA may be referred to the OIG and/or DOJ

– Disclosures of overpayments not arising from Stark law violations (e.g., failure to comply
with other Medicare billing and claims processing rules) will be removed from SRDP

10
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Benefits of SRDP
 Benefits:
– Reduce the amount “due and owing”
– Stop the 60-day clock after submission to CMS
– No FCA release, but can help limit exposure
– Eliminate/manage uncertain liability that may impede bond financing or
acquisition

11

SRDP Current Developments
 Final rule for reporting and returning overpayments established a 6-year lookback period,
effective March 14, 2016
 Revised collection of information for SRDP under review at the Office of Management and
Budget (OMB), pursuant to the Paperwork Reduction Act
– Lookback period for the financial analysis of overpayments changing from 4 to 6 years
– Promulgation of a required SRDP Form for submissions

12

6

SRDP Current Developments
 How current developments affect disclosures submitted to the SRDP:
– Disclosures submitted prior to March 14, 2016: 4-year lookback period
– Disclosures submitted from March 14, 2016 until the date that the revised information collection is approved
by OMB:
•

Providers and suppliers are subject to the 6-year lookback period, but not required to submit a 6-year financial
analysis to the SRDP; reporting for years 5 and 6 is optional (see SRDP FAQ 2.a, attached as a reference slide)

•

Use of SRDP Form is optional

– Disclosures submitted on or after the date that the revised information collection is approved by OMB:
•

Financial analysis using the 6-year lookback period is required

•

Use of SRDP Form is mandatory
13

SDRP Form


Proposed form available at:
https://www.cms.gov/RegulationsandGuidance/Legislation/PaperworkReductionActof1995/PRA-Listing.html
–



Subject to revision based on feedback from OMB and public comments

Elements of a complete disclosure using the SRDP Form:
–

SRDP Disclosure Form – information concerning the disclosing DHS entity

–

Physician Information Form – information concerning the financial relationship(s) between the DHS entity and a referring physician or the
prohibited referrals made by the referring physician

–

Financial Analysis Worksheet – quantification of the overpayment

–

Certification – submitted in hard copy and electronically

•



One Physician Information Form per physician who made prohibited referrals

Optional: Cover letter with additional information

14
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SRDP Form
 Information regarding certain dates requested in the SRDP Form:
– 6-year lookback period, based on the date that the overpayment is identified (See 42 C.F.R. §
401.305(f))
– Date of discovery:
•

Date the disclosing party determined that it received an overpayment because it failed to comply with
the Stark law (See 42 C.F.R. § 401.305(a)(2))

•

NOT the date that the party received credible information of potential noncompliance

 Pervasiveness:
– Pervasiveness means how common or frequent the disclosed noncompliance was in comparison
with similar financial relationships between the disclosing party and physicians.
15

SRDP Form
 Pervasiveness (cont.)
– Quantitative report of pervasiveness
•

Example: “The hospital has numerous compensation arrangements with physicians. We estimate that the
noncompliant compensation arrangements disclosed herein represent less than 3 percent of all financial
relationships with physicians.”

•

Application of SITS – count each arrangement with a physician that is deemed to be a direct compensation
arrangement because of the stand in the shoes rules at 42 C.F.R.§ 411.354(c) as a separate arrangement

•

Report of pervasiveness may take into account the number of similar financial relationships and the time period
of noncompliance

– Report of pervasiveness is NOT certification that other financial relationships were
compliant
16
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SRDP Form
 Information no longer required:
– Financial analysis of remuneration received by physicians
– Description of the existence and adequacy of pre-existing compliance program

 Obligation to update:
– Bankruptcy
– Change of ownership
– Change in designated representative

17

2015 Physician Self-referral Updates May Reduce
Self-Disclosures
 “[A] collection of documents, including contemporaneous documents evidencing the course
of conduct between the parties, may satisfy the writing requirement of the leasing
exceptions and other exceptions that require that an arrangement be set out in writing.” 80
Fed. Reg. 70886, 71315.
 Standard: “[T]he relevant inquiry is whether the available contemporaneous documents
(that is, documents that are contemporaneous with the arrangement) would permit a
reasonable person to verify compliance with the applicable exception at the time that a
referral is made.” Id.
 Clarification of existing policy: “Parties considering submitting self-disclosures to the SRDP
for conduct that predates the proposed rule may rely on guidance provided in the proposed
rule to determine whether the party complied with the writing requirement of an applicable
exception.” Id.
18
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SRDP Statistics as of September 30, 2016
 Through September 2016, CMS has settled 200 disclosures of noncompliance with the
physician self-referral law for an aggregate $21.2 million.
 Total disclosures received: 838
– Includes 80 POH website and advertising disclosures

 Disclosures withdrawn: 76 (includes 3 settled by DOJ)
 Disclosures under active review: 155
 Disclosures settled or withdrawn: 33%
 Remaining disclosures under active review: 28%

19

OIG Self-Disclosure Protocol
 Created 1998, Updated 2013
 Receive about 100 submissions a
year
 What = potential violations of
federal criminal, civil, or
administrative law for which CMPs
are authorized
 Not admitting liability
20
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OIG Self-Disclosure Protocol
 What not eligible
– Errors or overpayments where
no potential violation of CMPL
– Requests for opinion on
whether there is a potential
violation
– Stark-only conduct
– Settlement less than $10,000
($50,000 for AKS)
21

CMP Settlement Count by Case Type
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CMP Monetary Recoveries by Case
Type
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Percentage of CMP Monetary
Recoveries by Allegation
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OIG SDP Resolutions
 Benchmark 1.5 multiplier







– Claims Calculation
• All claims or statistical sample of 100 claims minimum
• Use point estimate (not lower bound)
– Excluded persons – salary and benefits-based
– AKS – remuneration-based
Presumption of no CIA
Six-year statute of limitations
Tolling of the 60-day period after submission
Does not secure FCA release, but can help limit exposure, including 60-day issues
More predictable process, but DOJ may become involved
25

Common Mistakes Providers Make in the OIG
Self-Disclosure Protocol
 States in the initial disclosure or at settlement that there is no fraud liability.
 Does not identify potential laws violated.
 Discloses the conduct too early.
 No plan to quantify damages.
 Conduct only violates the Stark law.
 Refuses to pay a multiplier.
 Lack of cooperation.
 Argues damages should be calculated in a manner contrary to the revised SDP.
26
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Self-Disclosure Options
Refund
•

•
•
•

Simple
process/
minimizes legal
fees
No reduction in
amount
No release of
any kind
Six-year
lookback period

SRDP
•

•
•
•

Track record
suggests
likelihood of
reasonable
settlement
Stark only
1877(g)(1)
release
De facto sixyear
lookback
period

SDP
•
•

•

•
•

Benchmark
•
1.5 multiplier
Release of
CMPL and
exclusion
•
Potentially
reduce FCA
exposure
Updated
•
guidelines
Six-year SOL
•

State Agency
Release of
State
authorities
only
Uncertainty
on posture
and penalty
amount
Experience
may vary
widely
SOL varies

U.S. Attorney
•
•

•
•

Broadest release
Uncertainty on
posture and
penalty amount
Experience may
vary widely
Six-year SOL

27

Disclosure Pros and Cons
Pros
 Legal duty if received overpayment
 Start from positive place
– Good corporate citizen
– Effective compliance program
 Can be prepared
 Less disruptive
 Lower multiplier more likely
 Presume no CIA/exclusion
 Closure
 Less reputational effect possible

Cons
 Some pathways are less predictable than
others
 Payment usually necessary
 Not place to get agency’s opinion
 Can be long process
 Referrals among agencies possible
 Follow on actions by private insurance or
states
 Some publicity still happens
28
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Thank you!
Matthew Edgar
410-786-0698
matthew.edgar@cms.hhs.gov
David Fuchs
202-708-9890
david.fuchs@oig.hhs.gov
Tony Maida
212-547-5492
tmaida@mwe.com
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Reference Slide – SRDP FAQ 2.a
On February 12, 2016, CMS published a final rule for the reporting and returning of overpayments (the “final overpayment rule”). See 81 FR
7653. The effective date for this rule was March 14, 2016. Among other things, the final overpayment rule established a 6-year lookback
period for the reporting and returning of overpayments under regulations at 42 CFR 401.305(f). Before the final overpayment rule, CMS used
the time frame established under the reopening regulations at 42 CFR 405.980(b) as a guide to determine the time frame of the CMS Voluntary
Self-Referral Disclosure Protocol (SRDP). As such, the time frame of the SRDP was limited to four years from the date that the disclosing
party submitted the disclosure to the SRDP, unless reliable evidence of fraud or similar fault existed. How does the 6 year lookback period
apply to disclosures submitted to the SRDP?
Self-referral overpayments reported to CMS in accordance with the SRDP prior to March 14, 2016 are not governed by the 6-year lookback period
specified in the final overpayment rule. This includes both overpayments reported and returned (via compromise and settlement) as well as those
reported and still in the process of being reviewed through the SRDP. Providers and suppliers that reported self-referral overpayments to the SRDP prior
to March 14, 2016 are not expected to return overpayments from the fifth and sixth years.
Providers and suppliers reporting overpayments to the SRDP on or after March 14, 2016 are subject to the 6-year lookback period specified in the final
overpayment rule. However, at this time, CMS is only authorized under the Paperwork Reduction Act to collect financial analysis of overpayments that
occurred during a 4-year time frame. In connection with the final overpayment rule, we are seeking authorization from the Office of Management and
Budget (OMB) to collect financial information regarding overpayments using the 6-year lookback period. Until the revised collection is approved by OMB,
providers and suppliers reporting overpayments to CMS in accordance with the SRDP have no duty to provide financial information from the fifth and
sixth years, that is, the 2 years outside of the currently authorized 4-year time frame. Accordingly, until notification of changes to the SRDP, providers
and suppliers submitting to the SRDP may voluntarily provide financial information from the fifth and sixth years or report and return overpayments from
the fifth and sixth years through other means.
SRDP FAQ 2.a, available at https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/Downloads/FAQsPhySelfRef.pdf
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Boards, Managers, and Risk
Jim Sheehan
Chief, Charities Bureau
Office of New York Attorney General

BACKGROUND ON RISK ASSESSMENT
AND COMPLIANCE‐insurance
• Fire, flood, pestilence
• Key employee
• Inappropriate behavior with children or
patients

1
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BACKGROUND ON RISK ASSESSMENT
AND COMPLIANCE‐law
• 1991 Sentencing Guidelines for Organizations‐ the two
basic elements of an effective compliance program:
• Due diligence to prevent and detect criminal conduct
• Promoting an organizational culture that encourages
ethical conduct and compliance with the law
• risk assessment part of effective compliance program
• SOURCE:Chapter 8, U.S. Sentencing Guidelines Manual

BACKGROUND ON RISK ASSESSMENT
AND COMPLIANCE‐law
• In Re Caremark Derivative Litigation 698 A. 2d
959 (Del. Ct. Chancery 1996)
• director liability for “unconsidered inaction”
• Directors must assure that information and
reporting systems exist that are “reasonably
designed to provide timely and accurate
information” to allow directors and officers reach
informed judgments concerning both compliance
with the law and business performance.

2
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BACKGROUND ON RISK ASSESSMENT
AND COMPLIANCE‐accounting
• Committee of Sponsoring
Organizations(COSO)1992, 2013)‐accounting‐
Internal Control– Integrated Framework ‐
components:
Control environment/control consciousness
Risk assessment
Control Activities‐address risks
Information and Communication needed for effective
control
– Monitoring‐how is system working?

–
–
–
–

BACKGROUND ON RISK ASSESSMENT‐
GOVERNMENT
• Standards for Internal Control in the Federal
Government GAO/AIMD‐00‐21.3.1 (1999)
• New GAO standards expected in draft‐2013
• Office of the NY State Comptroller:
– Standards for Internal Control in New York State
Government (October 2007)
– The Internal Control Act Implementation Guide:
Strengthening Compliance with the Act and
Standards (September 2006)
http://www.osc.state.ny.us/agencies/ictf/tr.htm

3
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WHAT IS RISK?
• Hazard(or pure) risk (example: flood, fire, food
poisoning, litigation, accidents, embezzlement or
collusion by employees, )
• Control(or uncertainty) risk ( IT project
management‐on time, within budget, produces
expected benefits)
• Opportunity (or speculative) risk: taking on new
contract area, merger, asset acquisition
• COSO ERM (Enterprise Risk Management)
Hopkin (2012)

WHY DOES RISK MATTER?
•
•
•
•
•

HARM TO MISSION AND CLIENTS
PUBLIC REVIEW AND REPORTING
HARM TO AGENCY
TRUE COST NEEDS RISK PREMIUM
IMPACT ON MANAGERS
– Leadership/modeling behavior
– Respect/competence
– Personal exposure‐litigation, media, credit access,
google searches, liability
– Job security‐always easier to clean house after bad
event

4
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ASSESSING RISK
• The Black Swan (Nassim Taleb)
• Being Wrong: Adventures in the Margin of Error
(Kathryn Schulz)
• We are intuitively not very good at risk
assessment
• We need to think about math, systems and
external shocks
• Old car
• Poor financial reporting systems
• IT

ASSESSING RISK
• Number 1 US cause of unintentional death for
children between 1 and 4 (total 1218):
• Guns
• Car occupant in car accidents
• Drowning in pools

5
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ASSESSING RISK
• Number 1 cause of unintentional death for
children between 1 and 4 (total 1218)
• Guns:22
• Car occupant in car accidents: 293
• Drowning in pools: 388
• SOURCE: CDC WISQARS 2014 data

ASSESSING RISK
• A typical domestic flight (694 miles) is as
• dangerous as driving about how many miles on a
• rural interstate highway?
•
•
•
•

11.1 miles
26.9 miles
321.5 miles
461.2 miles

6

10/24/2016

ASSESSING RISK
• Average (694 miles) US domestic flight risk =
Driving 10.8 miles on rural interstate highway

ASSESSING RISK
• intuition is no substitute for checklists and
analytics

7

10/24/2016

HOW DO ORGANIZATIONS ADDRESS
RISKS?
• Accept risk
• Mitigate hazard risks (need to be managed within
level of tolerance)
• Manage control risks(reduce variance between
anticipated outcomes and actual results)
• Evaluate opportunity risks (risks in taking up an
opportunity, consequences of failure to
undertake)
• Mitigation and management require follow up‐
action plan, appropriate monitoring and auditing

ADDRESSING FALSE CLAIMS ACT RISKS
• Mitigation
– Effective compliance program
– Assessment of business process
– Changes to business process
– Clarification, confirmation in writing of agency
policies and requests for guidance

8
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PRIVACY/ DISCLOSURE RISKS
• Inadvertent disclosure
• Mandated reporting of inadvertent
disclosures
• Mandatory notice to recipients of disclosures
• Employee violations
• HITECH Act‐maximum penalty $1.5 million per
violation‐January 17, 20123 final regs

9

303 Board and Management:
Compliance Accountability
Christopher Ideker, Managing Director, Alvarez & Marsal, Disputes and Investigations
James G. Sheehan, Chief, Charities Bureau, NY Attorney General
Katherine Matos, Senior Counsel, U.S. Dept. of HHS, Office of Inspector General

Questions for Compliance Officer from Board
• Do you have sufficient resources to do your job? Are there
any activities we aren’t currently doing that would
substantially mitigate fraud risk?
• Is there anyone in the organization who is either
subverting or frustrating your efforts to promote
compliance?

1

303 Board and Management: Compliance Accountability
Speakers

Chris Ideker
Managing Director – Disputes & Investigations
3424 Peachtree Road, NE Suite 1500, Atlanta, GA 30326
ChrisIdeker@Alvarezandmarsal.com
+1 (404) 720‐5234

James G. Sheehan, Chief of the Charities Bureau
Office of Attorney General Eric Schneiderman
James.Sheehan@AG.NY.gov

Katherine Matos, Senior Counsel
U.S. Dept. of HHS, Office of Inspector General, Administrative and Civil Remedies Branch
Katherine.Matos@oig.hhs.gov

Compliance as a Risk: the Identification and Mitigation of Key Risk Areas
See attached Statements on Auditing Standards, reprinted with permission from the American
Institute of Certified Public Accountants, Inc.
Consider the following sources of information when identifying key risk areas
 Internal or external audits
 Employee reporting
 Management and employee surveys
 Public data from comparable institutions
 Public reports of enforcement actions
Mitigation: make sure the task is performed by the department best suited
 Where does your expertise reside?
 Who performs investigations? For instance, all investigations performed by legal; most
performed by compliance and some by legal; human resources performs all investigations
Compliance as a Legal Duty: Roles and Duties for Directors and Officers
Legal Duty of Directors
 A director must perform his or her duties
o In good faith (the duty of good faith),
o with that level of care that an ordinarily prudent person would exercise in like
circumstances (the duty of care), and
o in a manner that they reasonably believe is in the best interest of the corporation
(the duty of loyalty).
 Business judgment rule (not a rule, but a presumption)






o If board is disinterested (no conflict), reasonably informed, and believe they are
acting in the best interests of the company, the Court will not second-guess their
decision-making.
o There must be a decision; does not protect inaction.1
o Liability may attach if a plaintiff rebuts the presumption, for instance, by showing
a breach of a fiduciary duty.
Duty to Monitor?
o The Court in Caremark deemed this a part of the duty of care. According to the
court in Caremark,2 a director has a duty to attempt in good faith to assure that
 (1) a corporate information and reporting system exists, and
 (2) this reporting system is adequate to assure the board that appropriate
information as to compliance with applicable laws will come to its
attention in a timely manner as a matter of ordinary operations.
o Approximately ten years after Caremark, the Court in Stone categorized the duty
to monitor as part of the duty of good faith, restating the test as one in which
liability arises from:
 “utterly fail[ing] to implement any reporting or information system or
controls” or
 “having implemented such system or controls, consciously fail[ing] to
monitor or oversee its operations.”3
A director is entitled to rely, in good faith, on officers and employees as well as corporate
professional experts/advisors in whom the director believes such confidence is merited.
A director is not a “roving reporter”; not “proactive vigilance”; need not “ferret out”
wrong doing in absence of red flag. However, once presented with information that
causes (or should cause) concerns to be aroused, the director is then obligated to make
further reasonable inquiry.

Legal Duty of Officers
 In 2009, the Delaware Supreme Court held that officers, like directors, owe fiduciary
duties of care and loyalty, and that the fiduciary duties of officers are the same as
directors.4
Roles of Directors and Officers
 The responsibility of directors is to provide oversight, not manage day-to-day affairs.
 Officers are employed to manage the operations of the organization, including
compliance -o Design the compliance program and establish accountability for implementation
o Identify new challenges, sets priorities, and allocates resources
o Respond to credible allegations and takes corrective actions
o Self-audits; measures effectiveness of the compliance program
1

In re Walt Disney Co. Derivative Litig., 907 A.2d 693, 748 (Del. Ch. 2005) (held BJR does not apply
“in instances where the directors have not exercised business judgment, that is, in the event of director
inaction.”).
2
In re Caremark International Inc. Derivative Litigation, 698 A.2d 959 (Del. Ch. 1996).
3
Stone v. Ritter, 911 A.2d 362, 370 (Del. 2006).
4
Gantler v. Stephens, 965 A.2d 695 (Del. 2009).



Board asks informed questions about operations and their management.
o Two important questions for every executive session with the Compliance
Officer:
1. Do you have sufficient resources to do your job? Are there any activities
we aren’t currently doing that would substantially mitigate fraud risk?
2. Is there anyone in the organization who is either subverting or frustrating
your efforts to promote compliance?

Compliance as a Performance Metric: Benchmarks and Scorecards
1. Determine your Audience or Purpose
a. Management – Metrics allow for the objective evaluation of compliance activities
and progress. They are useful for self-monitoring, review, and evaluation.
Examples would include training by department, credit balance trends, and results
of coding audits.
b. Board of Directors – Metrics allow for high-level evaluation of program
accomplishments, gaps, and design vis-a-vis risk. Examples include compliance
spending, specific activities mapped to significant risks, and hotline activity.
c. Regulators – Metrics demonstrate corporate efforts to reduce risks and explain
issues in a settlement or post-settlement context. Examples include activities
mapped to specific risks of concern to the regulator.
2. Understand the Difference Between Metrics
a. Activity Metrics – “Trained 100% of employees in Stark risks.”
b. Performance Metrics – “100% of physician groups have current written contracts.
100% have current fair market value assessments.”
c. Outcome Metrics – “Three identified Stark violations.”
3. Activity Metrics
a. Easier to measure
b. Easier to control
c. Align with authoritative compliance guidance
4. Performance Metrics
a. Requires detailed understanding of processes (i.e. flowcharts, process narratives,
and audit feedback loops).
b. Should be audited regularly
5. Outcome Metrics
a. The focus of senior management, boards, and regulators
b. Most impactful to an organization
c. Less useful to management without a root cause analysis
6. Keys to Good and Useful Metrics
a. Establishing critical processes
b. Identifying specific and quantifiable outputs of work
c. Establishing targets against which results can be scored

d. Contemporaneously reportable; integrated into information systems shared by all
users
e. Avoid “hidden factories” and offline spreadsheets
7. Measurement Inversion – The tendency of organizations to find immediately measurable
(even if these are low value) results, and to ignore high value measurements simply because
they seem more difficult to measure.
8. Balance Measures – The baby that gets thrown out with the bath water
a. Excessive, non-relevant compliance training
b. Controls in search of a risk
c. Redundant controls that fail to consider operational impact
9. Benchmarking
a. Increasingly easier due to more information available e.g. HCCA Compliance
Officers Salary Survey
b. Addresses Board of Directors inquiries
c. Can lead to “one size fits all” decisions
d. Can provide a false sense of security
Compliance as Remediation: Appropriate Corrective and Follow up Actions



Internal:
o Investigation and root cause analysis
o Human resources considerations (personnel actions, training, education)
External:
o The 60 Day Rule for overpayments
o The Federal Sentencing Guidelines and OIG’s self-disclosure protocol provide
favorable settlements to those who self-police and self-report
o Two options:
 CMS Voluntary Self-Referral Disclosure Protocol https://www.cms.gov/Medicare/Fraud-andAbuse/PhysicianSelfReferral/Self_Referral_Disclosure_Protocol.html
 OIG Self Disclosure Protocol - https://oig.hhs.gov/compliance/selfdisclosure-info/index.asp
Compliance as Communication: Culture and Messages





Compliance doesn’t happen in the compliance department
o Is everyone informed when there is a compliance problem?
o Do business units participate developing process improvements?
o How are disagreements resolved?
Who informs the Board and when? Are there triggering events?
o Boards need information to meet their fiduciary duties.
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AU-C Section 250

Consideration of Laws and Regulations in an
Audit of Financial Statements
Source: SAS No. 122.
Effective for audits of financial statements for periods ending on or
after December 15, 2012.

Introduction
Scope of This Section
.01 This section addresses the auditor's responsibility to consider laws and
regulations in an audit of financial statements. This section does not apply to
other assurance engagements in which the auditor is specifically engaged to
test and report separately on compliance with specific laws or regulations. 1

Effect of Laws and Regulations
.02 The effect on financial statements of laws and regulations varies considerably. Those laws and regulations to which an entity is subject constitute
the legal and regulatory framework. The provisions of some laws or regulations
have a direct effect on the financial statements in that they determine the reported amounts and disclosures in an entity's financial statements. Other laws
or regulations are to be complied with by management, or set the provisions
under which the entity is allowed to conduct its business, but do not have a
direct effect on an entity's financial statements. Some entities operate in heavily regulated industries (such as banks and chemical companies). Others are
subject only to the many laws and regulations that relate generally to the operating aspects of the business (such as those related to occupational safety
and health and equal employment opportunity). Noncompliance with laws and
regulations may result in fines, litigation, or other consequences for the entity
that may have a material effect on the financial statements.

Responsibility for Compliance With Laws and Regulations
(Ref: par. .A1–.A7)
Responsibility of Management
.03 It is the responsibility of management, with the oversight of those
charged with governance, to ensure that the entity's operations are conducted
in accordance with the provisions of laws and regulations, including compliance with the provisions of laws and regulations that determine the reported
amounts and disclosures in an entity's financial statements.

1
Section 935, Compliance Audits, addresses compliance audits performed in accordance with
generally accepted auditing standards, the standards for financial audits under Government Auditing
Standards, and government audit requirements.
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Responsibility of the Auditor
.04 The requirements in this section are designed to assist the auditor
in identifying material misstatement of the financial statements due to noncompliance with laws and regulations. However, the auditor is not responsible
for preventing noncompliance and cannot be expected to detect noncompliance
with all laws and regulations.
.05 The auditor is responsible for obtaining reasonable assurance that the
financial statements as a whole are free from material misstatement, whether
caused by fraud or error. 2 In conducting an audit of financial statements, the
auditor takes into account the applicable legal and regulatory framework. Because of the inherent limitations of an audit, an unavoidable risk exists that
some material misstatements in the financial statements may not be detected,
even though the audit is properly planned and performed in accordance with
generally accepted auditing standards (GAAS). 3 In the context of laws and regulations, the potential effects of inherent limitations on the auditor's ability to
detect material misstatements are greater for the following reasons:

•

Many laws and regulations relating principally to the operating
aspects of an entity typically do not affect the financial statements
and are not captured by the entity's information systems relevant
to financial reporting.

•

Noncompliance may involve conduct designed to conceal it, such as
collusion, forgery, deliberate failure to record transactions, management override of controls, or intentional misrepresentations
made to the auditor.

•

Whether an act constitutes noncompliance is ultimately a matter
for legal determination, such as by a court of law.

Ordinarily, the further removed noncompliance is from the events and transactions reflected in the financial statements, the less likely the auditor is to
become aware of, or recognize, the noncompliance.
.06 This section distinguishes the auditor's responsibilities regarding compliance with the following two categories of laws and regulations:
a.

The provisions of those laws and regulations generally recognized
to have a direct effect on the determination of material amounts
and disclosures in the financial statements, such as tax and pension laws and regulations (see paragraph .13)
b. The provisions of other laws and regulations that do not have a
direct effect on the determination of the amounts and disclosures
in the financial statements but compliance with which may be
i. fundamental to the operating aspects of the business,
ii. fundamental to an entity's ability to continue its business,
or
iii. necessary for the entity to avoid material penalties
(for example, compliance with the terms of an operating license, regulatory solvency requirements, or environmental regulations); therefore, noncompliance
with such laws and regulations may have a material effect on the financial
statements (see paragraph .14).

2
Paragraph .12 of section 200, Overall Objectives of the Independent Auditor and the Conduct of
an Audit in Accordance With Generally Accepted Auditing Standards.
3
Paragraph .A49 of section 200.
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.07 In this section, differing requirements are specified for each of the previously mentioned categories of laws and regulations. For the category referred
to in paragraph .06a, the auditor's responsibility is to obtain sufficient appropriate audit evidence regarding material amounts and disclosures in the financial
statements that are determined by the provisions of those laws and regulations.
For the category referred to in paragraph .06b, the auditor's responsibility is
limited to performing specified audit procedures that may identify noncompliance with those laws and regulations that may have a material effect on the
financial statements.
.08 The auditor is required by this section to remain alert to the possibility that other audit procedures applied for the purpose of forming an opinion
on financial statements may bring instances of identified or suspected noncompliance with laws and regulations to the auditor's attention. Maintaining
professional skepticism throughout the audit, as required by section 200, Overall Objectives of the Independent Auditor and the Conduct of an Audit in Accordance With Generally Accepted Auditing Standards, is important in this
context, given the extent of laws and regulations that affect the entity. 4

Effective Date
.09 This section is effective for audits of financial statements for periods
ending on or after December 15, 2012.

Objectives
.10 The objectives of the auditor are to
a.

obtain sufficient appropriate audit evidence regarding material
amounts and disclosures in the financial statements that are determined by the provisions of those laws and regulations generally recognized to have a direct effect on their determination (see
paragraph .06a),

b.

perform specified audit procedures that may identify instances of
noncompliance with other laws and regulations that may have a
material effect on the financial statements (see paragraph .06b),
and

c.

respond appropriately to noncompliance or suspected noncompliance with laws and regulations identified during the audit.

Definition
.11 For the purposes of this section, the following term has the meaning
attributed as follows:
Noncompliance. Acts of omission or commission by the entity, either intentional or unintentional, which are contrary to the prevailing laws or regulations. Such acts include transactions entered into by, or in the name of, the entity or on its behalf by those
charged with governance, management, or employees. Noncompliance does not include personal misconduct (unrelated to the
business activities of the entity) by those charged with governance, management, or employees of the entity.

4

Paragraph .17 of section 200.
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Requirements
The Auditor’s Consideration of Compliance With Laws
and Regulations
.12 As part of obtaining an understanding of the entity and its environment, in accordance with section 315, Understanding the Entity and Its Environment and Assessing the Risks of Material Misstatement, the auditor should
obtain a general understanding of the following: 5 (Ref: par. .A8)
a.

The legal and regulatory framework applicable to the entity and
the industry or sector in which the entity operates
b. How the entity is complying with that framework
.13 The auditor should obtain sufficient appropriate audit evidence regarding material amounts and disclosures in the financial statements that are
determined by the provisions of those laws and regulations generally recognized to have a direct effect on their determination (see paragraph .06a). (Ref:
par. .A9–.A11)
.14 The auditor should perform the following audit procedures that may
identify instances of noncompliance with other laws and regulations that may
have a material effect on the financial statements (see paragraph .06b): (Ref:
par. .A12–.A15)
a.

Inquiring of management and, when appropriate, those charged
with governance about whether the entity is in compliance with
such laws and regulations
b. Inspecting correspondence, if any, with the relevant licensing or
regulatory authorities (Ref: par. .A16)
.15 During the audit, the auditor should remain alert to the possibility
that other audit procedures applied may bring instances of noncompliance or
suspected noncompliance with laws and regulations to the auditor's attention.
(Ref: par. .A17–.A18)
.16 In the absence of identified or suspected noncompliance, the auditor
is not required to perform audit procedures regarding the entity's compliance
with laws and regulations, other than those set out in paragraphs .12–.15 of this
section and the requirement in section 580, Written Representations, related to
requesting written representations from management regarding the entity's
compliance with laws and regulations. 6

Audit Procedures When Noncompliance Is Identified
or Suspected
.17 If the auditor becomes aware of information concerning an instance
of noncompliance or suspected noncompliance with laws and regulations, the
auditor should obtain (Ref: par. .A19–.A20)
a.
b.

an understanding of the nature of the act and the circumstances
in which it has occurred and
further information to evaluate the possible effect on the financial
statements. (Ref: par. .A21)

5
Paragraph .12 of section 315, Understanding the Entity and Its Environment and Assessing the
Risks of Material Misstatement.
6
Paragraph .13 of section 580, Written Representations.

AU-C §250.12

©2015, AICPA

Consideration of Laws and Regulations

197

.18 If the auditor suspects noncompliance may exist, the auditor should
discuss the matter with management (at a level above those involved with the
suspected noncompliance, if possible) and, when appropriate, those charged
with governance. If management or, as appropriate, those charged with governance do not provide sufficient information that supports that the entity is in
compliance with laws and regulations and, in the auditor's professional judgment, the effect of the suspected noncompliance may be material to the financial
statements, the auditor should consider the need to obtain legal advice. (Ref:
par. .A22–.A23)
.19 If sufficient information about suspected noncompliance cannot be obtained, the auditor should evaluate the effect of the lack of sufficient appropriate
audit evidence on the auditor's opinion.
.20 The auditor should evaluate the implications of noncompliance in relation to other aspects of the audit, including the auditor's risk assessment and
the reliability of written representations, 7 and take appropriate action. (Ref:
par. .A24–.A25)

Reporting of Identified or Suspected Noncompliance
Reporting Noncompliance to Those Charged With Governance
.21 Unless all of those charged with governance are involved in management of the entity and aware of matters involving identified or suspected noncompliance already communicated by the auditor, 8 the auditor should communicate with those charged with governance matters involving noncompliance
with laws and regulations that come to the auditor's attention during the course
of the audit, other than when the matters are clearly inconsequential. (Ref: par.
.A26)
.22 If, in the auditor's professional judgment, the noncompliance referred
to in paragraph .21 is believed to be intentional and material, the auditor should
communicate the matter to those charged with governance as soon as practicable.
.23 If the auditor suspects that management or those charged with governance are involved in noncompliance, the auditor should communicate the
matter to the next higher level of authority at the entity, if it exists. When no
higher authority exists, or if the auditor believes that the communication may
not be acted upon or is unsure about the person to whom to report, the auditor
should consider the need to obtain legal advice.

Reporting Noncompliance in the Auditor’s Report on the
Financial Statements
.24 If the auditor concludes that the noncompliance has a material effect
on the financial statements, and it has not been adequately reflected in the
financial statements, the auditor should, in accordance with section 705, Modifications to the Opinion in the Independent Auditor's Report, express a qualified
or adverse opinion on the financial statements. 9 (Ref: par. .A27)
.25 If the auditor is precluded by management or those charged with governance from obtaining sufficient appropriate audit evidence to evaluate whether
7

Paragraphs .22–.26 of section 580.
Paragraph .09 of section 260, The Auditor's Communication With Those Charged With Governance.
9
Paragraphs .08–.09 of section 705, Modifications to the Opinion in the Independent Auditor's
Report.
8
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noncompliance that may be material to the financial statements has, or is likely
to have, occurred, the auditor should express a qualified opinion or disclaim an
opinion on the financial statements on the basis of a limitation on the scope of
the audit, in accordance with section 705. 10 (Ref: par. .A27)
.26 If the auditor is unable to determine whether noncompliance has occurred because of limitations imposed by the circumstances rather than by
management or those charged with governance, the auditor should evaluate
the effect on the auditor's opinion, in accordance with section 705. 11

Reporting Noncompliance to Regulatory and Enforcement Authorities
.27 If the auditor has identified or suspects noncompliance with laws and
regulations, the auditor should determine whether the auditor has a responsibility to report the identified or suspected noncompliance to parties outside the
entity. (Ref: par. .A28–.A29)

Documentation
.28 The auditor should include in the audit documentation a description
of the identified or suspected noncompliance with laws and regulations and the
results of discussion with management and, when applicable, those charged
with governance and other parties inside or outside the entity. 12 (Ref: par.
.A30)

Application and Other Explanatory Material
Responsibility for Compliance With Laws and Regulations
(Ref: par. .03–.08)
Responsibility of Management
.A1 It is the responsibility of management, with the oversight of those
charged with governance, to ensure that the entity's operations are conducted
in accordance with laws and regulations. Laws and regulations may affect an
entity's financial statements in different ways (for example, most directly, they
may affect specific disclosures required of the entity in the financial statements,
or they may prescribe the applicable financial reporting framework). They also
may establish certain legal rights and obligations of the entity, some of which
will be recognized in the entity's financial statements. In addition, laws and
regulations may provide for the imposition of penalties in cases of noncompliance.
.A2 The following are examples of the types of policies and procedures an
entity may implement to assist in the prevention and detection of noncompliance with laws and regulations:

•

Monitoring legal requirements and ensuring that operating procedures are designed to meet these requirements

•

Instituting and operating appropriate systems of internal control

10
[Footnote deleted, January 2012, to reflect conforming changes necessary due to the issuance
of SAS No. 123.]
11
[Footnote deleted, January 2012, to reflect conforming changes necessary due to the issuance
of SAS No. 123.]
12
Paragraphs .08–.12 and .A8 of section 230, Audit Documentation.

AU-C §250.26

©2015, AICPA

Consideration of Laws and Regulations

199

•

Developing, publicizing, and following a code of ethics or code of
conduct

•

Ensuring employees are properly trained and understand the code
of ethics or code of conduct

•

Monitoring compliance with the code of ethics or code of conduct
and acting appropriately to discipline employees who fail to comply with it

•
•

Engaging legal advisors to assist in monitoring legal requirements
Maintaining a register of significant laws and regulations with
which the entity has to comply within its particular industry and
a record of complaints

In larger entities, these policies and procedures may be supplemented by assigning appropriate responsibilities to the following:

•
•
•
•

An internal audit function
An audit committee
A legal function
A compliance function

Responsibility of the Auditor
.A3 Because of the inherent limitations described in paragraph .05, an
audit performed in accordance with GAAS provides no assurance that all noncompliance with laws and regulations will be detected or that any contingent
liabilities that result will be disclosed.
.A4 Noncompliance by the entity with laws and regulations may result in a
material misstatement of the financial statements. Detection of noncompliance,
regardless of materiality, may affect other aspects of the audit, including, for example, the auditor's consideration of the integrity of management or employees.
Noncompliance can result from fraudulent activity. Section 240, Consideration
of Fraud in a Financial Statement Audit, addresses the auditor's responsibility
if fraud or suspected fraud is detected.
.A5 Whether an act constitutes noncompliance with laws and regulations
is a matter for legal determination, which ordinarily is beyond the auditor's
professional competence to determine. Nevertheless, the auditor's training, experience, and understanding of the entity and its industry or sector may provide
a basis to recognize that some acts coming to the auditor's attention may constitute noncompliance with laws and regulations.
.A6 In accordance with specific statutory requirements, the auditor may be
specifically required to report, as part of the audit of the financial statements,
on whether the entity complies with certain provisions of laws or regulations.
In these circumstances, section 806, Reporting on Compliance With Aspects of
Contractual Agreements or Regulatory Requirements in Connection With Audited Financial Statements, and section 935, Compliance Audits, set forth how
these audit responsibilities are addressed in the auditor's report. Furthermore,
when specific statutory reporting requirements exist, it may be necessary for
the audit plan to include appropriate tests for compliance with these provisions
of the laws and regulations.
Considerations Specific to Governmental Entities
.A7 Auditors of governmental entities may have additional responsibilities
with respect to the consideration of laws and regulations, which relate to the
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audit of financial statements or may extend to other aspects of the entity's
operations. 13

The Auditor’s Consideration of Compliance With Laws and
Regulations
Obtaining an Understanding of the Legal and Regulatory Framework
(Ref: par. .12)
.A8 To obtain a general understanding of the legal and regulatory framework and how the entity complies with that framework, the auditor may, for
example

•

use the auditor's existing understanding of the entity's industry
and regulatory and other external factors;

•

update the understanding of those laws and regulations that directly determine the reported amounts and disclosures in the financial statements;

•

inquire of management about other laws or regulations that may
be expected to have a fundamental effect on the operations of the
entity;

•

inquire of management concerning the entity's policies and procedures regarding compliance with laws and regulations (including
the prevention of noncompliance), if appropriate;

•

inquire of management regarding the policies or procedures
adopted for identifying, evaluating, and accounting for litigation
claims;

•

inquire of management regarding the use of directives issued by
the entity and periodic representations obtained by the entity from
management at appropriate levels of authority concerning compliance with laws and regulations; and

•

consider the auditor's knowledge of the entity's history of noncompliance with laws and regulations.

Laws and Regulations Generally Recognized to Have a Direct Effect on the
Determination of Material Amounts and Disclosures in the Financial
Statements (Ref: par. .13)
.A9 Certain laws and regulations are well established, known to the entity
and within the entity's industry or sector, and relevant to the entity's financial statements (as described in paragraph .06a). These laws and regulations
generally are directly relevant to the determination of material amounts and
disclosures in the financial statements and readily evident to the auditor. They
could include those that relate to, for example

•

the form and content of financial statements (for example,
statutorily-mandated requirements);

•
•

industry-specific financial reporting issues;
accounting for transactions under government contracts (for example, laws and regulations that may affect the amount of revenue
to be accrued); or

13
See section 935; Government Auditing Standards; and OMB Circular A-133, Audits of States,
Local Governments and Non-Profit Organizations.
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•

the accrual or recognition of expenses for income tax or pension
costs.

.A10 Some provisions in those laws and regulations may be directly relevant to specific assertions in the financial statements (for example, the completeness of income tax provisions), whereas others may be directly relevant
to the financial statements as a whole. The auditor's responsibility regarding
misstatements resulting from noncompliance with laws and regulations having
a direct effect on the determination of material amounts and disclosures in the
financial statements is the same as that for misstatements caused by fraud or
error, as described in section 200.
.A11 Noncompliance with other provisions of such laws and regulations,
and the laws and regulations described in paragraph .06b, may result in fines,
litigation, or other consequences for the entity, the costs of which may need to
be provided for or disclosed in the financial statements but are not considered
to have a direct effect on the financial statements, as described in paragraph
.06a.

Procedures to Identify Instances of Noncompliance—Other Laws and
Regulations (Ref: par. .14)
.A12 Certain other laws and regulations may need particular attention by
the auditor because they have a fundamental effect on the operations of the
entity (as described in paragraph .06b. Noncompliance with laws and regulations that have a fundamental effect on the operations of the entity may cause
the entity to cease operations or call into question the entity's continuance as
a going concern. For example, noncompliance with the requirements of the entity's license or other entitlement to perform its operations could have such
an impact (for example, for a bank, noncompliance with capital or investment
requirements).
.A13 Many laws and regulations relating principally to the operating aspects of the entity do not directly affect the financial statements (their financial
statement effect is indirect) and are not captured by the entity's information
systems relevant to financial reporting. Their indirect effect may result from the
need to disclose a contingent liability because of the allegation or determination
of identified or suspected noncompliance. Those other laws or regulations may
include those related to securities trading, occupational safety and health, food
and drug administration, environmental protection, equal employment, and
price-fixing or other antitrust violations. An auditor may not have a sufficient
basis for recognizing possible noncompliance with such laws and regulations.
.A14 For the category referred to in paragraph .06b, the auditor's responsibility is limited to performing specified audit procedures (see paragraph .14)
that may identify noncompliance with those laws and regulations that may have
a material effect on the financial statements. Even when those procedures are
performed, the auditor may not become aware of the existence of noncompliance unless there is evidence of noncompliance in the records, documents, or
other information normally inspected in an audit of financial statements.
.A15 Because the financial reporting consequences of other laws and regulations can vary depending on the entity's operations, the audit procedures
required by paragraph .14 are intended to bring to the auditor's attention instances of noncompliance with laws and regulations that may have a material
effect on the financial statements.
.A16 In some cases, the amount of an entity's correspondence with licensing or regulatory authorities is voluminous. In exercising professional judgment
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in such circumstances, the auditor may consider the following in determining
the extent of inspection that may identify instances of noncompliance:

•
•

The nature of the entity
The nature and type of correspondence

Noncompliance Brought to the Auditor’s Attention by Other Audit
Procedures (Ref: par. .15)
.A17 Audit procedures applied to form an opinion on the financial statements may bring instances of noncompliance or suspected noncompliance with
laws and regulations to the auditor's attention. For example, such audit procedures may include the following:

•
•

Reading minutes

•

Performing substantive tests of details of classes of transactions,
account balances, or disclosures

Inquiring of the entity's management and in-house or external
legal counsel concerning litigation, claims, and assessments

.A18 Because the effect of laws and regulations on financial statements
can vary considerably, written representations, as required by section 580, provide necessary audit evidence about management's knowledge of identified or
suspected noncompliance with laws and regulations, the effects of which may
have a material effect on the financial statements. However, written representations do not provide sufficient appropriate audit evidence on their own and,
accordingly, do not affect the nature and extent of other audit evidence that is
to be obtained by the auditor. 14

Audit Procedures When Noncompliance Is Identified
or Suspected
Indications of Noncompliance With Laws and Regulations
(Ref: par. .17)
.A19 If the auditor becomes aware of the existence of, or information about,
the following matters, it may be an indication of noncompliance with laws and
regulations:

14

•

Investigations by regulatory organizations and government departments or payment of fines or penalties

•

Payments for unspecified services or loans to consultants, related parties, employees, or government officials or government
employees

•

Sales commissions or agent's fees that appear excessive in relation
to those ordinarily paid by the entity or in its industry or to the
services actually received

•

Purchases made at prices significantly above or below market
price

•

Unusual payments in cash, purchases in the form of cashiers'
checks payable to bearer, or transfers to numbered bank accounts

Paragraph .04 of section 580.
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•
•

Unusual transactions with companies registered in tax havens

•

Existence of an information system that fails, whether by design or
accident, to provide an adequate audit trail or sufficient evidence

•
•
•

Unauthorized transactions or improperly recorded transactions

•

Failure to file tax returns or pay government duties or similar
fees that are common to the entity's industry or the nature of its
business

Payments for goods or services made other than to the country
from which the goods or services originated

Adverse media comment
Noncompliance with laws or regulations cited in reports of examinations by regulatory agencies that have been made available to
the auditor

Obtaining an Understanding of an Act of Identified or Suspected
Noncompliance (Ref: par. .17)
.A20 Procedures an auditor may perform to address the requirements of
paragraph .17 include the following:

•

Examining supporting documents, such as invoices, cancelled
checks, and agreements, and comparing with accounting records

•

Confirming significant information concerning the matter with
the other party to the transaction or intermediaries, such as banks
or lawyers

•

Determining whether the transaction has been properly authorized

•

Considering whether other similar transactions or events may
have occurred and applying procedures to identify them

Matters Relevant to the Auditor’s Evaluation (Ref: par. .17b)
.A21 Matters relevant to the auditor's evaluation of the possible effect on
the financial statements include the following:

•

The quantitative effect of noncompliance. The potential financial
consequences of noncompliance with laws and regulations on the
financial statements may include the imposition of fines, penalties, or damages; the threat of expropriation of assets; enforced
discontinuation of operations; and litigation.

•

The qualitative materiality of the effect of noncompliance. For example, an illegal payment of an otherwise immaterial amount
could be material if a reasonable possibility exists that it could
lead to a material contingent liability or a material loss of revenue.

•

Whether the potential financial consequences require accrual or
disclosure under the applicable financial reporting framework. For
example, if material revenue or earnings are derived from transactions involving noncompliance, or if noncompliance creates significant risks associated with material revenue or earnings, such
as loss of a significant business relationship, that information may
require disclosure. Loss contingencies resulting from noncompliance that may require disclosure may be evaluated in the same
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manner as other loss contingencies under the applicable financial
reporting framework.

•

Whether the potential financial consequences are so serious as to
call into question the fair presentation of the financial statements
or otherwise make the financial statements misleading.

Audit Procedures (Ref: par. .18)
.A22 The auditor may discuss the findings with those charged with governance, in which case they may be able to provide additional audit evidence. For
example, the auditor may confirm that those charged with governance have
the same understanding of the facts and circumstances relevant to transactions or events that have led to the possibility of noncompliance with laws and
regulations.
.A23 If management or, as appropriate, those charged with governance do
not provide sufficient information to the auditor that the entity is in fact in
compliance with laws and regulations, the auditor may consider it appropriate
to consult with the entity's in-house legal counsel or external legal counsel about
the application of the laws and regulations to the circumstances, including the
possibility of fraud, and the possible effects on the financial statements. The
auditor may request management to arrange for such consultation with the
entity's legal counsel. If it is not considered appropriate to consult with the
entity's legal counsel or if the auditor is not satisfied with the legal counsel's
opinion, the auditor may consider it appropriate to consult the auditor's own
legal counsel about whether a violation of a law or regulation is involved; the
possible legal consequences, including the possibility of fraud; and what further
action, if any, the auditor may take.

Evaluating the Implications of Noncompliance (Ref: par. .20)
.A24 As required by paragraph .20, the auditor evaluates the implications
of noncompliance with regard to other aspects of the audit, including the auditor's risk assessment and the reliability of written representations. The implications of particular instances of noncompliance identified by the auditor
will depend on the relationship of the perpetration and concealment, if any, of
the act to specific control activities and the level of management or employees
involved, especially implications arising from the involvement of the highest
authority within the entity.
.A25 The auditor may consider whether withdrawal from the engagement,
when withdrawal is possible under applicable law or regulation, is necessary
when management or those charged with governance do not take the remedial
action that the auditor considers appropriate in the circumstances, even when
the noncompliance is not material to the financial statements. Factors that
may affect the auditor's decision may include the implications of the failure to
take remedial action, which may affect the auditor's ability to rely on management representations, and the effects of continuing association with the entity.
When deciding whether withdrawal from the engagement is necessary, the auditor may consider seeking legal advice. If withdrawal from the engagement is
not possible under applicable law or regulation, the auditor may consider alternative actions, including describing the noncompliance in an other-matter(s)
paragraph in the auditor's report. 15

15
Paragraph .08 of section 706, Emphasis-of-Matter Paragraphs and Other-Matter Paragraphs
in the Independent Auditor's Report.
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Reporting of Identified or Suspected Noncompliance
Reporting Noncompliance to Those Charged With Governance
(Ref: par. .21)
.A26 The communication of matters involving identified or suspected noncompliance may describe the act of identified or suspected noncompliance, the
circumstances of its occurrence, and the effect on the financial statements. The
auditor may reach agreement in advance with those charged with governance
on the nature of matters that would be considered clearly inconsequential and,
thus, need not be communicated.

Issuance of a Modified Opinion on the Financial Statements
(Ref: par. .24–.25)
.A27 If management or those charged with governance refuse to accept a
modified opinion on the financial statements for the circumstances described
in paragraphs .24–.25, the auditor may withdraw from the engagement, when
withdrawal is possible under applicable law or regulation, and indicate the
reasons for withdrawal in writing to those charged with governance.

Reporting Noncompliance to Regulatory and Enforcement Authorities
(Ref: par. .27)
.A28 The auditor's professional duty to maintain the confidentiality of
client information may preclude reporting identified or suspected noncompliance with laws and regulations to a party outside the entity. However, the auditor's legal responsibilities vary by jurisdiction, and in certain circumstances,
the duty of confidentiality may be overridden by statute, the law, or courts of
law. In the following circumstances, a duty to notify parties outside the entity
may exist:

•

In response to inquiries from an auditor to a predecessor auditor, in accordance with the requirements of section 210, Terms of
Engagement 16

•
•

In response to a court order
In compliance with requirements for the audits of entities that
receive financial assistance from a government agency

Because potential conflicts with the auditor's ethical and legal obligations for
confidentiality may be complex, the auditor may consult with legal counsel
before discussing noncompliance with parties outside the entity.
Considerations Specific to Governmental Entities
.A29 The auditor of a governmental entity may be required to report on
compliance with laws, regulations, and provisions of contracts or grant agreements as part of the audit of the governmental entity's financial statements
(for example, in an audit conducted in accordance with Government Auditing
Standards). The auditor also may be required to communicate instances of
noncompliance to appropriate oversight bodies and funding agencies.

16

Paragraphs .11–.12 of section 210, Terms of Engagement.
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Documentation (Ref: par. .28)
.A30 The auditor's documentation of findings regarding identified or suspected noncompliance with laws and regulations may include, for example

•
•

copies of records or documents.
minutes of discussions held with management, those charged with
governance, or other parties inside or outside the entity.
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AU Section 316

Consideration of Fraud in a Financial
Statement Audit
(Supersedes SAS No. 82.)
Source: SAS No. 99; SAS No. 113.
Effective for audits of financial statements for periods beginning on or after
December 15, 2002, unless otherwise indicated.

Introduction and Overview
.01 Section 110, Responsibilities and Functions of the Independent Auditor, paragraph .02, states, "The auditor has a responsibility to plan and perform
the audit to obtain reasonable assurance about whether the financial statements are free of material misstatement, whether caused by error or fraud.
[footnote omitted]"1 This section establishes standards and provides guidance
to auditors in fulfilling that responsibility, as it relates to fraud, in an audit of
financial statements conducted in accordance with generally accepted auditing
standards (GAAS).2
.02 The following is an overview of the organization and content of this
section:

•

Description and characteristics of fraud. This section describes fraud
and its characteristics. (See paragraphs .05 through .12.)

•

The importance of exercising professional skepticism. This section discusses the need for auditors to exercise professional skepticism when
considering the possibility that a material misstatement due to fraud
could be present. (See paragraph .13.)

•

Discussion among engagement personnel regarding the risks of material misstatement due to fraud. This section requires, as part of planning the audit, that there be a discussion among the audit team members to consider how and where the entity's financial statements might
be susceptible to material misstatement due to fraud and to reinforce
the importance of adopting an appropriate mindset of professional
skepticism. (See paragraphs .14 through .18.)

1
The auditor's consideration of illegal acts and responsibility for detecting misstatements resulting from illegal acts is defined in section 317, Illegal Acts by Clients. For those illegal acts that are
defined in that section as having a direct and material effect on the determination of financial statement amounts, the auditor's responsibility to detect misstatements resulting from such illegal acts is
the same as that for errors (see section 312, Audit Risk and Materiality in Conducting an Audit, or
fraud).
2
Auditors are sometimes requested to perform other services related to fraud detection and prevention, for example, special investigations to determine the extent of a suspected or detected fraud.
These other services usually include procedures that extend beyond or are different from the procedures ordinarily performed in an audit of financial statements in accordance with generally accepted
auditing standards (GAAS). AT section 101, Attest Engagements, and CS section 100, Consulting Services: Definitions and Standards, provide guidance to accountants relating to the performance of such
services.
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•

Obtaining the information needed to identify risks of material misstatement due to fraud. This section requires the auditor to gather
information necessary to identify risks of material misstatement due
to fraud, by
a. Inquiring of management and others within the entity about the
risks of fraud. (See paragraphs .20 through .27.)
b. Considering the results of the analytical procedures performed in
planning the audit. (See paragraphs .28 through .30.)
c. Considering fraud risk factors. (See paragraphs .31 through .33,
and the Appendix, "Examples of Fraud Risk Factors" [paragraph .85].)
d. Considering certain other information. (See paragraph .34.)

•

Identifying risks that may result in a material misstatement due to
fraud. This section requires the auditor to use the information gathered to identify risks that may result in a material misstatement due
to fraud. (See paragraphs .35 through .42.)

•

Assessing the identified risks after taking into account an evaluation of
the entity's programs and controls. This section requires the auditor to
evaluate the entity's programs and controls that address the identified
risks of material misstatement due to fraud, and to assess the risks
taking into account this evaluation. (See paragraphs .43 through .45.)

•

Responding to the results of the assessment. This section emphasizes
that the auditor's response to the risks of material misstatement due
to fraud involves the application of professional skepticism when gathering and evaluating audit evidence. (See paragraph .46 through .49.)
The section requires the auditor to respond to the results of the risk
assessment in three ways:
a. A response that has an overall effect on how the audit is conducted, that is, a response involving more general considerations
apart from the specific procedures otherwise planned. (See paragraph .50.)
b. A response to identified risks that involves the nature, timing,
and extent of the auditing procedures to be performed. (See paragraphs .51 through .56.)
c. A response involving the performance of certain procedures to
further address the risk of material misstatement due to fraud
involving management override of controls. (See paragraphs .57
through .67.)
Evaluating audit evidence. This section requires the auditor to assess
the risks of material misstatement due to fraud throughout the audit
and to evaluate at the completion of the audit whether the accumulated results of auditing procedures and other observations affect the
assessment. (See paragraphs .68 through .74.) It also requires the auditor to consider whether identified misstatements may be indicative
of fraud and, if so, directs the auditor to evaluate their implications.
(See paragraphs .75 through .78.)
Communicating about fraud to management, those charged with governance, and others. This section provides guidance regarding the auditor's communications about fraud to management, those charged with
governance, and others. (See paragraphs .79 through .82.)

•

•
•

Documenting the auditor's consideration of fraud. This section describes related documentation requirements. (See paragraph .83.)
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[Revised, April 2007, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]
.03 The requirements and guidance set forth in this section are intended
to be integrated into an overall audit process, in a logical manner that is consistent with the requirements and guidance provided in other sections, including
section 311, Planning and Supervision; section 312, Audit Risk and Materiality
in Conducting an Audit; section 314, Understanding the Entity and Its Environment and Assessing the Risks of Material Misstatement, and section 318
Performing Audit Procedures in Response to Assessed Risks and Evaluating the
Audit Evidence Obtained. Even though some requirements and guidance set
forth in this section are presented in a manner that suggests a sequential audit
process, auditing in fact involves a continuous process of gathering, updating,
and analyzing information throughout the audit. Accordingly the sequence of
the requirements and guidance in this section may be implemented differently
among audit engagements. [Revised, March 2006, to reflect conforming changes
necessary due to the issuance of Statements on Auditing Standards No. 109 and
No. 110.]
.04 Although this section focuses on the auditor's consideration of fraud
in an audit of financial statements, it is management's responsibility to design and implement programs and controls to prevent, deter, and detect fraud.3
That responsibility is described in section 110.03, which states, "Management
is responsible for adopting sound accounting policies and for establishing and
maintaining internal control that will, among other things, authorize, record,
process, and report transactions (as well as events and conditions) consistent
with management's assertions embodied in the financial statements." Management, along with those charged with governance, should set the proper tone;
create and maintain a culture of honesty and high ethical standards; and establish appropriate controls to prevent, deter, and detect fraud. When management
and those charged with governance fulfill those responsibilities, the opportunities to commit fraud can be reduced significantly. [Revised, March 2006, to
reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 106. Revised, April 2007, to reflect conforming changes
necessary due to the issuance of Statement on Auditing Standards No. 114.]

Description and Characteristics of Fraud
.05 Fraud is a broad legal concept and auditors do not make legal determinations of whether fraud has occurred. Rather, the auditor's interest specifically relates to acts that result in a material misstatement of the financial
statements. The primary factor that distinguishes fraud from error is whether
the underlying action that results in the misstatement of the financial statements is intentional or unintentional. For purposes of the section, fraud is an
intentional act that results in a material misstatement in financial statements
that are the subject of an audit.4
3
In its October 1987 report, the National Commission on Fraudulent Financial Reporting, also
known as the Treadway Commission, noted, "The responsibility for reliable financial reporting resides
first and foremost at the corporate level. Top management, starting with the chief executive officer,
sets the tone and establishes the financial reporting environment. Therefore, reducing the risk of
fraudulent financial reporting must start with the reporting company."
4
Intent is often difficult to determine, particularly in matters involving accounting estimates
and the application of accounting principles. For example, unreasonable accounting estimates may
be unintentional or may be the result of an intentional attempt to misstate the financial statements.
Although an audit is not designed to determine intent, the auditor has a responsibility to plan and
perform the audit to obtain reasonable assurance about whether the financial statements are free of
material misstatement, whether the misstatement is intentional or not.
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.06 Two types of misstatements are relevant to the auditor's consideration of fraud—misstatements arising from fraudulent financial reporting and
misstatements arising from misappropriation of assets.

•

Misstatements arising from fraudulent financial reporting are intentional misstatements or omissions of amounts or disclosures in financial statements designed to deceive financial statement users where
the effect causes the financial statements not to be presented, in all material respects, in conformity with generally accepted accounting principles (GAAP).5 Fraudulent financial reporting may be accomplished
by the following:
— Manipulation, falsification, or alteration of accounting records or
supporting documents from which financial statements are prepared
— Misrepresentation in or intentional omission from the financial
statements of events, transactions, or other significant information
— Intentional misapplication of accounting principles relating to
amounts, classification, manner of presentation, or disclosure
Fraudulent financial reporting need not be the result of a grand plan
or conspiracy. It may be that management representatives rationalize
the appropriateness of a material misstatement, for example, as an aggressive rather than indefensible interpretation of complex accounting
rules, or as a temporary misstatement of financial statements, including interim statements, expected to be corrected later when operational
results improve.

•

Misstatements arising from misappropriation of assets (sometimes referred to as theft or defalcation) involve the theft of an entity's assets
where the effect of the theft causes the financial statements not to be
presented, in all material respects, in conformity with GAAP. Misappropriation of assets can be accomplished in various ways, including
embezzling receipts, stealing assets, or causing an entity to pay for
goods or services that have not been received. Misappropriation of assets may be accompanied by false or misleading records or documents,
possibly created by circumventing controls. The scope of this section
includes only those misappropriations of assets for which the effect of
the misappropriation causes the financial statements not to be fairly
presented, in all material respects, in conformity with GAAP.

.07 Three conditions generally are present when fraud occurs. First, management or other employees have an incentive or are under pressure, which
provides a reason to commit fraud. Second, circumstances exist—for example,
the absence of controls, ineffective controls, or the ability of management to
override controls—that provide an opportunity for a fraud to be perpetrated.
Third, those involved are able to rationalize committing a fraudulent act. Some
individuals possess an attitude, character, or set of ethical values that allow
them to knowingly and intentionally commit a dishonest act. However, even
otherwise honest individuals can commit fraud in an environment that imposes sufficient pressure on them. The greater the incentive or pressure, the
more likely an individual will be able to rationalize the acceptability of committing fraud.
5
Reference to generally accepted accounting principles (GAAP) includes, where applicable, a
comprehensive basis of accounting other than GAAP as defined in section 623, Special Reports, paragraph .04.
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.08 Management has a unique ability to perpetrate fraud because it frequently is in a position to directly or indirectly manipulate accounting records
and present fraudulent financial information. Fraudulent financial reporting
often involves management override of controls that otherwise may appear to be
operating effectively.6 Management can either direct employees to perpetrate
fraud or solicit their help in carrying it out. In addition, management personnel
at a component of the entity may be in a position to manipulate the accounting
records of the component in a manner that causes a material misstatement
in the consolidated financial statements of the entity. Management override of
controls can occur in unpredictable ways.
.09 Typically, management and employees engaged in fraud will take steps
to conceal the fraud from the auditors and others within and outside the organization. Fraud may be concealed by withholding evidence or misrepresenting
information in response to inquiries or by falsifying documentation. For example, management that engages in fraudulent financial reporting might alter
shipping documents. Employees or members of management who misappropriate cash might try to conceal their thefts by forging signatures or falsifying
electronic approvals on disbursement authorizations. An audit conducted in accordance with GAAS rarely involves the authentication of such documentation,
nor are auditors trained as or expected to be experts in such authentication.
In addition, an auditor may not discover the existence of a modification of documentation through a side agreement that management or a third party has
not disclosed.
.10 Fraud also may be concealed through collusion among management,
employees, or third parties. Collusion may cause the auditor who has properly
performed the audit to conclude that evidence provided is persuasive when it is,
in fact, false. For example, through collusion, false evidence that controls have
been operating effectively may be presented to the auditor, or consistent misleading explanations may be given to the auditor by more than one individual
within the entity to explain an unexpected result of an analytical procedure.
As another example, the auditor may receive a false confirmation from a third
party that is in collusion with management.
.11 Although fraud usually is concealed and management's intent is difficult to determine, the presence of certain conditions may suggest to the auditor
the possibility that fraud may exist. For example, an important contract may
be missing, a subsidiary ledger may not be satisfactorily reconciled to its control account, or the results of an analytical procedure performed during the
audit may not be consistent with expectations. However, these conditions may
be the result of circumstances other than fraud. Documents may legitimately
have been lost or misfiled; the subsidiary ledger may be out of balance with its
control account because of an unintentional accounting error; and unexpected
analytical relationships may be the result of unanticipated changes in underlying economic factors. Even reports of alleged fraud may not always be reliable
because an employee or outsider may be mistaken or may be motivated for
unknown reasons to make a false allegation.
.12 As indicated in paragraph .01, the auditor has a responsibility to plan
and perform the audit to obtain reasonable assurance about whether the financial statements are free of material misstatement, whether caused by fraud or

6
Frauds have been committed by management override of existing controls using such techniques
as (a) recording fictitious journal entries, particularly those recorded close to the end of an accounting
period to manipulate operating results, (b) intentionally biasing assumptions and judgments used
to estimate account balances, and (c) altering records and terms related to significant and unusual
transactions.
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error.7 However, absolute assurance is not attainable and thus even a properly
planned and performed audit may not detect a material misstatement resulting
from fraud. A material misstatement may not be detected because of the nature of audit evidence or because the characteristics of fraud as discussed above
may cause the auditor to rely unknowingly on audit evidence that appears to
be valid, but is, in fact, false and fraudulent. Furthermore, audit procedures
that are effective for detecting an error may be ineffective for detecting fraud.

The Importance of Exercising Professional Skepticism
.13 Due professional care requires the auditor to exercise professional
skepticism. See section 230, Due Professional Care in the Performance of Work,
paragraphs .07 through .09. Because of the characteristics of fraud, the auditor's exercise of professional skepticism is important when considering the risk
of material misstatement due to fraud. Professional skepticism is an attitude
that includes a questioning mind and a critical assessment of audit evidence.
The auditor should conduct the engagement with a mindset that recognizes the
possibility that a material misstatement due to fraud could be present, regardless of any past experience with the entity and regardless of the auditor's belief
about management's honesty and integrity. Furthermore, professional skepticism requires an ongoing questioning of whether the information and evidence
obtained suggests that a material misstatement due to fraud has occurred. In
exercising professional skepticism in gathering and evaluating evidence, the
auditor should not be satisfied with less-than-persuasive evidence because of a
belief that management is honest.

Discussion Among Engagement Personnel Regarding
the Risks of Material Misstatement Due to Fraud
.14 Prior to or in conjunction with the information-gathering procedures
described in paragraphs .19 through .34 of this section, members of the audit
team should discuss the potential for material misstatement due to fraud. The
discussion should include:

•

•

An exchange of ideas or "brainstorming" among the audit team members, including the auditor with final responsibility for the audit, about
how and where they believe the entity's financial statements might be
susceptible to material misstatement due to fraud, how management
could perpetrate and conceal fraudulent financial reporting, and how
assets of the entity could be misappropriated. (See paragraph .15.)
An emphasis on the importance of maintaining the proper state of
mind throughout the audit regarding the potential for material misstatement due to fraud. (See paragraph .16.)

.15 The discussion among the audit team members about the susceptibility of the entity's financial statements to material misstatement due to fraud
should include a consideration of the known external and internal factors affecting the entity that might (a) create incentives/pressures for management
and others to commit fraud, (b) provide the opportunity for fraud to be perpetrated, and (c) indicate a culture or environment that enables management to
rationalize committing fraud. The discussion should occur with an attitude that
includes a questioning mind as described in paragraph .16 and, for this purpose,

7
For a further discussion of the concept of reasonable assurance, see section 230, Due Professional
Care in the Performance of Work, paragraphs .10 through .13.
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setting aside any prior beliefs the audit team members may have that management is honest and has integrity. In this regard, the discussion should include
a consideration of the risk of management override of controls.8 Finally, the
discussion should include how the auditor might respond to the susceptibility
of the entity's financial statements to material misstatement due to fraud.
.16 The discussion among the audit team members should emphasize the
need to maintain a questioning mind and to exercise professional skepticism in
gathering and evaluating evidence throughout the audit, as described in paragraph .13. This should lead the audit team members to continually be alert for
information or other conditions (such as those presented in paragraph .68) that
indicate a material misstatement due to fraud may have occurred. It should also
lead audit team members to thoroughly probe the issues, acquire additional evidence as necessary, and consult with other team members and, if appropriate,
experts in the firm, rather than rationalize or dismiss information or other conditions that indicate a material misstatement due to fraud may have occurred.
.17 Although professional judgment should be used in determining which
audit team members should be included in the discussion, the discussion ordinarily should involve the key members of the audit team. A number of factors
will influence the extent of the discussion and how it should occur. For example,
if the audit involves more than one location, there could be multiple discussions with team members in differing locations. Another factor to consider in
planning the discussions is whether to include specialists assigned to the audit
team. For example, if the auditor has determined that a professional possessing
information technology skills is needed on the audit team (see section 311.31),
it may be useful to include that individual in the discussion. [Revised, March
2006, to reflect conforming changes necessary due to the issuance of Statement
on Auditing Standards No. 108.]
.18 Communication among the audit team members about the risks of material misstatement due to fraud also should continue throughout the audit—for
example, in evaluating the risks of material misstatement due to fraud at or
near the completion of the field work. (See paragraph .74 and footnote 28.)

Obtaining the Information Needed to Identify the Risks
of Material Misstatement Due to Fraud
.19 Section 314 provides guidance about how the auditor obtains an understanding of the entity and its environment, including its internal control.
In performing that work, information may come to the auditor's attention that
should be considered in identifying risks of material misstatement due to fraud.
As part of this work, the auditor should perform the following procedures to obtain information that is used (as described in paragraphs .35 through .42) to
identify the risks of material misstatement due to fraud:

8

a.

Make inquiries of management and others within the entity to obtain
their views about the risks of fraud and how they are addressed. (See
paragraphs .20 through .27.)

b.

Consider any unusual or unexpected relationships that have been
identified in performing analytical procedures in planning the audit.
(See paragraphs .28 through .30.)

See footnote 6.
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c.

Consider whether one or more fraud risk factors exist. (See paragraphs .31 through .33, and the Appendix [paragraph .85].)
d. Consider other information that may be helpful in the identification of
risks of material misstatement due to fraud. (See paragraph .34.)
[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 109.]

Making Inquiries of Management and Others Within the Entity
About the Risks of Fraud
.20 The auditor should inquire of management about:9

•
•

Whether management has knowledge of any fraud or suspected fraud
affecting the entity
Whether management is aware of allegations of fraud or suspected
fraud affecting the entity, for example, received in communications
from employees, former employees, analysts, regulators, short sellers,
or others
Management's understanding about the risks of fraud in the entity,
including any specific fraud risks the entity has identified or account
balances or classes of transactions for which a risk of fraud may be
likely to exist
Programs and controls10 the entity has established to mitigate specific
fraud risks the entity has identified, or that otherwise help to prevent,
deter, and detect fraud, and how management monitors those programs and controls. For examples of programs and controls an entity
may implement to prevent, deter, and detect fraud, see the exhibit titled "Management Antifraud Programs and Controls" [paragraph .86]
at the end of this section.
For an entity with multiple locations, (a) the nature and extent of monitoring of operating locations or business segments, and (b) whether
there are particular operating locations or business segments for which
a risk of fraud may be more likely to exist
Whether and how management communicates to employees its views
on business practices and ethical behavior
.21 The inquiries of management also should include whether management has reported to those charged with governance[11] on how the entity's
internal control12 serves to prevent, deter, or detect material misstatements
due to fraud. [Revised, April 2007, to reflect conforming changes necessary due
to the issuance of Statement on Auditing Standards No. 114.]

•
•

•
•

.22 The auditor also should inquire directly of those charged with governance (or the audit committee or at least its chair) regarding their views about
9
In addition to these inquiries, section 333, Management Representations, requires the auditor
to obtain selected written representations from management regarding fraud.
10
Section 314, Understanding the Entity and Its Environment and Assessing the Risks of Material
Misstatement, paragraph .41, defines internal control and its five interrelated components (the control
environment, risk assessment, control activities, information and communication, and monitoring).
Entity programs and controls intended to address the risks of fraud may be part of any of the five
components discussed in section 314. [Footnote revised, March 2006, to reflect conforming changes
necessary due to the issuance of Statement on Auditing Standards No. 109.]
[11]
[Footnote deleted due to conforming changes necessary due to the issuance of Statement on
Auditing Standards No. 114.]
12
See footnote 10.
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the risks of fraud and whether those charged with governance have knowledge
of any fraud or suspected fraud affecting the entity. An entity's audit committee sometimes assumes an active role in oversight of the entity's assessment
of the risks of fraud and the programs and controls the entity has established
to mitigate these risks. The auditor should obtain an understanding of how
the audit committee exercises oversight activities in that area. [Revised, April
2007, to reflect conforming changes necessary due to the issuance of Statement
on Auditing Standards No. 114.]
.23 For entities that have an internal audit function, the auditor also
should inquire of appropriate internal audit personnel about their views about
the risks of fraud, whether they have performed any procedures to identify or
detect fraud during the year, whether management has satisfactorily responded
to any findings resulting from these procedures, and whether the internal auditors have knowledge of any fraud or suspected fraud.
.24 In addition to the inquiries outlined in paragraphs .20 through .23,
the auditor should inquire of others within the entity about the existence or
suspicion of fraud. The auditor should use professional judgment to determine
those others within the entity to whom inquiries should be directed and the
extent of such inquiries. In making this determination, the auditor should consider whether others within the entity may be able to provide information that
will be helpful to the auditor in identifying risks of material misstatement due
to fraud—for example, others who may have additional knowledge about or be
able to corroborate risks of fraud identified in the discussions with management
(see paragraph .20) or those charged with governance (see paragraph .22). [Revised, April 2007, to reflect conforming changes necessary due to the issuance
of Statement on Auditing Standards No. 114.]
.25 Examples of others within the entity to whom the auditor may wish to
direct these inquiries include:

•

Employees with varying levels of authority within the entity, including,
for example, entity personnel with whom the auditor comes into contact during the course of the audit in obtaining (a) an understanding
of the entity's systems and internal control, (b) in observing inventory
or performing cutoff procedures, or (c) in obtaining explanations for
fluctuations noted as a result of analytical procedures
Operating personnel not directly involved in the financial reporting
process
Employees involved in initiating, recording, or processing complex or
unusual transactions—for example, a sales transaction with multiple
elements, or a significant related party transaction
In-house legal counsel
.26 The auditor's inquiries of management and others within the entity
are important because fraud often is uncovered through information received
in response to inquiries. One reason for this is that such inquiries may provide individuals with an opportunity to convey information to the auditor that
otherwise might not be communicated. Making inquiries of others within the
entity, in addition to management, may be useful in providing the auditor with
a perspective that is different from that of individuals involved in the financial
reporting process. The responses to these other inquiries might serve to corroborate responses received from management, or alternatively, might provide
information regarding the possibility of management override of controls—
for example, a response from an employee indicating an unusual change in
the way transactions have been processed. In addition, the auditor may obtain information from these inquiries regarding how effectively management

•
•
•
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has communicated standards of ethical behavior to individuals throughout the
organization.
.27 The auditor should be aware when evaluating management's responses
to the inquiries discussed in paragraph .20 that management is often in the best
position to perpetrate fraud. The auditor should use professional judgment in
deciding when it is necessary to corroborate responses to inquiries with other
information. However, when responses are inconsistent among inquiries, the
auditor should obtain additional audit evidence to resolve the inconsistencies.

Considering the Results of the Analytical Procedures Performed
in Planning the Audit
.28 Section 329, Analytical Procedures, paragraphs .04 and .06, requires
that analytical procedures be performed in planning the audit with an objective
of identifying the existence of unusual transactions or events, and amounts, ratios, and trends that might indicate matters that have financial statement and
audit planning implications. In performing analytical procedures in planning
the audit, the auditor develops expectations about plausible relationships that
are reasonably expected to exist, based on the auditor's understanding of the entity and its environment. When comparison of those expectations with recorded
amounts or ratios developed from recorded amounts yields unusual or unexpected relationships, the auditor should consider those results in identifying
the risks of material misstatement due to fraud.
.29 In planning the audit, the auditor also should perform analytical procedures relating to revenue with the objective of identifying unusual or unexpected relationships involving revenue accounts that may indicate a material
misstatement due to fraudulent financial reporting. An example of such an analytical procedure that addresses this objective is a comparison of sales volume,
as determined from recorded revenue amounts, with production capacity. An
excess of sales volume over production capacity may be indicative of recording
fictitious sales. As another example, a trend analysis of revenues by month and
sales returns by month during and shortly after the reporting period may indicate the existence of undisclosed side agreements with customers to return
goods that would preclude revenue recognition.13
.30 Analytical procedures performed during planning may be helpful in
identifying the risks of material misstatement due to fraud. However, because
such analytical procedures generally use data aggregated at a high level, the
results of those analytical procedures provide only a broad initial indication
about whether a material misstatement of the financial statements may exist.
Accordingly, the results of analytical procedures performed during planning
should be considered along with other information gathered by the auditor in
identifying the risks of material misstatement due to fraud.

Considering Fraud Risk Factors
.31 Because fraud is usually concealed, material misstatements due to
fraud are difficult to detect. Nevertheless, the auditor may identify events or
conditions that indicate incentives/pressures to perpetrate fraud, opportunities
to carry out the fraud, or attitudes/rationalizations to justify a fraudulent action. Such events or conditions are referred to as "fraud risk factors." Fraud risk
factors do not necessarily indicate the existence of fraud; however, they often
are present in circumstances where fraud exists.
13
See paragraph .70 for a discussion of the need to update these analytical procedures during
the overall review stage of the audit.
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.32 When obtaining information about the entity and its environment, the
auditor should consider whether the information indicates that one or more
fraud risk factors are present. The auditor should use professional judgment
in determining whether a risk factor is present and should be considered in
identifying and assessing the risks of material misstatement due to fraud.
.33 Examples of fraud risk factors related to fraudulent financial reporting
and misappropriation of assets are presented in the Appendix [paragraph .85].
These illustrative risk factors are classified based on the three conditions generally present when fraud exists: incentive/pressure to perpetrate fraud, an
opportunity to carry out the fraud, and attitude/rationalization to justify the
fraudulent action. Although the risk factors cover a broad range of situations,
they are only examples and, accordingly, the auditor may wish to consider additional or different risk factors. Not all of these examples are relevant in all
circumstances, and some may be of greater or lesser significance in entities
of different size or with different ownership characteristics or circumstances.
Also, the order of the examples of risk factors provided is not intended to reflect
their relative importance or frequency of occurrence.

Considering Other Information That May Be Helpful in
Identifying Risks of Material Misstatement Due to Fraud
.34 The auditor should consider other information that may be helpful
in identifying risks of material misstatement due to fraud. Specifically, the
discussion among the engagement team members (see paragraphs .14 through
.18) may provide information helpful in identifying such risks. In addition, the
auditor should consider whether information from the results of (a) procedures
relating to the acceptance and continuance of clients and engagements14 and
(b) reviews of interim financial statements may be relevant in the identification
of such risks. Finally, as part of the consideration of audit risk at the individual
account balance or class of transaction level (see section 312.17 through .26), the
auditor should consider whether identified inherent risks would provide useful
information in identifying the risks of material misstatement due to fraud (see
paragraph .39). [Revised, March 2006, to reflect conforming changes necessary
due to the issuance of Statement on Auditing Standards No. 107.]

Identifying Risks That May Result in a Material
Misstatement Due to Fraud15
Using the Information Gathered to Identify Risk of Material
Misstatements Due to Fraud
.35 In identifying risks of material misstatement due to fraud, it is helpful
for the auditor to consider the information that has been gathered (see paragraphs .19 through .34) in the context of the three conditions present when
a material misstatement due to fraud occurs—that is, incentives/pressures,

14
See paragraphs .27–.36 of QC section 10B, A Firm's System of Quality Control. [Footnote
amended due to issuance of SQCS No. 7, December 2008.]
15
Section 314, Understanding the Entity and its Environment and Assessing the Risks of Material Misstatement, requires the auditor to identify and assess the risk of material misstatement at
the financial statement level and at the relevant assertion level related to classes of transactions, account balances and disclosures. See section 314.102. [Footnote added, effective for audits of financial
statements for periods beginning on or after December 15, 2006, by Statement on Auditing Standards
No. 113.]

AU §316.35

1730

The Standards of Field Work

opportunities, and attitudes/rationalizations (see paragraph .07). However, the
auditor should not assume that all three conditions must be observed or evident
before concluding that there are identified risks. Although the risk of material
misstatement due to fraud may be greatest when all three fraud conditions are
observed or evident, the auditor cannot assume that the inability to observe
one or two of these conditions means there is no risk of material misstatement
due to fraud. In fact, observing that individuals have the requisite attitude to
commit fraud, or identifying factors that indicate a likelihood that management
or other employees will rationalize committing a fraud, is difficult at best.
.36 In addition, the extent to which each of the three conditions referred
to above are present when fraud occurs may vary. In some instances the significance of incentives/pressures may result in a risk of material misstatement due
to fraud, apart from the significance of the other two conditions. For example,
an incentive/pressure to achieve an earnings level to preclude a loan default, or
to "trigger" incentive compensation plan awards, may alone result in a risk of
material misstatement due to fraud. In other instances, an easy opportunity to
commit the fraud because of a lack of controls may be the dominant condition
precipitating the risk of fraud, or an individual's attitude or ability to rationalize unethical actions may be sufficient to motivate that individual to engage in
fraud, even in the absence of significant incentives/pressures or opportunities.
.37 The auditor's identification of fraud risks also may be influenced by
characteristics such as the size, complexity, and ownership attributes of the
entity. For example, in the case of a larger entity, the auditor ordinarily considers factors that generally constrain improper conduct by management, such
as the effectiveness of the audit committee and the internal audit function,
and the existence and enforcement of a formal code of conduct. In the case of a
smaller entity, some or all of these considerations may be inapplicable or less
important, and management may have developed a culture that emphasizes
the importance of integrity and ethical behavior through oral communication
and management by example. Also, the risks of material misstatement due to
fraud may vary among operating locations or business segments of an entity,
requiring an identification of the risks related to specific geographic areas or
business segments, as well as for the entity as a whole.16
.38 The auditor should evaluate whether identified risks of material misstatement due to fraud can be related to specific financial-statement account
balances or classes of transactions and related assertions, or whether they relate more pervasively to the financial statements as a whole. Relating the risks
of material misstatement due to fraud to the individual accounts, classes of
transactions, and assertions will assist the auditor in subsequently designing
appropriate auditing procedures.
.39 Certain accounts, classes of transactions, and assertions that have high
inherent risk because they involve a high degree of management judgment and
subjectivity also may present risks of material misstatement due to fraud because they are susceptible to manipulation by management. For example, liabilities resulting from a restructuring may be deemed to have high inherent
risk because of the high degree of subjectivity and management judgment involved in their estimation. Similarly, revenues for software developers may be
deemed to have high inherent risk because of the complex accounting principles
16
Section 312.16 provides guidance on the auditor's consideration of the extent to which auditing
procedures should be performed at selected locations or components. [Footnote revised, March 2006,
to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards
No. 107. Footnote renumbered by the issuance of Statement on Auditing Standards No. 113, November
2006.]
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applicable to the recognition and measurement of software revenue transactions. Assets resulting from investing activities may be deemed to have high
inherent risk because of the subjectivity and management judgment involved
in estimating fair values of those investments.
.40 In summary, the identification of a risk of material misstatement due
to fraud involves the application of professional judgment and includes the
consideration of the attributes of the risk, including:

•

The type of risk that may exist, that is, whether it involves fraudulent
financial reporting or misappropriation of assets

•

The significance of the risk, that is, whether it is of a magnitude that
could lead to result in a possible material misstatement of the financial
statements
The likelihood of the risk, that is, the likelihood that it will result in a
material misstatement in the financial statements17

•
•

The pervasiveness of the risk, that is, whether the potential risk is
pervasive to the financial statements as a whole or specifically related
to a particular assertion, account, or class of transactions.

A Presumption That Improper Revenue Recognition Is a
Fraud Risk
.41 Material misstatements due to fraudulent financial reporting often
result from an overstatement of revenues (for example, through premature
revenue recognition or recording fictitious revenues) or an understatement of
revenues (for example, through improperly shifting revenues to a later period).
Therefore, the auditor should ordinarily presume that there is a risk of material
misstatement due to fraud relating to revenue recognition. (See paragraph .54
for examples of auditing procedures related to the risk of improper revenue
recognition.)18

A Consideration of the Risk of Management Override of Controls
.42 Even if specific risks of material misstatement due to fraud are not
identified by the auditor, there is a possibility that management override of
controls could occur, and accordingly, the auditor should address that risk (see
paragraph .57) apart from any conclusions regarding the existence of more
specifically identifiable risks.

Assessing the Identified Risks After Taking Into Account
an Evaluation of the Entity’s Programs and Controls
That Address the Risks
.43 Section 314 requires the auditor to obtain an understanding of each of
the five components of internal control sufficient to plan the audit. It also notes
17
The occurrence of material misstatements of financial statements due to fraud is relatively
infrequent in relation to the total population of published financial statements. However, the auditor
should not use this as a basis to conclude that one or more risks of a material misstatement due to
fraud are not present in a particular entity. [Footnote renumbered by the issuance of Statement on
Auditing Standards No. 113, November 2006.]
18
For a discussion of indicators of improper revenue recognition and common techniques for
overstating revenue and illustrative audit procedures, see the AICPA Audit Guide Auditing Revenue
in Certain Industries. [Footnote renumbered by the issuance of Statement on Auditing Standards
No. 113, November 2006.]
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that such knowledge should be used to identify types of potential misstatements, consider factors that affect the risk of material misstatement, design
tests of controls when applicable, and design substantive tests. Additionally,
section 314 notes that controls, whether manual or automated, can be circumvented by collusion of two or more people or inappropriate management override of internal control. [Revised, March 2006, to reflect conforming changes
necessary due to the issuance of Statement on Auditing Standards No. 109.]
.44 As part of the understanding of internal control sufficient to plan the
audit, the auditor should evaluate whether entity programs and controls that
address identified risks of material misstatement due to fraud have been suitably designed and placed in operation.19 These programs and controls may
involve (a) specific controls designed to mitigate specific risks of fraud—for example, controls to address specific assets susceptible to misappropriation, and
(b) broader programs designed to prevent, deter, and detect fraud—for example, programs to promote a culture of honesty and ethical behavior. The auditor
should consider whether such programs and controls mitigate the identified
risks of material misstatement due to fraud or whether specific control deficiencies may exacerbate the risks (see paragraph .80). The exhibit at the end
of this section [paragraph .88] discusses examples of programs and controls an
entity might implement to create a culture of honesty and ethical behavior, and
that help to prevent, deter, and detect fraud.
.45 After the auditor has evaluated whether the entity's programs and
controls that address identified risks of material misstatement due to fraud
have been suitably designed and placed in operation, the auditor should assess
these risks taking into account that evaluation. This assessment should be
considered when developing the auditor's response to the identified risks of
material misstatement due to fraud (see paragraphs .46 through .67).20

Responding to the Results of the Assessment21
.46 The auditor's response to the assessment of the risks of material misstatement due to fraud involves the application of professional skepticism in
gathering and evaluating audit evidence. As noted in paragraph .13, professional skepticism is an attitude that includes a critical assessment of the competency and sufficiency of audit evidence. Examples of the application of professional skepticism in response to the risks of material misstatement due to
fraud are (a) designing additional or different auditing procedures to obtain
more reliable evidence in support of specified financial statement account balances, classes of transactions, and related assertions, and (b) obtaining additional corroboration of management's explanations or representations concerning material matters, such as through third-party confirmation, the use of a
specialist, analytical procedures, examination of documentation from independent sources, or inquiries of others within or outside the entity.
19
See footnote 10. [Footnote renumbered by the issuance of Statement on Auditing Standards
No. 113, November 2006.]
20
Notwithstanding that the auditor assesses identified risks of material misstatement due to
fraud, the assessment need not encompass an overall judgment about whether risk for the entity is
classified as high, medium, or low because such a judgment is too broad to be useful in developing the
auditor's response described in paragraphs .46 through .67. [Footnote renumbered by the issuance of
Statement on Auditing Standards No. 113, November 2006.]
21
Section 318, Performing Audit Procedures in Response to Assessed Risks and Evaluating the
Audit Evidence Obtained, requires the auditor to determine overall responses and design and perform
further audit procedures to respond to the assessed risks of material misstatement at the financial
statement and relevant assertion levels in a financial statement audit. See paragraphs .04 and .07 of
section 318. [Footnote added, effective for audits of financial statements for periods beginning on or
after December 15, 2006, by Statement on Auditing Standards No. 113.]

AU §316.44

Consideration of Fraud in a Financial Statement Audit

1733

.47 The auditor's response to the assessment of the risks of material misstatement of the financial statements due to fraud is influenced by the nature
and significance of the risks identified as being present (paragraphs .35 through
.42) and the entity's programs and controls that address these identified risks
(paragraphs .43 through .45).
.48 The auditor responds to risks of material misstatement due to fraud
in the following three ways:
a.

A response that has an overall effect on how the audit is conducted—
that is, a response involving more general considerations apart from
the specific procedures otherwise planned (see paragraph .50).

b.

A response to identified risks involving the nature, timing, and extent
of the auditing procedures to be performed (see paragraphs .51 through
.56).

c.

A response involving the performance of certain procedures to further
address the risk of material misstatement due to fraud involving management override of controls, given the unpredictable ways in which
such override could occur (see paragraphs .57 through .67).

.49 The auditor may conclude that it would not be practicable to design auditing procedures that sufficiently address the risks of material misstatement
due to fraud. In that case, withdrawal from the engagement with communication to the appropriate parties may be an appropriate course of action (see
paragraph .78).

Overall Responses to the Risk of Material Misstatement
.50 Judgments about the risk of material misstatement due to fraud have
an overall effect on how the audit is conducted in the following ways:

•

Assignment of personnel and supervision. The knowledge, skill, and
ability of personnel assigned significant engagement responsibilities
should be commensurate with the auditor's assessment of the risks of
material misstatement due to fraud for the engagement (see section
210, Training and Proficiency of the Independent Auditor, paragraph
.03). For example, the auditor may respond to an identified risk of
material misstatement due to fraud by assigning additional persons
with specialized skill and knowledge, such as forensic and information
technology (IT) specialists, or by assigning more experienced personnel
to the engagement. In addition, the extent of supervision should reflect
the risks of material misstatement due to fraud (see section 311.28).

•

Accounting principles. The auditor should consider management's selection and application of significant accounting principles, particularly those related to subjective measurements and complex transactions. In this respect, the auditor may have a greater concern about
whether the accounting principles selected and policies adopted are
being applied in an inappropriate manner to create a material misstatement of the financial statements. In developing judgments about
the quality of such principles (see section 380, The Auditor's Communication With Those Charged With Governance, paragraph .11), the
auditor should consider whether their collective application indicates
a bias that may create such a material misstatement of the financial
statements.

•

Predictability of auditing procedures. The auditor should incorporate an element of unpredictability in the selection from year to
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year of auditing procedures to be performed—for example, performing substantive tests of selected account balances and assertions not
otherwise tested due to their materiality or risk, adjusting the timing
of testing from that otherwise expected, using differing sampling methods, and performing procedures at different locations or at locations
on an unannounced basis.

[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 108. Revised, April 2007, to
reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]

Responses Involving the Nature, Timing, and Extent of
Procedures to Be Performed to Address the Identified Risks
.51 The auditing procedures performed in response to identified risks of
material misstatement due to fraud will vary depending upon the types of risks
identified and the account balances, classes of transactions, and related assertions that may be affected. These procedures may involve both substantive tests
and tests of the operating effectiveness of the entity's programs and controls.
However, because management may have the ability to override controls that
otherwise appear to be operating effectively (see paragraph .08), it is unlikely
that audit risk can be reduced to an appropriately low level by performing only
tests of controls.
.52 The auditor's responses to address specifically identified risks of material misstatement due to fraud may include changing the nature, timing, and
extent of auditing procedures in the following ways:

•

The nature of auditing procedures performed may need to be changed
to obtain evidence that is more reliable or to obtain additional corroborative information. For example, more audit evidence may be needed
from independent sources outside the entity, such as public-record information about the existence and nature of key customers, vendors, or
counterparties in a major transaction. Also, physical observation or inspection of certain assets may become more important (see section 326,
Audit Evidence, paragraphs .06 through .13). Furthermore, the auditor may choose to employ computer-assisted audit techniques to gather
more extensive evidence about data contained in significant accounts
or electronic transaction files. Finally, inquiry of additional members
of management or others may be helpful in identifying issues and corroborating other audit evidence (see paragraphs .24 through .26 and
paragraph .53).

•

The timing of substantive tests may need to be modified. The auditor
might conclude that substantive testing should be performed at or
near the end of the reporting period to best address an identified risk
of material misstatement due to fraud (see section 318, Performing
Procedures in Response to Assessed Risks and Evaluating the Audit
Evidence Obtained). That is, the auditor might conclude that, given
the risks of intentional misstatement or manipulation, tests to extend
audit conclusions from an interim date to the period-end reporting date
would not be effective.
In contrast, because an intentional misstatement—for example, a
misstatement involving inappropriate revenue recognition—may have
been initiated in an interim period, the auditor might elect to apply
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substantive tests to transactions occurring earlier in or throughout the
reporting period.

•

The extent of the procedures applied should reflect the assessment of
the risks of material misstatement due to fraud. For example, increasing sample sizes or performing analytical procedures at a more detailed
level may be appropriate (see section 350, Audit Sampling, paragraph
.22, and section 329). Also, computer-assisted audit techniques may
enable more extensive testing of electronic transactions and account
files. Such techniques can be used to select sample transactions from
key electronic files, to sort transactions with specific characteristics,
or to test an entire population instead of a sample.

[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statements on Auditing Standards No. 105, No. 106, No. 110 and
No. 111.]
.53 The following are examples of modification of the nature, timing, and
extent of tests in response to identified risks of material misstatements due to
fraud.

•

Performing procedures at locations on a surprise or unannounced basis, for example, observing inventory on unexpected dates or at unexpected locations or counting cash on a surprise basis.

•

Requesting that inventories be counted at the end of the reporting
period or on a date closer to period end to minimize the risk of manipulation of balances in the period between the date of completion of the
count and the end of the reporting period.

•

Making oral inquiries of major customers and suppliers in addition to
sending written confirmations, or sending confirmation requests to a
specific party within an organization.

•

Performing substantive analytical procedures using disaggregated
data, for example, comparing gross profit or operating margins by location, line of business, or month to auditor-developed expectations.22

•

Interviewing personnel involved in activities in areas where a risk of
material misstatement due to fraud has been identified to obtain their
insights about the risk and how controls address the risk (also see
paragraph .24).

•

If other independent auditors are auditing the financial statements of
one or more subsidiaries, divisions, or branches, discussing with them
the extent of work that needs to be performed to address the risk of
material misstatement due to fraud resulting from transactions and
activities among these components.

Additional Examples of Responses to Identified Risks of Misstatements
Arising From Fraudulent Financial Reporting
.54 The following are additional examples of responses to identified risks
of material misstatements relating to fraudulent financial reporting:

•

Revenue recognition. Because revenue recognition is dependent on the
particular facts and circumstances, as well as accounting principles

22
Section 329, Analytical Procedures, provides guidance on performing analytical procedures as
substantive tests. [Footnote renumbered by the issuance of Statement on Auditing Standards No. 113,
November 2006.]
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and practices that can vary by industry, the auditor ordinarily will
develop auditing procedures based on the auditor's understanding of
the entity and its environment, including the composition of revenues,
specific attributes of the revenue transactions, and unique industry
considerations. If there is an identified risk of material misstatement
due to fraud that involves improper revenue recognition, the auditor
also may want to consider:

•

— Performing substantive analytical procedures relating to revenue
using disaggregated data, for example, comparing revenue reported by month and by product line or business segment during the current reporting period with comparable prior periods.
Computer-assisted audit techniques may be useful in identifying
unusual or unexpected revenue relationships or transactions.
— Confirming with customers certain relevant contract terms and
the absence of side agreements, because the appropriate accounting often is influenced by such terms or agreements.23 For example, acceptance criteria, delivery and payment terms, the absence
of future or continuing vendor obligations, the right to return the
product, guaranteed resale amounts, and cancellation or refund
provisions often are relevant in such circumstances.
— Inquiring of the entity's sales and marketing personnel or in-house
legal counsel regarding sales or shipments near the end of the
period and their knowledge of any unusual terms or conditions
associated with these transactions.
— Being physically present at one or more locations at period end
to observe goods being shipped or being readied for shipment (or
returns awaiting processing) and performing other appropriate
sales and inventory cutoff procedures.
— For those situations for which revenue transactions are electronically initiated, authorized, processed, and recorded, testing controls to determine whether they provide assurance that recorded
revenue transactions occurred and are properly recorded.
Inventory quantities. If there is an identified risk of material misstatement due to fraud that affects inventory quantities, examining the
entity's inventory records may help identify locations or items that require specific attention during or after the physical inventory count.
Such a review may lead to a decision to observe inventory counts at
certain locations on an unannounced basis (see paragraph .53) or to
conduct inventory counts at all locations on the same date. In addition,
it may be appropriate for inventory counts to be conducted at or near
the end of the reporting period to minimize the risk of inappropriate
manipulation during the period between the count and the end of the
reporting period.
It also may be appropriate for the auditor to perform additional procedures during the observation of the count, for example, more rigorously examining the contents of boxed items, the manner in which the
goods are stacked (for example, hollow squares) or labeled, and the
quality (that is, purity, grade, or concentration) of liquid substances

23
Section 330, The Confirmation Process, provides guidance about the confirmation process in
audits performed in accordance with GAAS. [Footnote renumbered by the issuance of Statement on
Auditing Standards No. 113, November 2006.]
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such as perfumes or specialty chemicals. Using the work of a specialist may be helpful in this regard.24 Furthermore, additional testing
of count sheets, tags, or other records, or the retention of copies of
these records, may be warranted to minimize the risk of subsequent
alteration or inappropriate compilation.
Following the physical inventory count, the auditor may want to employ additional procedures directed at the quantities included in the
priced out inventories to further test the reasonableness of the quantities counted—for example, comparison of quantities for the current
period with prior periods by class or category of inventory, location
or other criteria, or comparison of quantities counted with perpetual
records. The auditor also may consider using computer-assisted audit techniques to further test the compilation of the physical inventory counts—for example, sorting by tag number to test tag controls
or by item serial number to test the possibility of item omission or
duplication.

•

Management estimates. The auditor may identify a risk of material
misstatement due to fraud involving the development of management
estimates. This risk may affect a number of accounts and assertions,
including asset valuation, estimates relating to specific transactions
(such as acquisitions, restructurings, or disposals of a segment of the
business), and other significant accrued liabilities (such as pension
and other postretirement benefit obligations, or environmental remediation liabilities). The risk may also relate to significant changes in
assumptions relating to recurring estimates. As indicated in section
342, Auditing Accounting Estimates, estimates are based on subjective as well as objective factors and there is a potential for bias in
the subjective factors, even when management's estimation process
involves competent personnel using relevant and reliable data.
In addressing an identified risk of material misstatement due to fraud
involving accounting estimates, the auditor may want to supplement
the audit evidence otherwise obtained (see section 342.09 through .14).
In certain circumstances (for example, evaluating the reasonableness
of management's estimate of the fair value of a derivative), it may be
appropriate to engage a specialist or develop an independent estimate
for comparison to management's estimate. Information gathered about
the entity and its environment may help the auditor evaluate the reasonableness of such management estimates and underlying judgments
and assumptions.
A retrospective review of similar management judgments and assumptions applied in prior periods (see paragraphs .63 through .65) may also
provide insight about the reasonableness of judgments and assumptions supporting management estimates.

[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 106.]

24
Section 336, Using the Work of a Specialist, provides guidance to an auditor who uses the work
of a specialist in performing an audit in accordance with GAAS. [Footnote renumbered by the issuance
of Statement on Auditing Standards No. 113, November 2006.]
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Examples of Responses to Identified Risks of Misstatements Arising From
Misappropriations of Assets
.55 The auditor may have identified a risk of material misstatement due
to fraud relating to misappropriation of assets. For example, the auditor may
conclude that the risk of asset misappropriation at a particular operating location is significant because a large amount of easily accessible cash is maintained
at that location, or there are inventory items such as laptop computers at that
location that can easily be moved and sold.
.56 The auditor's response to a risk of material misstatement due to fraud
relating to misappropriation of assets usually will be directed toward certain
account balances. Although some of the audit responses noted in paragraphs .52
through .54 may apply in such circumstances, such as the procedures directed
at inventory quantities, the scope of the work should be linked to the specific
information about the misappropriation risk that has been identified. For example, if a particular asset is highly susceptible to misappropriation and a
potential misstatement would be material to the financial statements, obtaining an understanding of the controls related to the prevention and detection of
such misappropriation and testing the operating effectiveness of such controls
may be warranted. In certain circumstances, physical inspection of such assets
(for example, counting cash or securities) at or near the end of the reporting
period may be appropriate. In addition, the use of substantive analytical procedures, such as the development by the auditor of an expected dollar amount
at a high level of precision, to be compared with a recorded amount, may be
effective in certain circumstances.

Responses to Further Address the Risk of Management Override
of Controls
.57 As noted in paragraph .08, management is in a unique position to perpetrate fraud because of its ability to directly or indirectly manipulate accounting records and prepare fraudulent financial statements by overriding established controls that otherwise appear to be operating effectively. By its nature,
management override of controls can occur in unpredictable ways. Accordingly,
in addition to overall responses (paragraph .50) and responses that address
specifically identified risks of material misstatement due to fraud (see paragraphs .51 through .56), the procedures described in paragraphs .58 through
.67 should be performed to further address the risk of management override of
controls.
.58 Examining journal entries and other adjustments for evidence
of possible material misstatement due to fraud. Material misstatements
of financial statements due to fraud often involve the manipulation of the financial reporting process by (a) recording inappropriate or unauthorized journal
entries throughout the year or at period end, or (b) making adjustments to
amounts reported in the financial statements that are not reflected in formal
journal entries, such as through consolidating adjustments, report combinations, and reclassifications. Accordingly, the auditor should design procedures
to test the appropriateness of journal entries recorded in the general ledger and
other adjustments (for example, entries posted directly to financial statement
drafts) made in the preparation of the financial statements. More specifically,
the auditor should:
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Obtain an understanding of the entity's financial reporting process25
and the controls over journal entries and other adjustments. (See paragraphs .59 and .60.)
b. Identify and select journal entries and other adjustments for testing.
(See paragraph .61.)
c. Determine the timing of the testing. (See paragraph .62.)
d. Inquire of individuals involved in the financial reporting process about
inappropriate or unusual activity relating to the processing of journal
entries and other adjustments.
.59 The auditor's understanding of the entity's financial reporting process
may help in identifying the type, number, and monetary value of journal entries and other adjustments that typically are made in preparing the financial
statements. For example, the auditor's understanding may include the sources
of significant debits and credits to an account, who can initiate entries to the
general ledger or transaction processing systems, what approvals are required
for such entries, and how journal entries are recorded (for example, entries may
be initiated and recorded online with no physical evidence, or may be created
in paper form and entered in batch mode).
a.

.60 An entity may have implemented specific controls over journal entries
and other adjustments. For example, an entity may use journal entries that are
preformatted with account numbers and specific user approval criteria, and
may have automated controls to generate an exception report for any entries
that were unsuccessfully proposed for recording or entries that were recorded
and processed outside of established parameters. The auditor should obtain
an understanding of the design of such controls over journal entries and other
adjustments and determine whether they are suitably designed and have been
placed in operation.
.61 The auditor should use professional judgment in determining the nature, timing, and extent of the testing of journal entries and other adjustments.
For purposes of identifying and selecting specific entries and other adjustments
for testing, and determining the appropriate method of examining the underlying support for the items selected, the auditor should consider:

•

The auditor's assessment of the risk of material misstatement due to
fraud. The presence of fraud risk factors or other conditions may help
the auditor to identify specific classes of journal entries for testing and
indicate the extent of testing necessary.

•

The effectiveness of controls that have been implemented over journal
entries and other adjustments. Effective controls over the preparation
and posting of journal entries and adjustments may affect the extent
of substantive testing necessary, provided that the auditor has tested
the operating effectiveness of those controls. However, even though
controls might be implemented and operating effectively, the auditor's

25
Section 314 requires the auditor to obtain an understanding of the automated and manual
procedures an entity uses to prepare financial statements and related disclosures, and how misstatements may occur. This understanding includes (a) the procedures used to enter transaction totals
into the general ledger; (b) the procedures used to initiate, record, and process journal entries in the
general ledger; and (c) other procedures used to record recurring and nonrecurring adjustments to
the financial statements. [Footnote revised, March 2006, to reflect conforming changes necessary due
to the issuance of Statement on Auditing Standards No. 109. Footnote renumbered by the issuance of
Statement on Auditing Standards No. 113, November 2006.]
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procedures for testing journal entries and other adjustments should
include the identification and testing of specific items.

•

The entity's financial reporting process and the nature of the evidence
that can be examined. The auditor's procedures for testing journal entries and other adjustments will vary based on the nature of the financial reporting process. For many entities, routine processing of transactions involves a combination of manual and automated steps and
procedures. Similarly, the processing of journal entries and other adjustments might involve both manual and automated procedures and
controls. Regardless of the method, the auditor's procedures should include selecting from the general ledger journal entries to be tested and
examining support for those items. In addition, the auditor should be
aware that journal entries and other adjustments might exist in either
electronic or paper form. When information technology (IT) is used in
the financial reporting process, journal entries and other adjustments
might exist only in electronic form. Electronic evidence often requires
extraction of the desired data by an auditor with IT knowledge and
skills or the use of an IT specialist. In an IT environment, it may
be necessary for the auditor to employ computer-assisted audit techniques (for example, report writers, software or data extraction tools,
or other systems-based techniques) to identify the journal entries and
other adjustments to be tested.

•

The characteristics of fraudulent entries or adjustments. Inappropriate journal entries and other adjustments often have certain unique
identifying characteristics. Such characteristics may include entries
(a) made to unrelated, unusual, or seldom-used accounts, (b) made by
individuals who typically do not make journal entries, (c) recorded at
the end of the period or as post-closing entries that have little or no
explanation or description, (d) made either before or during the preparation of the financial statements that do not have account numbers,
or (e) containing round numbers or a consistent ending number.

•

The nature and complexity of the accounts. Inappropriate journal entries or adjustments may be applied to accounts that (a) contain transactions that are complex or unusual in nature, (b) contain significant
estimates and period-end adjustments, (c) have been prone to errors in
the past, (d) have not been reconciled on a timely basis or contain unreconciled differences, (e) contain intercompany transactions, or (f) are
otherwise associated with an identified risk of material misstatement
due to fraud. The auditor should recognize, however, that inappropriate journal entries and adjustments also might be made to other
accounts. In audits of entities that have several locations or components, the auditor should consider the need to select journal entries
from locations based on the factors set forth in section 312.16.

•

Journal entries or other adjustments processed outside the normal
course of business. Standard journal entries used on a recurring basis to record transactions such as monthly sales, purchases, and cash
disbursements, or to record recurring periodic accounting estimates
generally are subject to the entity's internal controls. Nonstandard
entries (for example, entries used to record nonrecurring transactions,
such as a business combination, or entries used to record a nonrecurring estimate, such as an asset impairment) might not be subject to the
same level of internal control. In addition, other adjustments such as
consolidating adjustments, report combinations, and reclassifications
generally are not reflected in formal journal entries and might not be
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subject to the entity's internal controls. Accordingly, the auditor should
consider placing additional emphasis on identifying and testing items
processed outside of the normal course of business.
[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 107.]
.62 Because fraudulent journal entries often are made at the end of a reporting period, the auditor's testing ordinarily should focus on the journal entries and other adjustments made at that time. However, because material
misstatements in financial statements due to fraud can occur throughout the
period and may involve extensive efforts to conceal how it is accomplished, the
auditor should consider whether there also is a need to test journal entries
throughout the period under audit.
.63 Reviewing accounting estimates for biases that could result in
material misstatement due to fraud. In preparing financial statements,
management is responsible for making a number of judgments or assumptions
that affect significant accounting estimates26 and for monitoring the reasonableness of such estimates on an ongoing basis. Fraudulent financial reporting often is accomplished through intentional misstatement of accounting estimates. As discussed in section 312.58, the auditor should consider whether
differences between estimates best supported by the audit evidence and the
estimates included in the financial statements, even if they are individually
reasonable, indicate a possible bias on the part of the entity's management, in
which case the auditor should reconsider the estimates taken as a whole. [Revised, March 2006, to reflect conforming changes necessary due to the issuance
of Statement on Auditing Standards No. 107.]
.64 The auditor also should perform a retrospective review of significant
accounting estimates reflected in the financial statements of the prior year to
determine whether management judgments and assumptions relating to the
estimates indicate a possible bias on the part of management. The significant
accounting estimates selected for testing should include those that are based
on highly sensitive assumptions or are otherwise significantly affected by judgments made by management. With the benefit of hindsight, a retrospective
review should provide the auditor with additional information about whether
there may be a possible bias on the part of management in making the currentyear estimates. This review, however, is not intended to call into question the
auditor's professional judgments made in the prior year that were based on
information available at the time.
.65 If the auditor identifies a possible bias on the part of management
in making accounting estimates, the auditor should evaluate whether circumstances producing such a bias represent a risk of a material misstatement due
to fraud. For example, information coming to the auditor's attention may indicate a risk that adjustments to the current-year estimates might be recorded
at the instruction of management to arbitrarily achieve a specified earnings
target.
.66 Evaluating the business rationale for significant unusual
transactions. During the course of the audit, the auditor may become aware of
significant transactions that are outside the normal course of business for the
entity, or that otherwise appear to be unusual given the auditor's understanding
of the entity and its environment. The auditor should gain an understanding
26
See section 342, Auditing Accounting Estimates, paragraphs .02 and .16, for a definition of
accounting estimates and a listing of examples. [Footnote renumbered by the issuance of Statement
on Auditing Standards No. 113, November 2006.]
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of the business rationale for such transactions and whether that rationale (or
the lack thereof) suggests that the transactions may have been entered into to
engage in fraudulent financial reporting or conceal misappropriation of assets.
.67 In understanding the business rationale for the transactions, the
auditor should consider:

•

Whether the form of such transactions is overly complex (for example,
involves multiple entities within a consolidated group or unrelated
third parties).

•

Whether management has discussed the nature of and accounting for
such transactions with those charged with governance.

•

Whether management is placing more emphasis on the need for a particular accounting treatment than on the underlying economics of the
transaction.

•

Whether transactions that involve unconsolidated related parties, including special purpose entities, have been properly reviewed and approved by those charged with governance.

•

Whether the transactions involve previously unidentified related parties27 or parties that do not have the substance or the financial strength
to support the transaction without assistance from the entity under
audit.

[Revised, April 2007, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]

Evaluating Audit Evidence
.68 Assessing risks of material misstatement due to fraud throughout the audit. The auditor's assessment of the risks of material misstatement
due to fraud should be ongoing throughout the audit. Conditions may be identified during fieldwork that change or support a judgment regarding the assessment of the risks, such as the following:

•

•

Discrepancies in the accounting records, including:
— Transactions that are not recorded in a complete or timely manner or are improperly recorded as to amount, accounting period,
classification, or entity policy
— Unsupported or unauthorized balances or transactions
— Last-minute adjustments that significantly affect financial results
— Evidence of employees' access to systems and records inconsistent
with that necessary to perform their authorized duties
— Tips or complaints to the auditor about alleged fraud
Conflicting or missing audit evidence, including:
— Missing documents
— Documents that appear to have been altered28

27
Section 334, Related Parties, provides guidance with respect to the identification of relatedparty relationships and transactions, including transactions that may be outside the ordinary course
of business (see, in particular, section 334.06). [Footnote renumbered by the issuance of Statement on
Auditing Standards No. 113, November 2006.]
28
As discussed in paragraph .09, auditors are not trained as or expected to be experts in the
authentication of documents; however, if the auditor believes that documents may not be authentic,
he or she should investigate further and consider using the work of a specialist to determine the
authenticity. [Footnote renumbered by the issuance of Statement on Auditing Standards No. 113,
November 2006.]
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— Unavailability of other than photocopied or electronically transmitted documents when documents in original form are expected
to exist
— Significant unexplained items on reconciliations
— Inconsistent, vague, or implausible responses from management
or employees arising from inquiries or analytical procedures (See
paragraph .72.)
— Unusual discrepancies between the entity's records and confirmation replies
— Missing inventory or physical assets of significant magnitude
— Unavailable or missing electronic evidence, inconsistent with the
entity's record retention practices or policies
— Inability to produce evidence of key systems development and program change testing and implementation activities for currentyear system changes and deployments

•

Problematic or unusual relationships between the auditor and management, including:
— Denial of access to records, facilities, certain employees, customers, vendors, or others from whom audit evidence might be
sought29
— Undue time pressures imposed by management to resolve complex
or contentious issues
— Complaints by management about the conduct of the audit or management intimidation of audit team members, particularly in connection with the auditor's critical assessment of audit evidence or
in the resolution of potential disagreements with management
— Unusual delays by the entity in providing requested information
— Unwillingness to facilitate auditor access to key electronic files for
testing through the use of computer-assisted audit techniques
— Denial of access to key IT operations staff and facilities, including
security, operations, and systems development personnel
— An unwillingness to add or revise disclosures in the financial statements to make them more complete and transparent

[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 105.]
.69 Evaluating whether analytical procedures performed as substantive tests or in the overall review stage of the audit indicate a previously unrecognized risk of material misstatement due to fraud. As
discussed in paragraphs .28 through .30, the auditor should consider whether
analytical procedures performed in planning the audit result in identifying any
unusual or unexpected relationships that should be considered in assessing the
risks of material misstatement due to fraud. The auditor also should evaluate
whether analytical procedures that were performed as substantive tests or in
the overall review stage of the audit (see section 329) indicate a previously
unrecognized risk of material misstatement due to fraud.

29
Denial of access to information may constitute a limitation on the scope of the audit that may
require the auditor to consider qualifying or disclaiming an opinion on the financial statements. (See
section 508, Reports on Audited Financial Statements, paragraph .24.) [Footnote renumbered by the
issuance of Statement on Auditing Standards No. 113, November 2006.]
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.70 If not already performed during the overall review stage of the audit, the auditor should perform analytical procedures relating to revenue, as
discussed in paragraph .29, through the end of the reporting period.
.71 Determining which particular trends and relationships may indicate
a risk of material misstatement due to fraud requires professional judgment.
Unusual relationships involving year-end revenue and income often are particularly relevant. These might include, for example, (a) uncharacteristically
large amounts of income being reported in the last week or two of the reporting
period from unusual transactions, as well as (b) income that is inconsistent
with trends in cash flow from operations.
.72 Some unusual or unexpected analytical relationships may have been
identified and may indicate a risk of material misstatement due to fraud because management or employees generally are unable to manipulate certain
information to create seemingly normal or expected relationships. Some examples are as follows:

•

The relationship of net income to cash flows from operations may appear unusual because management recorded fictitious revenues and
receivables but was unable to manipulate cash.

•

Changes in inventory, accounts payable, sales, or cost of sales from the
prior period to the current period may be inconsistent, indicating a
possible employee theft of inventory, because the employee was unable
to manipulate all of the related accounts.

•

A comparison of the entity's profitability to industry trends, which
management cannot manipulate, may indicate trends or differences for
further consideration when identifying risks of material misstatement
due to fraud.

•

A comparison of bad debt write-offs to comparable industry data, which
employees cannot manipulate, may provide unexplained relationships
that could indicate a possible theft of cash receipts.

•

An unexpected or unexplained relationship between sales volume
as determined from the accounting records and production statistics
maintained by operations personnel—which may be more difficult for
management to manipulate—may indicate a possible misstatement of
sales.

.73 The auditor also should consider whether responses to inquiries
throughout the audit about analytical relationships have been vague or implausible, or have produced evidence that is inconsistent with other audit evidence accumulated during the audit. [Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards
No. 105.]
.74 Evaluating the risks of material misstatement due to fraud at
or near the date of the auditor’s report. At or near the completion of fieldwork, the auditor should evaluate whether the accumulated results of auditing
procedures and other observations (for example, conditions and analytical relationships noted in paragraphs .69 through .73) affect the assessment of the
risks of material misstatement due to fraud made earlier in the audit. This
evaluation primarily is a qualitative matter based on the auditor's judgment.
Such an evaluation may provide further insight about the risks of material
misstatement due to fraud and whether there is a need to perform additional
or different audit procedures. As part of this evaluation, the auditor with final
responsibility for the audit should ascertain that there has been appropriate
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communication with the other audit team members throughout the audit regarding information or conditions indicative of risks of material misstatement
due to fraud.30
.75 Responding to misstatements that may be the result of fraud.
When audit test results identify misstatements in the financial statements,
the auditor should consider whether such misstatements may be indicative of
fraud.31 That determination affects the auditor's evaluation of materiality and
the related responses necessary as a result of that evaluation.32
.76 If the auditor believes that misstatements are or may be the result of
fraud, but the effect of the misstatements is not material to the financial statements, the auditor nevertheless should evaluate the implications, especially
those dealing with the organizational position of the person(s) involved. For example, fraud involving misappropriations of cash from a small petty cash fund
normally would be of little significance to the auditor in assessing the risk of
material misstatement due to fraud because both the manner of operating the
fund and its size would tend to establish a limit on the amount of potential loss,
and the custodianship of such funds normally is entrusted to a nonmanagement
employee.33 Conversely, if the matter involves higher-level management, even
though the amount itself is not material to the financial statements, it may
be indicative of a more pervasive problem, for example, implications about the
integrity of management.34 In such circumstances, the auditor should reevaluate the assessment of the risk of material misstatement due to fraud and its
resulting impact on (a) the nature, timing, and extent of the tests of balances
or transactions and (b) the assessment of the effectiveness of controls if control
risk was assessed below the maximum.
.77 If the auditor believes that the misstatement is or may be the result of
fraud, and either has determined that the effect could be material to the financial statements or has been unable to evaluate whether the effect is material,
the auditor should:
a.

Attempt to obtain additional audit evidence to determine whether material fraud has occurred or is likely to have occurred, and, if so, its
effect on the financial statements and the auditor's report thereon.35

30
To accomplish this communication, the auditor with final responsibility for the audit may want
to arrange another discussion among audit team members about the risks of material misstatement
due to fraud (see paragraphs .14 through .18). [Footnote renumbered by the issuance of Statement on
Auditing Standards No. 113, November 2006.]
31
See footnote 4. [Footnote renumbered by the issuance of Statement on Auditing Standards
No. 113, November 2006.]
32
Section 312.60 states in part, "Qualitative considerations also influence the auditor in reaching
a conclusion as to whether misstatements are material." Section 312.59 states, "As a result of the
interaction of quantitative and qualitative considerations in materiality judgments, misstatements
of relatively small amounts that come to the auditor's attention could have a material effect on the
financial statements." [Footnote revised, March 2006, to reflect conforming changes necessary due to
the issuance of Statement on Auditing Standards No. 107. Footnote renumbered by the issuance of
Statement on Auditing Standards No. 113, November 2006.]
33
However, see paragraphs .79 through .82 of this section for a discussion of the auditor's communication responsibilities. [Footnote renumbered by the issuance of Statement on Auditing Standards
No. 113, November 2006.]
34
Section 312.10 states that there is a distinction between the auditor's response to detected
misstatements due to error and those due to fraud. When fraud is detected, the auditor should consider
the implications for the integrity of management or employees and the possible effect on other aspects
of the audit. [Footnote revised, March 2006, to reflect conforming changes necessary due to the issuance
of Statement on Auditing Standards No. 107. Footnote renumbered by the issuance of Statement on
Auditing Standards No. 113, November 2006.]
35
See section 508 for guidance on auditors' reports issued in connection with audits of financial
statements. [Footnote renumbered by the issuance of Statement on Auditing Standards No. 113,
November 2006.]
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b.

Consider the implications for other aspects of the audit (see paragraph .76).

c.

Discuss the matter and the approach for further investigation with
an appropriate level of management that is at least one level above
those involved, and with senior management and those charged with
governance.36

d.

If appropriate, suggest that the client consult with legal counsel.

[Revised, March 2006, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 105. Revised, April 2007, to
reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]
.78 The auditor's consideration of the risks of material misstatement and
the results of audit tests may indicate such a significant risk of material misstatement due to fraud that the auditor should consider withdrawing from the
engagement and communicating the reasons for withdrawal to those charged
with governance.[37] Whether the auditor concludes that withdrawal from the
engagement is appropriate may depend on (a) the implications about the integrity of management and (b) the diligence and cooperation of management
or the board of directors in investigating the circumstances and taking appropriate action. Because of the variety of circumstances that may arise, it is not
possible to definitively describe when withdrawal is appropriate.38 The auditor
may wish to consult with legal counsel when considering withdrawal from an
engagement. [Revised, April 2007, to reflect conforming changes necessary due
to the issuance of Statement on Auditing Standards No. 114.]

Communicating About Possible Fraud to Management,
Those Charged With Governance, and Others39
.79 Whenever the auditor has determined that there is evidence that fraud
may exist, that matter should be brought to the attention of an appropriate
level of management. This is appropriate even if the matter might be considered inconsequential, such as a minor defalcation by an employee at a low
level in the entity's organization. Fraud involving senior management and
fraud (whether caused by senior management or other employees) that causes
36
If the auditor believes senior management may be involved, discussion of the matter directly
with those charged with governance may be appropriate. [Footnote renumbered by the issuance of
Statement on Auditing Standards No. 113, November 2006. Footnote revised, April 2007, to reflect
conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]
[37]
[Footnote renumbered by the issuance of Statement on Auditing Standards No. 113, November
2006. Footnote deleted due to conforming changes necessary due to the issuance of Statement on
Auditing Standards No. 114.]
38
If the auditor, subsequent to the date of the report on the audited financial statements, becomes
aware that facts existed at that date that might have affected the report had the auditor been aware of
such facts, the auditor should refer to section 561, Subsequent Discovery of Facts Existing at the Date
of the Auditor's Report, for guidance. Furthermore, section 315, Communications Between Predecessor
and Successor Auditors, paragraphs .21 and .22, provide guidance regarding communication with a
predecessor auditor. [Footnote renumbered by the issuance of Statement on Auditing Standards No.
113, November 2006.]
39
The requirements to communicate noted in paragraphs .79 through .82 extend to any intentional misstatement of financial statements (see paragraph .03). However, the communication may
use terms other than fraud—for example, irregularity, intentional misstatement, misappropriation,
or defalcations—if there is possible confusion with a legal definition of fraud or other reason to prefer
alternative terms. [Footnote renumbered by the issuance of Statement on Auditing Standards No.
113, November 2006.]
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a material misstatement of the financial statements should be reported directly to those charged with governance. In addition, the auditor should reach
an understanding with those charged with governance regarding the nature
and extent of communications with them about misappropriations perpetrated
by lower-level employees. [Revised, April 2007, to reflect conforming changes
necessary due to the issuance of Statement on Auditing Standards No. 114.]
.80 If the auditor, as a result of the assessment of the risks of material misstatement, has identified risks of material misstatement due to fraud
that have continuing control implications (whether or not transactions or adjustments that could be the result of fraud have been detected), the auditor
should consider whether these risks represent significant deficiencies or material weaknesses in the entity's internal control that should be communicated
to management and those charged with governance.[40] (See section 325, Communicating Internal Control Related Matters Identified in an Audit , paragraph
.04). The auditor also should consider whether the absence of or deficiencies in
programs and controls to mitigate specific risks of fraud or to otherwise help
prevent, deter, and detect fraud (see paragraph .44) represent significant deficiencies or material weaknesses that should be communicated to management
and those charged with governance. [Revised, May 2006, to reflect conforming
changes necessary due to the issuance of Statement on Auditing Standards
No. 112.]
.81 The auditor also may wish to communicate other risks of fraud identified as a result of the assessment of the risks of material misstatements due to
fraud. Such a communication may be a part of an overall communication with
those charged with governance of business and financial statement risks affecting the entity and/or in conjunction with the auditor communication about the
quality of the entity's accounting principles (see section 380.11). [Revised, April
2007, to reflect conforming changes necessary due to the issuance of Statement
on Auditing Standards No. 114.]
.82 The disclosure of possible fraud to parties other than the client's senior management and those charged with governance ordinarily is not part
of the auditor's responsibility and ordinarily would be precluded by the auditor's ethical or legal obligations of confidentiality unless the matter is reflected in the auditor's report. The auditor should recognize, however, that in
the following circumstances a duty to disclose to parties outside the entity may
exist:
a.
b.

c.

To comply with certain legal and regulatory requirements41
To a successor auditor when the successor makes inquiries in accordance with section 315, Communications Between Predecessor and
Successor Auditors42
In response to a subpoena

[40]
[Footnote deleted to reflect conforming changes necessary due to the issuance of Statement
on Auditing Standards No. 112. Footnote renumbered by the issuance of Statement on Auditing
Standards No. 113, November 2006.]
41
These requirements include reports in connection with the termination of the engagement,
such as when the entity reports an auditor change on Form 8-K and the fraud or related risk factors
constitute a reportable event or is the source of a disagreement, as these terms are defined in Item
304 of Regulation S-K. These requirements also include reports that may be required, under certain
circumstances, pursuant to Section 10A(b)1 of the Securities Exchange Act of 1934 relating to an illegal
act that has a material effect on the financial statements. [Footnote renumbered by the issuance of
Statement on Auditing Standards No. 113, November 2006.]
42
Section 315 requires the specific permission of the client. [Footnote renumbered by the issuance
of Statement on Auditing Standards No. 113, November 2006.]
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d.

To a funding agency or other specified agency in accordance with requirements for the audits of entities that receive governmental financial assistance43
Because potential conflicts between the auditor's ethical and legal obligations
for confidentiality of client matters may be complex, the auditor may wish to
consult with legal counsel before discussing matters covered by paragraphs
.79 through .81 with parties outside the client. [Revised, April 2007, to reflect
conforming changes necessary due to the issuance of Statement on Auditing
Standards No. 114.]

Documenting the Auditor’s Consideration of Fraud
.83 The auditor should document the following:

•

The discussion among engagement personnel in planning the audit regarding the susceptibility of the entity's financial statements to material misstatement due to fraud, including how and when the discussion
occurred, the audit team members who participated, and the subject
matter discussed (See paragraphs .14 through .17.)

•

The procedures performed to obtain information necessary to identify
and assess the risks of material misstatement due to fraud (See paragraphs .19 through .34.)

•

Specific risks of material misstatement due to fraud that were identified (see paragraphs .35 through .45), and a description of the auditor's
response to those risks (See paragraphs .46 through .56.)

•

If the auditor has not identified in a particular circumstance, improper
revenue recognition as a risk of material misstatement due to fraud,
the reasons supporting the auditor's conclusion (See paragraph .41.)

•

The results of the procedures performed to further address the risk of
management override of controls (See paragraphs .58 through .67.)

•

Other conditions and analytical relationships that caused the auditor
to believe that additional auditing procedures or other responses were
required and any further responses the auditor concluded were appropriate, to address such risks or other conditions (See paragraphs .68
through .73.)

•

The nature of the communications about fraud made to management, those charged with governance, and others (See paragraphs .79
through .82.)

[Revised, April 2007, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]

Effective Date
.84 This section is effective for audits of financial statements for periods
beginning on or after December 15, 2002. Early application of the provisions of
this section is permissible.

43
For example, Government Auditing Standards (the Yellow Book) require auditors to report
fraud or illegal acts directly to parties outside the audited entity in certain circumstances. [Footnote
renumbered by the issuance of Statement on Auditing Standards No. 113, November 2006.]
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Appendix
Examples of Fraud Risk Factors
A.1 This appendix contains examples of risk factors discussed in paragraphs .31 through .33 of the section. Separately presented are examples relating to the two types of fraud relevant to the auditor's consideration—that
is, fraudulent financial reporting and misappropriation of assets. For each of
these types of fraud, the risk factors are further classified based on the three
conditions generally present when material misstatements due to fraud occur:
(a) incentives/pressures, (b) opportunities, and (c) attitudes/rationalizations.
Although the risk factors cover a broad range of situations, they are only examples and, accordingly, the auditor may wish to consider additional or different
risk factors. Not all of these examples are relevant in all circumstances, and
some may be of greater or lesser significance in entities of different size or
with different ownership characteristics or circumstances. Also, the order of
the examples of risk factors provided is not intended to reflect their relative
importance or frequency of occurrence.

Risk Factors Relating to Misstatements Arising From Fraudulent
Financial Reporting
A.2 The following are examples of risk factors relating to misstatements
arising from fraudulent financial reporting.

Incentives/Pressures
a.

Financial stability or profitability is threatened by economic, industry,
or entity operating conditions, such as (or as indicated by):
— High degree of competition or market saturation, accompanied by
declining margins
— High vulnerability to rapid changes, such as changes in technology,
product obsolescence, or interest rates
— Significant declines in customer demand and increasing business
failures in either the industry or overall economy
— Operating losses making the threat of bankruptcy, foreclosure, or
hostile takeover imminent
— Recurring negative cash flows from operations and an inability to
generate cash flows from operations while reporting earnings and
earnings growth
— Rapid growth or unusual profitability, especially compared to that
of other companies in the same industry
— New accounting, statutory, or regulatory requirements

b.

Excessive pressure exists for management to meet the requirements
or expectations of third parties due to the following:
— Profitability or trend level expectations of investment analysts,
institutional investors, significant creditors, or other external parties (particularly expectations that are unduly aggressive or unrealistic), including expectations created by management in, for example, overly optimistic press releases or annual report messages

AU §316.85

1750

The Standards of Field Work
— Need to obtain additional debt or equity financing to stay
competitive—including financing of major research and development or capital expenditures
— Marginal ability to meet exchange listing requirements or debt
repayment or other debt covenant requirements
— Perceived or real adverse effects of reporting poor financial results
on significant pending transactions, such as business combinations or contract awards
c.

Information available indicates that management's or those charged
with governance's personal financial situation is threatened by the
entity's financial performance arising from the following:
— Significant financial interests in the entity
— Significant portions of their compensation (for example, bonuses,
stock options, and earn-out arrangements) being contingent upon
achieving aggressive targets for stock price, operating results, financial position, or cash flow1
— Personal guarantees of debts of the entity

d.

There is excessive pressure on management or operating personnel
to meet financial targets set up by those charged with governance or
management, including sales or profitability incentive goals.

Opportunities
a.

The nature of the industry or the entity's operations provides opportunities to engage in fraudulent financial reporting that can arise from
the following:
— Significant related-party transactions not in the ordinary course of
business or with related entities not audited or audited by another
firm
— A strong financial presence or ability to dominate a certain industry sector that allows the entity to dictate terms or conditions to
suppliers or customers that may result in inappropriate or nonarm's-length transactions
— Assets, liabilities, revenues, or expenses based on significant estimates that involve subjective judgments or uncertainties that are
difficult to corroborate
— Significant, unusual, or highly complex transactions, especially
those close to period end that pose difficult "substance over form"
questions
— Significant operations located or conducted across international
borders in jurisdictions where differing business environments
and cultures exist
— Significant bank accounts or subsidiary or branch operations in
tax-haven jurisdictions for which there appears to be no clear business justification

1
Management incentive plans may be contingent upon achieving targets relating only to certain
accounts or selected activities of the entity, even though the related accounts or activities may not be
material to the entity as a whole.
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There is ineffective monitoring of management as a result of the following:
— Domination of management by a single person or small group (in
a nonowner-managed business) without compensating controls
— Ineffective oversight over the financial reporting process and internal control by those charged with governance

c.

There is a complex or unstable organizational structure, as evidenced
by the following:
— Difficulty in determining the organization or individuals that have
controlling interest in the entity
— Overly complex organizational structure involving unusual legal
entities or managerial lines of authority
— High turnover of senior management, counsel, or board members

d.

Internal control components are deficient as a result of the following:
— Inadequate monitoring of controls, including automated controls
and controls over interim financial reporting (where external reporting is required)
— High turnover rates or employment of ineffective accounting, internal audit, or information technology staff
— Ineffective accounting and information systems, including situations involving significant deficiencies or material weaknesses in
internal control

Attitudes/Rationalizations
Risk factors reflective of attitudes/rationalizations by those charged with governance, management, or employees, that allow them to engage in and/or justify
fraudulent financial reporting, may not be susceptible to observation by the
auditor. Nevertheless, the auditor who becomes aware of the existence of such
information should consider it in identifying the risks of material misstatement
arising from fraudulent financial reporting. For example, auditors may become
aware of the following information that may indicate a risk factor:

•

Ineffective communication, implementation, support, or enforcement
of the entity's values or ethical standards by management or the communication of inappropriate values or ethical standards

•

Nonfinancial management's excessive participation in or preoccupation with the selection of accounting principles or the determination
of significant estimates

•

Known history of violations of securities laws or other laws and regulations, or claims against the entity, its senior management, or board
members alleging fraud or violations of laws and regulations

•

Excessive interest by management in maintaining or increasing the
entity's stock price or earnings trend

•

A practice by management of committing to analysts, creditors, and
other third parties to achieve aggressive or unrealistic forecasts

•

Management failing to correct known significant deficiencies or material weaknesses in internal control on a timely basis

•

An interest by management in employing inappropriate means to minimize reported earnings for tax-motivated reasons
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•
•

Recurring attempts by management to justify marginal or inappropriate accounting on the basis of materiality
The relationship between management and the current or predecessor
auditor is strained, as exhibited by the following:
— Frequent disputes with the current or predecessor auditor on accounting, auditing, or reporting matters
— Unreasonable demands on the auditor, such as unreasonable time
constraints regarding the completion of the audit or the issuance
of the auditor's report
— Formal or informal restrictions on the auditor that inappropriately
limit access to people or information or the ability to communicate
effectively with those charged with governance
— Domineering management behavior in dealing with the auditor,
especially involving attempts to influence the scope of the auditor's
work or the selection or continuance of personnel assigned to or
consulted on the audit engagement

Risk Factors Relating to Misstatements Arising From
Misappropriation of Assets
A.3 Risk factors that relate to misstatements arising from misappropriation of assets are also classified according to the three conditions generally present when fraud exists: incentives/pressures, opportunities, and attitudes/rationalizations. Some of the risk factors related to misstatements arising
from fraudulent financial reporting also may be present when misstatements
arising from misappropriation of assets occur. For example, ineffective monitoring of management and weaknesses in internal control may be present when
misstatements due to either fraudulent financial reporting or misappropriation
of assets exist. The following are examples of risk factors related to misstatements arising from misappropriation of assets.

Incentives/Pressures
a.

b.

Personal financial obligations may create pressure on management or
employees with access to cash or other assets susceptible to theft to
misappropriate those assets.
Adverse relationships between the entity and employees with access
to cash or other assets susceptible to theft may motivate those employees to misappropriate those assets. For example, adverse relationships
may be created by the following:
— Known or anticipated future employee layoffs
— Recent or anticipated changes to employee compensation or benefit plans
— Promotions, compensation, or other rewards inconsistent with expectations

Opportunities
a.

Certain characteristics or circumstances may increase the susceptibility of assets to misappropriation. For example, opportunities to misappropriate assets increase when there are the following:
— Large amounts of cash on hand or processed
— Inventory items that are small in size, of high value, or in high
demand
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— Easily convertible assets, such as bearer bonds, diamonds, or computer chips
— Fixed assets that are small in size, marketable, or lacking observable identification of ownership
b.

Inadequate internal control over assets may increase the susceptibility
of misappropriation of those assets. For example, misappropriation of
assets may occur because there is the following:
— Inadequate segregation of duties or independent checks
— Inadequate management oversight of employees responsible for
assets, for example, inadequate supervision or monitoring of remote locations
— Inadequate job applicant screening of employees with access to
assets
— Inadequate recordkeeping with respect to assets
— Inadequate system of authorization and approval of transactions
(for example, in purchasing)
— Inadequate physical safeguards over cash, investments, inventory,
or fixed assets
— Lack of complete and timely reconciliations of assets
— Lack of timely and appropriate documentation of transactions, for
example, credits for merchandise returns
— Lack of mandatory vacations for employees performing key control
functions
— Inadequate management understanding of information technology, which enables information technology employees to perpetrate a misappropriation
— Inadequate access controls over automated records, including controls over and review of computer systems event logs.

Attitudes/Rationalizations
Risk factors reflective of employee attitudes/rationalizations that allow them to
justify misappropriations of assets, are generally not susceptible to observation
by the auditor. Nevertheless, the auditor who becomes aware of the existence
of such information should consider it in identifying the risks of material misstatement arising from misappropriation of assets. For example, auditors may
become aware of the following attitudes or behavior of employees who have
access to assets susceptible to misappropriation:

•

Disregard for the need for monitoring or reducing risks related to misappropriations of assets

•

Disregard for internal control over misappropriation of assets by overriding existing controls or by failing to correct known internal control
deficiencies

•

Behavior indicating displeasure or dissatisfaction with the company
or its treatment of the employee

•

Changes in behavior or lifestyle that may indicate assets have been
misappropriated

[Revised, May 2006, to reflect conforming changes necessary due to the issuance
of Statement on Auditing Standards No. 112. Revised, April 2007, to reflect
conforming changes necessary due to the issuance of Statement on Auditing
Standards No. 114.]
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Exhibit
Management Antifraud Programs and Controls
Guidance to Help Prevent, Deter, and Detect Fraud
(This exhibit is reprinted for the reader's convenience but is not an integral
part of the section.)
This document is being issued jointly by the following organizations:
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Association of Certified Fraud Examiners
Financial Executives International
Information Systems Audit and Control Association
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Institute of Management Accountants
Society for Human Resource Management
In addition, we would also like to acknowledge the American Accounting Association, the Defense Industry Initiative, and the National Association of Corporate Directors for their review of the document and helpful comments and
materials.
We gratefully acknowledge the valuable contribution provided by the AntiFraud Detection Subgroup:
Daniel D. Montgomery, Chair
David L. Landsittel
Toby J.F. Bishop
Carol A. Langelier
Dennis H. Chookaszian
Joseph T. Wells
Susan A. Finn
Janice Wilkins
Dana Hermanson
Finally, we thank the staff of the American Institute of Certified Public Accountants for their support on this project:
Charles E. Landes
Kim M. Gibson
Director
Senior Technical Manager
Audit and Attest Standards
Audit and Attest Standards
Richard Lanza
Hugh Kelsey
Senior Program Manager
Program Manager
Chief Operating Office
Knowledge Management
This document was commissioned by the Fraud Task Force of the AICPA's Auditing Standards Board. This document has not been adopted, approved, disapproved, or otherwise acted upon by a board, committee, governing body, or
membership of the above issuing organizations.
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Preface
Some organizations have significantly lower levels of misappropriation of assets
and are less susceptible to fraudulent financial reporting than other organizations because these organizations take proactive steps to prevent or deter fraud.
It is only those organizations that seriously consider fraud risks and take proactive steps to create the right kind of climate to reduce its occurrence that have
success in preventing fraud. This document identifies the key participants in
this antifraud effort, including the board of directors, management, internal
and independent auditors, and certified fraud examiners.
Management may develop and implement some of these programs and controls
in response to specific identified risks of material misstatement of financial
statements due to fraud. In other cases, these programs and controls may be a
part of the entity's enterprise-wide risk management activities.
Management is responsible for designing and implementing systems and procedures for the prevention and detection of fraud and, along with the board of
directors, for ensuring a culture and environment that promotes honesty and
ethical behavior. However, because of the characteristics of fraud, a material
misstatement of financial statements due to fraud may occur notwithstanding
the presence of programs and controls such as those described in this document.
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Introduction
Fraud can range from minor employee theft and unproductive behavior to misappropriation of assets and fraudulent financial reporting. Material financial
statement fraud can have a significant adverse effect on an entity's market
value, reputation, and ability to achieve its strategic objectives. A number of
highly publicized cases have heightened the awareness of the effects of fraudulent financial reporting and have led many organizations to be more proactive
in taking steps to prevent or deter its occurrence. Misappropriation of assets,
though often not material to the financial statements, can nonetheless result
in substantial losses to an entity if a dishonest employee has the incentive and
opportunity to commit fraud.
The risk of fraud can be reduced through a combination of prevention, deterrence, and detection measures. However, fraud can be difficult to detect because
it often involves concealment through falsification of documents or collusion
among management, employees, or third parties. Therefore, it is important to
place a strong emphasis on fraud prevention, which may reduce opportunities
for fraud to take place, and fraud deterrence, which could persuade individuals that they should not commit fraud because of the likelihood of detection
and punishment. Moreover, prevention and deterrence measures are much less
costly than the time and expense required for fraud detection and investigation.
An entity's management has both the responsibility and the means to implement measures to reduce the incidence of fraud. The measures an organization
takes to prevent and deter fraud also can help create a positive workplace environment that can enhance the entity's ability to recruit and retain high-quality
employees.
Research suggests that the most effective way to implement measures to reduce
wrongdoing is to base them on a set of core values that are embraced by the
entity. These values provide an overarching message about the key principles
guiding all employees' actions. This provides a platform upon which a more detailed code of conduct can be constructed, giving more specific guidance about
permitted and prohibited behavior, based on applicable laws and the organization's values. Management needs to clearly articulate that all employees will
be held accountable to act within the organization's code of conduct.
This document identifies measures entities can implement to prevent, deter,
and detect fraud. It discusses these measures in the context of three fundamental elements. Broadly stated, these fundamental elements are (1) create
and maintain a culture of honesty and high ethics; (2) evaluate the risks of fraud
and implement the processes, procedures, and controls needed to mitigate the
risks and reduce the opportunities for fraud; and (3) develop an appropriate
oversight process. Although the entire management team shares the responsibility for implementing and monitoring these activities, with oversight from
the board of directors, the entity's chief executive officer (CEO) should initiate
and support such measures. Without the CEO's active support, these measures
are less likely to be effective.
The information presented in this document generally is applicable to entities
of all sizes. However, the degree to which certain programs and controls are
applied in smaller, less-complex entities and the formality of their application
are likely to differ from larger organizations. For example, management of a
smaller entity (or the owner of an owner-managed entity), along with those
charged with governance of the financial reporting process, are responsible for
creating a culture of honesty and high ethics. Management also is responsible
for implementing a system of internal controls commensurate with the nature
and size of the organization, but smaller entities may find that certain types
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of control activities are not relevant because of the involvement of and controls
applied by management. However, all entities must make it clear that unethical
or dishonest behavior will not be tolerated.

Creating a Culture of Honesty and High Ethics
It is the organization's responsibility to create a culture of honesty and high
ethics and to clearly communicate acceptable behavior and expectations of each
employee. Such a culture is rooted in a strong set of core values (or value system) that provides the foundation for employees as to how the organization
conducts its business. It also allows an entity to develop an ethical framework
that covers (1) fraudulent financial reporting, (2) misappropriation of assets,
and (3) corruption as well as other issues.1
Creating a culture of honesty and high ethics should include the following.

Setting the Tone at the Top
Directors and officers of corporations set the "tone at the top" for ethical behavior within any organization. Research in moral development strongly suggests
that honesty can best be reinforced when a proper example is set—sometimes
referred to as the tone at the top. The management of an entity cannot act one
way and expect others in the entity to behave differently.
In many cases, particularly in larger organizations, it is necessary for management to both behave ethically and openly communicate its expectations for
ethical behavior because most employees are not in a position to observe management's actions. Management must show employees through its words and
actions that dishonest or unethical behavior will not be tolerated, even if the
result of the action benefits the entity. Moreover, it should be evident that all
employees will be treated equally, regardless of their position.
For example, statements by management regarding the absolute need to meet
operating and financial targets can create undue pressures that may lead employees to commit fraud to achieve them. Setting unachievable goals for employees can give them two unattractive choices: fail or cheat. In contrast, a
statement from management that says, "We are aggressive in pursuing our
targets, while requiring truthful financial reporting at all times," clearly indicates to employees that integrity is a requirement. This message also conveys
that the entity has "zero tolerance" for unethical behavior, including fraudulent
financial reporting.
The cornerstone of an effective antifraud environment is a culture with a strong
value system founded on integrity. This value system often is reflected in a code
of conduct.2 The code of conduct should reflect the core values of the entity and
guide employees in making appropriate decisions during their workday. The
code of conduct might include such topics as ethics, confidentiality, conflicts
of interest, intellectual property, sexual harassment, and fraud.3 For a code of

1

Corruption includes bribery and other illegal acts.
An entity's value system also could be reflected in an ethics policy, a statement of business
principles, or some other concise summary of guiding principles.
3
Although the discussion in this document focuses on fraud, the subject of fraud often is considered in the context of a broader set of principles that govern an organization. Some organizations,
however, may elect to develop a fraud policy separate from an ethics policy. Specific examples of topics
in a fraud policy might include a requirement to comply with all laws and regulations and explicit
guidance regarding making payments to obtain contracts, holding pricing discussions with competitors, environmental discharges, relationships with vendors, and maintenance of accurate books and
records.
2
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conduct to be effective, it should be communicated to all personnel in an understandable fashion. It also should be developed in a participatory and positive
manner that will result in both management and employees taking ownership
of its content. Finally, the code of conduct should be included in an employee
handbook or policy manual, or in some other formal document or location (for
example, the entity's intranet) so it can be referred to when needed.
Senior financial officers hold an important and elevated role in corporate governance. While members of the management team, they are uniquely capable
and empowered to ensure that all stakeholders' interests are appropriately balanced, protected, and preserved. For examples of codes of conduct, see Attachment 1, "AICPA 'CPA's Handbook of Fraud and Commercial Crime Prevention,'
An Organizational Code of Conduct," and Attachment 2, "Financial Executives
International Code of Ethics Statement" provided by Financial Executives International. In addition, visit the Institute of Management Accountant's Ethics
Center at www.imanet.org for their members' standards of ethical conduct.

Creating a Positive Workplace Environment
Research results indicate that wrongdoing occurs less frequently when employees have positive feelings about an entity than when they feel abused,
threatened, or ignored. Without a positive workplace environment, there are
more opportunities for poor employee morale, which can affect an employee's
attitude about committing fraud against an entity. Factors that detract from a
positive work environment and may increase the risk of fraud include:

•

Top management that does not seem to care about or reward appropriate behavior

•
•
•
•
•
•
•
•
•
•

Negative feedback and lack of recognition for job performance
Perceived inequities in the organization
Autocratic rather than participative management
Low organizational loyalty or feelings of ownership
Unreasonable budget expectations or other financial targets
Fear of delivering "bad news" to supervisors and/or management
Less-than-competitive compensation
Poor training and promotion opportunities
Lack of clear organizational responsibilities
Poor communication practices or methods within the organization

The entity's human resources department often is instrumental in helping to
build a corporate culture and a positive work environment. Human resource
professionals are responsible for implementing specific programs and initiatives, consistent with management's strategies, that can help to mitigate many
of the detractors mentioned above. Mitigating factors that help create a positive
work environment and reduce the risk of fraud may include:

•

Recognition and reward systems that are in tandem with goals and
results

•
•
•
•

Equal employment opportunities
Team-oriented, collaborative decision-making policies
Professionally administered compensation programs
Professionally administered training programs and an organizational
priority of career development
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Employees should be empowered to help create a positive workplace environment and support the entity's values and code of conduct. They should be given
the opportunity to provide input to the development and updating of the entity's code of conduct, to ensure that it is relevant, clear, and fair. Involving
employees in this fashion also may effectively contribute to the oversight of the
entity's code of conduct and an environment of ethical behavior (see the section
titled "Developing an Appropriate Oversight Process").
Employees should be given the means to obtain advice internally before making decisions that appear to have significant legal or ethical implications. They
should also be encouraged and given the means to communicate concerns,
anonymously if preferred, about potential violations of the entity's code of conduct, without fear of retribution. Many organizations have implemented a process for employees to report on a confidential basis any actual or suspected
wrongdoing, or potential violations of the code of conduct or ethics policy. For
example, some organizations use a telephone "hotline" that is directed to or
monitored by an ethics officer, fraud officer, general counsel, internal audit director, or another trusted individual responsible for investigating and reporting
incidents of fraud or illegal acts.

Hiring and Promoting Appropriate Employees
Each employee has a unique set of values and personal code of ethics. When
faced with sufficient pressure and a perceived opportunity, some employees will
behave dishonestly rather than face the negative consequences of honest behavior. The threshold at which dishonest behavior starts, however, will vary among
individuals. If an entity is to be successful in preventing fraud, it must have
effective policies that minimize the chance of hiring or promoting individuals
with low levels of honesty, especially for positions of trust.
Proactive hiring and promotion procedures may include:

•

Conducting background investigations on individuals being considered
for employment or for promotion to a position of trust4

•

Thoroughly checking a candidate's education, employment history, and
personal references

•

Periodic training of all employees about the entity's values and code of
conduct, (training is addressed in the following section)

•

Incorporating into regular performance reviews an evaluation of how
each individual has contributed to creating an appropriate workplace
environment in line with the entity's values and code of conduct

•

Continuous objective evaluation of compliance with the entity's values
and code of conduct, with violations being addressed immediately

Training
New employees should be trained at the time of hiring about the entity's values
and its code of conduct. This training should explicitly cover expectations of all
employees regarding (1) their duty to communicate certain matters; (2) a list of
the types of matters, including actual or suspected fraud, to be communicated
along with specific examples; and (3) information on how to communicate those
matters. There also should be an affirmation from senior management regarding employee expectations and communication responsibilities. Such training
should include an element of "fraud awareness," the tone of which should be

4
Some organizations also have considered follow-up investigations, particularly for employees in
positions of trust, on a periodic basis (for example, every five years) or as circumstances dictate.
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positive but nonetheless stress that fraud can be costly (and detrimental in
other ways) to the entity and its employees.
In addition to training at the time of hiring, employees should receive refresher training periodically thereafter. Some organizations may consider ongoing training for certain positions, such as purchasing agents or employees with
financial reporting responsibilities. Training should be specific to an employee's
level within the organization, geographic location, and assigned responsibilities. For example, training for senior manager level personnel would normally
be different from that of nonsupervisory employees, and training for purchasing
agents would be different from that of sales representatives.

Confirmation
Management needs to clearly articulate that all employees will be held accountable to act within the entity's code of conduct. All employees within senior
management and the finance function, as well as other employees in areas that
might be exposed to unethical behavior (for example, procurement, sales and
marketing) should be required to sign a code of conduct statement annually, at
a minimum.
Requiring periodic confirmation by employees of their responsibilities will not
only reinforce the policy but may also deter individuals from committing fraud
and other violations and might identify problems before they become significant. Such confirmation may include statements that the individual understands the entity's expectations, has complied with the code of conduct, and
is not aware of any violations of the code of conduct other than those the individual lists in his or her response. Although people with low integrity may
not hesitate to sign a false confirmation, most people will want to avoid making a false statement in writing. Honest individuals are more likely to return
their confirmations and to disclose what they know (including any conflicts of
interest or other personal exceptions to the code of conduct). Thorough followup by internal auditors or others regarding nonreplies may uncover significant
issues.

Discipline
The way an entity reacts to incidents of alleged or suspected fraud will send a
strong deterrent message throughout the entity, helping to reduce the number
of future occurrences. The following actions should be taken in response to an
alleged incident of fraud:

•
•
•
•

A thorough investigation of the incident should be conducted.5
Appropriate and consistent actions should be taken against violators.
Relevant controls should be assessed and improved.
Communication and training should occur to reinforce the entity's values, code of conduct, and expectations.

Expectations about the consequences of committing fraud must be clearly communicated throughout the entity. For example, a strong statement from management that dishonest actions will not be tolerated, and that violators may be
terminated and referred to the appropriate authorities, clearly establishes consequences and can be a valuable deterrent to wrongdoing. If wrongdoing occurs
5
Many entities of sufficient size are employing antifraud professionals, such as certified fraud
examiners, who are responsible for resolving allegations of fraud within the organization and who
also assist in the detection and deterrence of fraud. These individuals typically report their findings
internally to the corporate security, legal, or internal audit departments. In other instances, such
individuals may be empowered directly by the board of directors or its audit committee.
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and an employee is disciplined, it can be helpful to communicate that fact, on
a no-name basis, in an employee newsletter or other regular communication to
employees. Seeing that other people have been disciplined for wrongdoing can
be an effective deterrent, increasing the perceived likelihood of violators being
caught and punished. It also can demonstrate that the entity is committed to
an environment of high ethical standards and integrity.

Evaluating Antifraud Processes and Controls
Neither fraudulent financial reporting nor misappropriation of assets can occur
without a perceived opportunity to commit and conceal the act. Organizations
should be proactive in reducing fraud opportunities by (1) identifying and measuring fraud risks, (2) taking steps to mitigate identified risks, and (3) implementing and monitoring appropriate preventive and detective internal controls
and other deterrent measures.

Identifying and Measuring Fraud Risks
Management has primary responsibility for establishing and monitoring all
aspects of the entity's fraud risk-assessment and prevention activities.6 Fraud
risks often are considered as part of an enterprise-wide risk management program, though they may be addressed separately.7 The fraud risk-assessment
process should consider the vulnerability of the entity to fraudulent activity
(fraudulent financial reporting, misappropriation of assets, and corruption)
and whether any of those exposures could result in a material misstatement
of the financial statements or material loss to the organization. In identifying fraud risks, organizations should consider organizational, industry, and
country-specific characteristics that influence the risk of fraud.
The nature and extent of management's risk assessment activities should be
commensurate with the size of the entity and complexity of its operations. For
example, the risk assessment process is likely to be less formal and less structured in smaller entities. However, management should recognize that fraud
can occur in organizations of any size or type, and that almost any employee
may be capable of committing fraud given the right set of circumstances. Accordingly, management should develop a heightened "fraud awareness" and
an appropriate fraud risk-management program, with oversight from those
charged with governance.

Mitigating Fraud Risks
It may be possible to reduce or eliminate certain fraud risks by making changes
to the entity's activities and processes. An entity may choose to sell certain segments of its operations, cease doing business in certain locations, or reorganize
its business processes to eliminate unacceptable risks. For example, the risk of
misappropriation of funds may be reduced by implementing a central lockbox
at a bank to receive payments instead of receiving money at the entity's various locations. The risk of corruption may be reduced by closely monitoring the
6
Management may elect to have internal audit play an active role in the development, monitoring,
and ongoing assessment of the entity's fraud risk-management program. This may include an active
role in the development and communication of the entity's code of conduct or ethics policy, as well as
in investigating actual or alleged instances of noncompliance.
7
Some organizations may perform a periodic self-assessment using questionnaires or other techniques to identify and measure risks. Self-assessment may be less reliable in identifying the risk of
fraud due to a lack of experience with fraud (although many organizations experience some form of
fraud and abuse, material financial statement fraud or misappropriation of assets is a rare event for
most) and because management may be unwilling to acknowledge openly that they might commit
fraud given sufficient pressure and opportunity.
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entity's procurement process. The risk of financial statement fraud may be reduced by implementing shared services centers to provide accounting services to
multiple segments, affiliates, or geographic locations of an entity's operations.
A shared services center may be less vulnerable to influence by local operations managers and may be able to implement more extensive fraud detection
measures cost-effectively.

Implementing and Monitoring Appropriate Internal Controls
Some risks are inherent in the environment of the entity, but most can be addressed with an appropriate system of internal control. Once fraud risk assessment has taken place, the entity can identify the processes, controls, and other
procedures that are needed to mitigate the identified risks. Effective internal
control will include a well-developed control environment, an effective and secure information system, and appropriate control and monitoring activities.8
Because of the importance of information technology in supporting operations
and the processing of transactions, management also needs to implement and
maintain appropriate controls, whether automated or manual, over computergenerated information.
In particular, management should evaluate whether appropriate internal controls have been implemented in any areas management has identified as posing
a higher risk of fraudulent activity, as well as controls over the entity's financial
reporting process. Because fraudulent financial reporting may begin in an interim period, management also should evaluate the appropriateness of internal
controls over interim financial reporting.
Fraudulent financial reporting by upper-level management typically involves
override of internal controls within the financial reporting process. Because
management has the ability to override controls, or to influence others to perpetrate or conceal fraud, the need for a strong value system and a culture of
ethical financial reporting becomes increasingly important. This helps create
an environment in which other employees will decline to participate in committing a fraud and will use established communication procedures to report any
requests to commit wrongdoing. The potential for management override also
increases the need for appropriate oversight measures by those charged with
governance, as discussed in the following section.
Fraudulent financial reporting by lower levels of management and employees
may be deterred or detected by appropriate monitoring controls, such as having
higher-level managers review and evaluate the financial results reported by
individual operating units or subsidiaries. Unusual fluctuations in results of
particular reporting units, or the lack of expected fluctuations, may indicate
potential manipulation by departmental or operating unit managers or staff.

Developing an Appropriate Oversight Process
To effectively prevent or deter fraud, an entity should have an appropriate oversight function in place. Oversight can take many forms and can be performed
by many within and outside the entity, under the overall oversight of the audit
committee (or those charged with governance, such as the board of directors,
where no audit committee exists).

8
The report of the Committee of Sponsoring Organizations (COSO) of the Treadway Commission, Internal Control—Integrated Framework, provides reasonable criteria for management to use in
evaluating the effectiveness of the entity's system of internal control.
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Audit Committee or Those Charged With Governance
The audit committee (or those charged with governance where no audit committee exists) should evaluate management's identification of fraud risks, implementation of antifraud measures, and creation of the appropriate "tone at
the top." Active oversight by the audit committee can help to reinforce management's commitment to creating a culture with "zero tolerance" for fraud.
An entity's audit committee also should ensure that senior management (in
particular, the CEO) implements appropriate fraud deterrence and prevention measures to better protect investors, employees, and other stakeholders.
The audit committee's evaluation and oversight not only helps make sure that
senior management fulfills its responsibility, but also can serve as a deterrent to senior management engaging in fraudulent activity (that is, by ensuring an environment is created whereby any attempt by senior management
to involve employees in committing or concealing fraud would lead promptly
to reports from such employees to appropriate persons, including the audit
committee).
The audit committee also plays an important role in helping those charged with
governance fulfill their oversight responsibilities with respect to the entity's financial reporting process and the system of internal control.9 In exercising this
oversight responsibility, the audit committee should consider the potential for
management override of controls or other inappropriate influence over the financial reporting process. For example, the audit committee may obtain from
the internal auditors and independent auditors their views on management's
involvement in the financial reporting process and, in particular, the ability
of management to override information processed by the entity's financial reporting system (for example, the ability for management or others to initiate
or record nonstandard journal entries). The audit committee also may consider
reviewing the entity's reported information for reasonableness compared with
prior or forecasted results, as well as with peers or industry averages. In addition, information received in communications from the independent auditors10
can assist the audit committee in assessing the strength of the entity's internal
control and the potential for fraudulent financial reporting.
As part of its oversight responsibilities, the audit committee should encourage
management to provide a mechanism for employees to report concerns about
unethical behavior, actual or suspected fraud, or violations of the entity's code
of conduct or ethics policy. The committee should then receive periodic reports
describing the nature, status, and eventual disposition of any fraud or unethical
conduct. A summary of the activity, follow-up and disposition also should be
provided to all of those charged with governance.
If senior management is involved in fraud, the next layer of management may
be the most likely to be aware of it. As a result, the audit committee (and others of those charged with governance) should consider establishing an open
line of communication with members of management one or two levels below
senior management to assist in identifying fraud at the highest levels of the

9
See the Report of the NACD Blue Ribbon Commission on the Audit Committee, (Washington,
D.C.: National Association of Corporate Directors, 2000). For the board's role in the oversight of risk
management, see Report of the NACD Blue Ribbon Commission on Risk Oversight, (Washington,
D.C.: National Association of Corporate Directors, 2002).
10
See section 325, Communicating Internal Control Related Matters Identified in an Audit, and
section 380, The Auditor's Communication With Those Charged With Governance. [Footnote revised,
May 2006, due to conforming changes necessary due to the issuance of Statement on Standards
No. 112. Footnote revised, April 2007, due to conforming changes necessary due to the issuance of
Statement on Standards No. 114.]
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organization or investigating any fraudulent activity that might occur.11 The
audit committee typically has the ability and authority to investigate any alleged or suspected wrongdoing brought to its attention. Most audit committee
charters empower the committee to investigate any matters within the scope
of its responsibilities, and to retain legal, accounting, and other professional
advisers as needed to advise the committee and assist in its investigation.
All audit committee members should be financially literate, and each committee should have at least one financial expert. The financial expert should
possess:

•

An understanding of generally accepted accounting principles and audits of financial statements prepared under those principles. Such understanding may have been obtained either through education or experience. It is important for someone on the audit committee to have
a working knowledge of those principles and standards.

•

Experience in the preparation and/or the auditing of financial statements of an entity of similar size, scope and complexity as the entity
on whose board the committee member serves. The experience would
generally be as a chief financial officer, chief accounting officer, controller, or auditor of a similar entity. This background will provide a
necessary understanding of the transactional and operational environment that produces the issuer's financial statements. It will also
bring an understanding of what is involved in, for example, appropriate accounting estimates, accruals, and reserve provisions, and an
appreciation of what is necessary to maintain a good internal control
environment.

•

Experience in internal governance and procedures of audit committees, obtained either as an audit committee member, a senior corporate manager responsible for answering to the audit committee, or an
external auditor responsible for reporting on the execution and results
of annual audits.

Management
Management is responsible for overseeing the activities carried out by employees, and typically does so by implementing and monitoring processes and
controls such as those discussed previously. However, management also may
initiate, participate in, or direct the commission and concealment of a fraudulent act. Accordingly, the audit committee (or those charged with governance
where no audit committee exists) has the responsibility to oversee the activities
of senior management and to consider the risk of fraudulent financial reporting involving the override of internal controls or collusion (see discussion on
the audit committee and board of directors above).
Public companies should include a statement in the annual report acknowledging management's responsibility for the preparation of the financial statements
and for establishing and maintaining an effective system of internal control.
This will help improve the public's understanding of the respective roles of
management and the auditor. This statement has also been generally referred
to as a "Management Report" or "Management Certificate." Such a statement
can provide a convenient vehicle for management to describe the nature and
manner of preparation of the financial information and the adequacy of the

11
Report of the NACD Best Practices Council: Coping with Fraud and Other Illegal Activity, A
Guide for Directors, CEOs, and Senior Managers (1998) sets forth "basic principles" and "implementation approaches" for dealing with fraud and other illegal activity.
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internal accounting controls. Logically, the statement should be presented in
close proximity to the formal financial statements. For example, it could appear
near the independent auditor's report, or in the financial review or management
analysis section.

Internal Auditors
An effective internal audit team can be extremely helpful in performing aspects
of the oversight function. Their knowledge about the entity may enable them
to identify indicators that suggest fraud has been committed. The Standards
for the Professional Practice of Internal Auditing (IIA Standards), issued by
the Institute of Internal Auditors, state, "The internal auditor should have
sufficient knowledge to identify the indicators of fraud but is not expected to
have the expertise of a person whose primary responsibility is detecting and
investigating fraud." Internal auditors also have the opportunity to evaluate
fraud risks and controls and to recommend action to mitigate risks and improve
controls. Specifically, the IIA Standards require internal auditors to assess risks
facing their organizations. This risk assessment is to serve as the basis from
which audit plans are devised and against which internal controls are tested.
The IIA Standards require the audit plan to be presented to and approved by
the audit committee (or board of directors where no audit committee exists).
The work completed as a result of the audit plan provides assurance on which
management's assertion about controls can be made.
Internal audits can be both a detection and a deterrence measure. Internal
auditors can assist in the deterrence of fraud by examining and evaluating the
adequacy and the effectiveness of the system of internal control, commensurate
with the extent of the potential exposure or risk in the various segments of the
organization's operations. In carrying out this responsibility, internal auditors
should, for example, determine whether:

•
•
•

The organizational environment fosters control consciousness.

•

Appropriate authorization policies for transactions are established and
maintained.

•

Policies, practices, procedures, reports, and other mechanisms are developed to monitor activities and safeguard assets, particularly in highrisk areas.

•

Communication channels provide management with adequate and reliable information.

•

Recommendations need to be made for the establishment or enhancement of cost-effective controls to help deter fraud.

Realistic organizational goals and objectives are set.
Written policies (for example, a code of conduct) exist that describe
prohibited activities and the action required whenever violations are
discovered.

Internal auditors may conduct proactive auditing to search for corruption, misappropriation of assets, and financial statement fraud. This may include the
use of computer-assisted audit techniques to detect particular types of fraud.
Internal auditors also can employ analytical and other procedures to isolate
anomalies and perform detailed reviews of high-risk accounts and transactions
to identify potential financial statement fraud. The internal auditors should
have an independent reporting line directly to the audit committee, to enable
them to express any concerns about management's commitment to appropriate
internal controls or to report suspicions or allegations of fraud involving senior
management.
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Independent Auditors
Independent auditors can assist management and the board of directors (or audit committee) by providing an assessment of the entity's process for identifying,
assessing, and responding to the risks of fraud. Those charged with governance,
such as the board of directors or audit committee, should have an open and
candid dialogue with the independent auditors regarding management's risk
assessment process and the system of internal control. Such a dialogue should
include a discussion of the susceptibility of the entity to fraudulent financial
reporting and the entity's exposure to misappropriation of assets.

Certified Fraud Examiners
Certified fraud examiners may assist the audit committee and board of directors
with aspects of the oversight process either directly or as part of a team of internal auditors or independent auditors. Certified fraud examiners can provide extensive knowledge and experience about fraud that may not be available within
a corporation. They can provide more objective input into management's evaluation of the risk of fraud (especially fraud involving senior management, such
as financial statement fraud) and the development of appropriate antifraud
controls that are less vulnerable to management override. They can assist the
audit committee and board of directors in evaluating the fraud risk assessment
and fraud prevention measures implemented by management. Certified fraud
examiners also conduct examinations to resolve allegations or suspicions of
fraud, reporting either to an appropriate level of management or to the audit
committee or board of directors, depending upon the nature of the issue and
the level of personnel involved.

Other Information
To obtain more information on fraud and implementing antifraud programs
and controls, please go to the following websites where additional materials,
guidance, and tools can be found.
American Institute of Certified Public Accountants
Association of Certified Fraud Examiners
Financial Executives International
Information Systems Audit and Control Association
The Institute of Internal Auditors
Institute of Management Accountants
National Association of Corporate Directors
Society for Human Resource Management
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Attachment 1: AICPA ”CPA’s Handbook of Fraud and
Commercial Crime Prevention,” An Organizational
Code of Conduct
The following is an example of an organizational code of conduct, which includes
definitions of what is considered unacceptable, and the consequences of any
breaches thereof. The specific content and areas addressed in an entity's code
of conduct should be specific to that entity.
Organizational Code of Conduct
The Organization and its employees must, at all times, comply with all
applicable laws and regulations. The Organization will not condone the
activities of employees who achieve results through violation of the law or
unethical business dealings. This includes any payments for illegal acts,
indirect contributions, rebates, and bribery. The Organization does not permit any activity that fails to stand the closest possible public scrutiny.
All business conduct should be well above the minimum standards required
by law. Accordingly, employees must ensure that their actions cannot be
interpreted as being, in any way, in contravention of the laws and regulations governing the Organization's worldwide operations.
Employees uncertain about the application or interpretation of any legal
requirements should refer the matter to their superior, who, if necessary,
should seek the advice of the legal department.
General Employee Conduct
The Organization expects its employees to conduct themselves in a businesslike manner. Drinking, gambling, fighting, swearing, and similar unprofessional activities are strictly prohibited while on the job.
Employees must not engage in sexual harassment, or conduct themselves
in a way that could be construed as such, for example, by using inappropriate language, keeping or posting inappropriate materials in their work
area, or accessing inappropriate materials on their computer.
Conflicts of Interest
The Organization expects that employees will perform their duties conscientiously, honestly, and in accordance with the best interests of the Organization. Employees must not use their position or the knowledge gained as
a result of their position for private or personal advantage. Regardless of
the circumstances, if employees sense that a course of action they have pursued, are presently pursuing, or are contemplating pursuing may involve
them in a conflict of interest with their employer, they should immediately
communicate all the facts to their superior.
Outside Activities, Employment, and Directorships
All employees share a serious responsibility for the Organization's good
public relations, especially at the community level. Their readiness to help
with religious, charitable, educational, and civic activities brings credit to
the Organization and is encouraged. Employees must, however, avoid acquiring any business interest or participating in any other activity outside
the Organization that would, or would appear to:

•

Create an excessive demand upon their time and attention, thus depriving the Organization of their best efforts on the job.

•

Create a conflict of interest—an obligation, interest, or distraction—
that may interfere with the independent exercise of judgment in the
Organization's best interest.
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Relationships With Clients and Suppliers
Employees should avoid investing in or acquiring a financial interest for
their own accounts in any business organization that has a contractual
relationship with the Organization, or that provides goods or services, or
both to the Organization, if such investment or interest could influence or
create the impression of influencing their decisions in the performance of
their duties on behalf of the Organization.
Gifts, Entertainment, and Favors
Employees must not accept entertainment, gifts, or personal favors that
could, in any way, influence, or appear to influence, business decisions in
favor of any person or organization with whom or with which the Organization has, or is likely to have, business dealings. Similarly, employees must
not accept any other preferential treatment under these circumstances
because their position with the Organization might be inclined to, or be
perceived to, place them under obligation.
Kickbacks and Secret Commissions
Regarding the Organization's business activities, employees may not receive payment or compensation of any kind, except as authorized under
the Organization's remuneration policies. In particular, the Organization
strictly prohibits the acceptance of kickbacks and secret commissions from
suppliers or others. Any breach of this rule will result in immediate termination and prosecution to the fullest extent of the law.
Organization Funds and Other Assets
Employees who have access to Organization funds in any form must follow
the prescribed procedures for recording, handling, and protecting money as
detailed in the Organization's instructional manuals or other explanatory
materials, or both. The Organization imposes strict standards to prevent
fraud and dishonesty. If employees become aware of any evidence of fraud
and dishonesty, they should immediately advise their superior or the Law
Department so that the Organization can promptly investigate further.
When an employee's position requires spending Organization funds or incurring any reimbursable personal expenses, that individual must use good
judgment on the Organization's behalf to ensure that good value is received
for every expenditure.
Organization funds and all other assets of the Organization are for Organization purposes only and not for personal benefit. This includes the
personal use of organizational assets, such as computers.
Organization Records and Communications
Accurate and reliable records of many kinds are necessary to meet the
Organization's legal and financial obligations and to manage the affairs
of the Organization. The Organization's books and records must reflect in
an accurate and timely manner all business transactions. The employees
responsible for accounting and recordkeeping must fully disclose and record
all assets, liabilities, or both, and must exercise diligence in enforcing these
requirements.
Employees must not make or engage in any false record or communication
of any kind, whether internal or external, including but not limited to:

•

False expense, attendance, production, financial, or similar reports and
statements

•

False advertising, deceptive marketing practices, or other misleading
representations
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Dealing With Outside People and Organizations
Employees must take care to separate their personal roles from their Organization positions when communicating on matters not involving Organization business. Employees must not use organization identification,
stationery, supplies, and equipment for personal or political matters.
When communicating publicly on matters that involve Organization business, employees must not presume to speak for the Organization on any
topic, unless they are certain that the views they express are those of the
Organization, and it is the Organization's desire that such views be publicly
disseminated.
When dealing with anyone outside the Organization, including public officials, employees must take care not to compromise the integrity or damage
the reputation of either the Organization, or any outside individual, business, or government body.
Prompt Communications
In all matters relevant to customers, suppliers, government authorities, the
public and others in the Organization, all employees must make every effort
to achieve complete, accurate, and timely communications—responding
promptly and courteously to all proper requests for information and to
all complaints.
Privacy and Confidentiality
When handling financial and personal information about customers or others with whom the Organization has dealings, observe the following principles:
1. Collect, use, and retain only the personal information necessary for
the Organization's business. Whenever possible, obtain any relevant
information directly from the person concerned. Use only reputable
and reliable sources to supplement this information.
2. Retain information only for as long as necessary or as required by law.
Protect the physical security of this information.
3. Limit internal access to personal information to those with a legitimate business reason for seeking that information. Use only personal
information for the purposes for which it was originally obtained. Obtain the consent of the person concerned before externally disclosing
any personal information, unless legal process or contractual obligation provides otherwise.
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Attachment 2: Financial Executives International Code of
Ethics Statement
The mission of Financial Executives International (FEI) includes significant
efforts to promote ethical conduct in the practice of financial management
throughout the world. Senior financial officers hold an important and elevated
role in corporate governance. While members of the management team, they
are uniquely capable and empowered to ensure that all stakeholders' interests are appropriately balanced, protected, and preserved. This code provides
principles that members are expected to adhere to and advocate. They embody
rules regarding individual and peer responsibilities, as well as responsibilities
to employers, the public, and other stakeholders.
All members of FEI will:
1. Act with honesty and integrity, avoiding actual or apparent conflicts
of interest in personal and professional relationships.
2. Provide constituents with information that is accurate, complete, objective, relevant, timely, and understandable.
3. Comply with rules and regulations of federal, state, provincial, and local governments, and other appropriate private and public regulatory
agencies.
4. Act in good faith; responsibly; and with due care, competence, and
diligence, without misrepresenting material facts or allowing one's independent judgment to be subordinated.
5. Respect the confidentiality of information acquired in the course of
one's work except when authorized or otherwise legally obligated to
disclose. Confidential information acquired in the course of one's work
will not be used for personal advantage.
6. Share knowledge and maintain skills important and relevant to constituents' needs.
7. Proactively promote ethical behavior as a responsible partner among
peers, in the work environment, and in the community.
8. Achieve responsible use of and control over all assets and resources
employed or entrusted.
[Revised, April 2007, to reflect conforming changes necessary due to the issuance of Statement on Auditing Standards No. 114.]
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AU Section 317

Illegal Acts by Clients
(Supersedes section 328.)
Source: SAS No. 54.
See section 9317 for interpretations of this section.
Effective for audits of financial statements for periods beginning on or after
January 1, 1989, unless otherwise indicated.
.01 This section prescribes the nature and extent of the consideration an
independent auditor should give to the possibility of illegal acts by a client in
an audit of financial statements in accordance with generally accepted auditing
standards. The section also provides guidance on the auditor's responsibilities
when a possible illegal act is detected.

Definition of Illegal Acts
.02 The term illegal acts, for purposes of this section, refers to violations of
laws or governmental regulations. Illegal acts by clients are acts attributable to
the entity whose financial statements are under audit or acts by management
or employees acting on behalf of the entity. Illegal acts by clients do not include personal misconduct by the entity's personnel unrelated to their business
activities.

Dependence on Legal Judgment
.03 Whether an act is, in fact, illegal is a determination that is normally
beyond the auditor's professional competence. An auditor, in reporting on financial statements, presents himself as one who is proficient in accounting and
auditing. The auditor's training, experience, and understanding of the client
and its industry may provide a basis for recognition that some client acts coming to his attention may be illegal. However, the determination as to whether a
particular act is illegal would generally be based on the advice of an informed
expert qualified to practice law or may have to await final determination by a
court of law.

Relation to Financial Statements
.04 Illegal acts vary considerably in their relation to the financial statements. Generally, the further removed an illegal act is from the events and
transactions ordinarily reflected in financial statements, the less likely the auditor is to become aware of the act or to recognize its possible illegality.
.05 The auditor considers laws and regulations that are generally recognized by auditors to have a direct and material effect on the determination
of financial statement amounts. For example, tax laws affect accruals and the
amount recognized as expense in the accounting period; applicable laws and regulations may affect the amount of revenue accrued under government contracts.
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However, the auditor considers such laws or regulations from the perspective
of their known relation to audit objectives derived from financial statements
assertions rather than from the perspective of legality per se. The auditor's
responsibility to detect and report misstatements resulting from illegal acts
having a direct and material effect on the determination of financial statement amounts is the same as that for misstatements caused by error or fraud
as described in section 110, Responsibilities and Functions of the Independent
Auditor.
.06 Entities may be affected by many other laws or regulations, including
those related to securities trading, occupational safety and health, food and drug
administration, environmental protection, equal employment, and price-fixing
or other antitrust violations. Generally, these laws and regulations relate more
to an entity's operating aspects than to its financial and accounting aspects, and
their financial statement effect is indirect. An auditor ordinarily does not have
sufficient basis for recognizing possible violations of such laws and regulations.
Their indirect effect is normally the result of the need to disclose a contingent
liability because of the allegation or determination of illegality. For example,
securities may be purchased or sold based on inside information. While the
direct effects of the purchase or sale may be recorded appropriately, their indirect effect, the possible contingent liability for violating securities laws, may
not be appropriately disclosed. Even when violations of such laws and regulations can have consequences material to the financial statements, the auditor
may not become aware of the existence of the illegal act unless he is informed
by the client, or there is evidence of a governmental agency investigation or enforcement proceeding in the records, documents, or other information normally
inspected in an audit of financial statements.

The Auditor’s Consideration of the Possibility of
Illegal Acts
.07 As explained in paragraph .05, certain illegal acts have a direct and
material effect on the determination of financial statement amounts. Other
illegal acts, such as those described in paragraph .06, may, in particular circumstances, be regarded as having material but indirect effects on financial
statements. The auditor's responsibility with respect to detecting, considering
the financial statement effects of, and reporting these other illegal acts is described in this section. These other illegal acts are hereinafter referred to simply
as illegal acts. The auditor should be aware of the possibility that such illegal
acts may have occurred. If specific information comes to the auditor's attention
that provides evidence concerning the existence of possible illegal acts that
could have a material indirect effect on the financial statements, the auditor
should apply audit procedures specifically directed to ascertaining whether an
illegal act has occurred. However, because of the characteristics of illegal acts
explained above, an audit made in accordance with generally accepted auditing
standards provides no assurance that illegal acts will be detected or that any
contingent liabilities that may result will be disclosed.

Audit Procedures in the Absence of Evidence Concerning
Possible Illegal Acts
.08 Normally, an audit in accordance with generally accepted auditing
standards does not include audit procedures specifically designed to detect illegal acts. However, procedures applied for the purpose of forming an opinion
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on the financial statements may bring possible illegal acts to the auditor's attention. For example, such procedures include reading minutes; inquiring of the
client's management and legal counsel concerning litigation, claims, and assessments; performing substantive tests of details of transactions or balances.
The auditor should make inquiries of management concerning the client's compliance with laws and regulations. Where applicable, the auditor should also
inquire of management concerning—

•
•

The client's policies relative to the prevention of illegal acts.
The use of directives issued by the client and periodic representations
obtained by the client from management at appropriate levels of authority concerning compliance with laws and regulations.

The auditor also obtains written representations from management concerning the absence of violations or possible violations of laws or regulations whose
effects should be considered for disclosure in the financial statements or as a
basis for recording a loss contingency. (See section 333, Management Representations.) The auditor need perform no further procedures in this area absent
specific information concerning possible illegal acts.

Specific Information Concerning Possible Illegal Acts
.09 In applying audit procedures and evaluating the results of those procedures, the auditor may encounter specific information that may raise a question
concerning possible illegal acts, such as the following:

•

Unauthorized transactions, improperly recorded transactions, or
transactions not recorded in a complete or timely manner in order
to maintain accountability for assets

•

Investigation by a governmental agency, an enforcement proceeding,
or payment of unusual fines or penalties

•

Violations of laws or regulations cited in reports of examinations by
regulatory agencies that have been made available to the auditor

•

Large payments for unspecified services to consultants, affiliates, or
employees

•

Sales commissions or agents' fees that appear excessive in relation to
those normally paid by the client or to the services actually received

•

Unusually large payments in cash, purchases of bank cashiers' checks
in large amounts payable to bearer, transfers to numbered bank accounts, or similar transactions

•
•

Unexplained payments made to government officials or employees
Failure to file tax returns or pay government duties or similar fees that
are common to the entity's industry or the nature of its business

Audit Procedures in Response to Possible Illegal Acts
.10 When the auditor becomes aware of information concerning a possible
illegal act, the auditor should obtain an understanding of the nature of the act,
the circumstances in which it occurred, and sufficient other information to evaluate the effect on the financial statements. In doing so, the auditor should inquire of management at a level above those involved, if possible. If management
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does not provide satisfactory information that there has been no illegal act, the
auditor should—
a.

Consult with the client's legal counsel or other specialists about the
application of relevant laws and regulations to the circumstances and
the possible effects on the financial statements. Arrangements for
such consultation with client's legal counsel should be made by the
client.

b.

Apply additional procedures, if necessary, to obtain further understanding of the nature of the acts.

.11 The additional audit procedures considered necessary, if any, might
include procedures such as the following:
a.

Examine supporting documents, such as invoices, canceled checks, and
agreements and compare with accounting records.

b.

Confirm significant information concerning the matter with the other
party to the transaction or with intermediaries, such as banks or
lawyers.

c.

Determine whether the transaction has been properly authorized.

d.

Consider whether other similar transactions or events may have occurred, and apply procedures to identify them.

The Auditor’s Response to Detected Illegal Acts
.12 When the auditor concludes, based on information obtained and, if
necessary, consultation with legal counsel, that an illegal act has or is likely to
have occurred, the auditor should consider the effect on the financial statements
as well as the implications for other aspects of the audit.

The Auditor’s Consideration of Financial Statement Effect
.13 In evaluating the materiality of an illegal act that comes to his attention, the auditor should consider both the quantitative and qualitative materiality of the act. For example, section 312, Audit Risk and Materiality in
Conducting an Audit, paragraph .59, states that "an illegal payment of an otherwise immaterial amount could be material if there is a reasonable possibility
that it could lead to a material contingent liability or a material loss of revenue." [Revised, March 2006, to reflect conforming changes necessary due to
the issuance of Statement on Auditing Standards No. 107.]
.14 The auditor should consider the effect of an illegal act on the amounts
presented in financial statements including contingent monetary effects, such
as fines, penalties and damages. Loss contingencies resulting from illegal acts
that may be required to be disclosed should be evaluated in the same manner
as other loss contingencies. Examples of loss contingencies that may arise from
an illegal act are: threat of expropriation of assets, enforced discontinuance of
operations in another country, and litigation.
.15 The auditor should evaluate the adequacy of disclosure in the financial
statements of the potential effects of an illegal act on the entity's operations.
If material revenue or earnings are derived from transactions involving illegal
acts, or if illegal acts create significant unusual risks associated with material
revenue or earnings, such as loss of a significant business relationship, that
information should be considered for disclosure.
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Implications for Audit
.16 The auditor should consider the implications of an illegal act in relation to other aspects of the audit, particularly the reliability of representations of management. The implications of particular illegal acts will depend
on the relationship of the perpetration and concealment, if any, of the illegal
act to specific control procedures and the level of management or employees
involved.

Communication With Those Charged With Governance
.17 The auditor should assure himself that those charged with governance
are adequately informed with respect to illegal acts that come to the auditor's attention.[1] The auditor need not communicate matters that are clearly
inconsequential and may reach agreement in advance with the audit committee on the nature of such matters to be communicated. The communication
should describe the act, the circumstances of its occurrence, and the effect on
the financial statements. Senior management may wish to have its remedial actions communicated to the audit committee simultaneously. Possible remedial
actions include disciplinary action against involved personnel, seeking restitution, adoption of preventive or corrective company policies, and modifications
of specific control activities. If senior management is involved in an illegal act,
the auditor should communicate directly with those charged with governance.
The communication may be oral or written. If the communication is oral, the
auditor should document it. [Revised, April 2007, to reflect conforming changes
necessary due to the issuance of Statement on Auditing Standards No. 114.]

Effect on the Auditor’s Report
.18 If the auditor concludes that an illegal act has a material effect on
the financial statements, and the act has not been properly accounted for or
disclosed, the auditor should express a qualified opinion or an adverse opinion
on the financial statements taken as a whole, depending on the materiality of
the effect on the financial statements.
.19 If the auditor is precluded by the client from obtaining sufficient appropriate audit evidence to evaluate whether an illegal act that could be material
to the financial statements has, or is likely to have, occurred, the auditor generally should disclaim an opinion on the financial statements. [Revised, March
2006, to reflect conforming changes necessary due to the issuance of Statement
on Auditing Standards No. 105.]
.20 If the client refuses to accept the auditor's report as modified for the
circumstances described in paragraphs .18 and .19, the auditor should withdraw from the engagement and indicate the reasons for withdrawal in writing
to those charged with governance. [Revised, April 2007, to reflect conforming
changes necessary due to the issuance of Statement on Auditing Standards
No. 114.]
.21 The auditor may be unable to determine whether an act is illegal
because of limitations imposed by the circumstances rather than by the client
or because of uncertainty associated with interpretation of applicable laws or
regulations or surrounding facts. In these circumstances, the auditor should
consider the effect on his report.2
[1]
[Footnote deleted to reflect conforming changes necessary due to the issuance of Statement on
Auditing Standards No. 114.]
2
See section 508, Reports on Audited Financial Statements.
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Other Considerations in an Audit in Accordance With
Generally Accepted Auditing Standards
.22 In addition to the need to withdraw from the engagement, as described
in paragraph .20, the auditor may conclude that withdrawal is necessary when
the client does not take the remedial action that the auditor considers necessary
in the circumstances even when the illegal act is not material to the financial
statements. Factors that should affect the auditor's conclusion include the implications of the failure to take remedial action, which may affect the auditor's
ability to rely on management representations, and the effects of continuing association with the client. In reaching a conclusion on such matters, the auditor
may wish to consult with his own legal counsel.
.23 Disclosure of an illegal act to parties other than the client's senior
management and those charged with governance is not ordinarily part of the
auditor's responsibility, and such disclosure would be precluded by the auditor's
ethical or legal obligation of confidentiality, unless the matter affects his opinion
on the financial statements. The auditor should recognize, however, that in the
following circumstances a duty to notify parties outside the client may exist:3
a.
b.

c.
d.

When the entity reports an auditor change under the appropriate securities law on Form 8-K4
To a successor auditor when the successor makes inquiries in accordance with section 315, Communications Between Predecessor and
Successor Auditors5
In response to a subpoena
To a funding agency or other specified agency in accordance with requirements for the audits of entities that receive financial assistance
from a government agency

Because potential conflicts with the auditor's ethical and legal obligations for
confidentiality may be complex, the auditor may wish to consult with legal counsel before discussing illegal acts with parties outside the client. [Revised, April
2007, to reflect conforming changes necessary due to the issuance of Statement
on Auditing Standards No. 114.]

Responsibilities in Other Circumstances
.24 An auditor may accept an engagement that entails a greater responsibility for detecting illegal acts than that specified in this section. For example,
a governmental unit may engage an independent auditor to perform an audit in accordance with the Single Audit Act of 1984. In such an engagement,

3
Auditors may be required, under certain circumstances, pursuant to the Private Securities
Litigation Reform Act of 1995 (codified in section 10A(b)1 of the Securities Exchange Act of 1934)
to make a report to the Securities and Exchange Commission relating to an illegal act that has a
material effect on the financial statements. [Footnote added, July 1997, to reflect conforming changes
necessary due to the issuance of the Private Securities Litigation Reform Act of 1995.]
4
Disclosure to the Securities and Exchange Commission may be necessary if, among other matters, the auditor withdraws because the board of directors has not taken appropriate remedial action.
Such failure may be a reportable disagreement on Form 8-K. [Footnote renumbered, July 1997, to
reflect conforming changes necessary due to the issuance of the Private Securities Litigation Reform
Act of 1995.]
5
In accordance with section 315, communications between predecessor and successor auditors
require the specific permission of the client. [Footnote renumbered, July 1997, to reflect conforming
changes necessary due to the issuance of the Private Securities Litigation Reform Act of 1995.]
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the independent auditor is responsible for testing and reporting on the governmental unit's compliance with certain laws and regulations applicable to
Federal financial assistance programs. Also, an independent auditor may undertake a variety of other special engagements. For example, a corporation's
board of directors or its audit committee may engage an auditor to apply agreedupon procedures and report on compliance with the corporation's code of conduct
under the attestation standards.

Effective Date
.25 This section is effective for audits of financial statements for periods
beginning on or after January 1, 1989. Early application of the provisions of
this section is permissible.

AU §317.25

1843

Communicating Internal Control

AU Section 325

Communicating Internal Control Related
Matters Identified in an Audit
(Supersedes SAS No. 112.)
Source: SAS No. 115.
Effective for audits of financial statements for periods ending on or after
December 15, 2009. Earlier implementation is permitted.

Applicability
.01 This section establishes standards and provides guidance on communicating matters related to an entity's internal control over financial reporting
identified in an audit of financial statements. It is applicable whenever an auditor expresses or disclaims an opinion on financial statements. In particular,
this section

•

defines the terms deficiency in internal control, significant deficiency,
and material weakness.

•

provides guidance on evaluating the severity of deficiencies in internal
control identified in an audit of financial statements.

•

requires the auditor to communicate, in writing, to management and
those charged with governance,1 significant deficiencies and material
weaknesses identified in an audit.

.02 This section is not applicable if the auditor is engaged to examine the
design and operating effectiveness of an entity's internal control over financial
reporting that is integrated with an audit of the entity's financial statements
under AT section 501, An Examination of an Entity's Internal Control Over Financial Reporting That Is Integrated With an Audit of Its Financial Statements.

Introduction
.03 Internal control is a process—effected by those charged with governance, management, and other personnel—designed to provide reasonable assurance about the achievement of the entity's objectives with regard to the
reliability of financial reporting, effectiveness and efficiency of operations, and
compliance with applicable laws and regulations. Internal control over the safeguarding of assets against unauthorized acquisition, use, or disposition may
include controls related to financial reporting and operations objectives. Generally, controls that are relevant to an audit of financial statements are those
1
The term those charged with governance is defined in paragraph .03 of section 380, The Auditor's Communication With Those Charged With Governance, as "the person(s) with responsibility
for overseeing the strategic direction of the entity and obligations related to the accountability of the
entity. This includes overseeing the financial reporting process. In some cases, those charged with governance are responsible for approving the entity's financial statements (in other cases management
has this responsibility). For entities with a board of directors, this term encompasses the term board
of directors or audit committee used elsewhere in generally accepted auditing standards."
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that pertain to the entity's objective of reliable financial reporting. In this section, the term financial reporting relates to the preparation of reliable financial
statements that are fairly presented in conformity with generally accepted accounting principles (GAAP).2 The design and formality of an entity's internal
control will vary depending on the entity's size, the industry in which it operates, its culture, and management's philosophy.
.04 In an audit of financial statements, the auditor is not required to perform procedures to identify deficiencies in internal control 3,4 or to express an
opinion on the effectiveness of the entity's internal control. However, during
the course of an audit, the auditor may become aware of deficiencies in internal
control while obtaining an understanding of the entity and its environment, including its internal control, assessing the risks of material misstatement of the
financial statements due to error or fraud, performing further audit procedures
to respond to assessed risks, communicating with management or others (for
example, internal auditors or governmental authorities), or otherwise. The auditor's awareness of deficiencies in internal control varies with each audit and
is influenced by the nature, timing, and extent of audit procedures performed,
as well as other factors.

Definitions
.05 A deficiency in internal control exists when the design or operation of
a control does not allow management or employees, in the normal course of
performing their assigned functions, to prevent, or detect and correct misstatements on a timely basis.
A deficiency in design exists when

•
•

a control necessary to meet the control objective is missing; or
an existing control is not properly designed so that, even if the control
operates as designed, the control objective would not be met.

A deficiency in operation exists when

•
•

a properly designed control does not operate as designed; or
the person performing the control does not possess the necessary authority or competence to perform the control effectively.

.06 A material weakness is a deficiency, or combination of deficiencies, in
internal control, such that there is a reasonable possibility 5 that a material
misstatement of the entity's financial statements will not be prevented, or detected and corrected on a timely basis.
.07 A significant deficiency is a deficiency, or a combination of deficiencies,
in internal control that is less severe than a material weakness, yet important
enough to merit attention by those charged with governance.
2
Reference to generally accepted accounting principles includes, where applicable, a comprehensive basis of accounting other than generally accepted accounting principles, as that term is defined
in paragraph .04 of section 623, Special Reports, as amended.
3
Hereinafter in this section, the term internal control means internal control over financial
reporting.
4
Section 314, Understanding the Entity and its Environment and Assessing the Risks of Material
Misstatement, contains a detailed discussion of internal control and identifies the following five interrelated components of internal control: (a) the control environment, (b) the entity's risk assessment,
(c) information and communication systems, (d) control activities, and (e) monitoring.
5
In this section, a reasonable possibility exists when the likelihood of the event is either reasonably possible or probable as those terms are defined in the Financial Accounting Standards Board Accounting Standards Codification glossary. [Footnote revised, June 2009, to reflect conforming changes
necessary due to the issuance of FASB ASC.]
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Evaluating Deficiencies Identified as Part
of the Audit
.08 The auditor should evaluate the severity of each deficiency in internal
control 6 identified during the audit to determine whether the deficiency, individually or in combination, is a significant deficiency or a material weakness.
The severity of a deficiency depends on

•

the magnitude of the potential misstatement resulting from the deficiency or deficiencies; and

•

whether there is a reasonable possibility that the entity's controls will
fail to prevent, or detect and correct a misstatement of an account
balance or disclosure.

The severity of a deficiency does not depend on whether a misstatement actually
occurred.
.09 Factors that affect the magnitude of a misstatement that might result
from a deficiency or deficiencies include, but are not limited to, the following:

•

The financial statement amounts or total of transactions exposed to
the deficiency

•

The volume of activity (in the current period or expected in future
periods) in the account or class of transactions exposed to the deficiency

.10 In evaluating the magnitude of the potential misstatement, the maximum amount by which an account balance or total of transactions can be
overstated generally is the recorded amount, whereas understatements could
be larger.
.11 Risk factors affect whether there is a reasonable possibility that a deficiency, or a combination of deficiencies, will result in a misstatement of an
account balance or disclosure. The factors include, but are not limited to, the
following:

•

The nature of the financial statement accounts, classes of transactions,
disclosures, and assertions involved

•
•

The susceptibility of the related asset or liability to loss or fraud

•
•
•

The interaction or relationship of the control with other controls

The subjectivity, complexity, or extent of judgment required to determine the amount involved
The interaction among the deficiencies
The possible future consequences of the deficiency

.12 The evaluation of whether a deficiency presents a reasonable possibility of misstatement may be made without quantifying the probability of occurrence as a specific percentage or range. Also, in many cases, the probability of
a small misstatement will be greater than the probability of a large misstatement.
.13 Multiple deficiencies that affect the same significant account or disclosure, relevant assertion, or component of internal control increase the likelihood
of material misstatement and may, in combination, constitute a significant deficiency or a material weakness, even though such deficiencies individually may
6
Hereinafter in this section, the term deficiency in internal control is referred to as a deficiency
or deficiencies.
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be less severe. Therefore, the auditor should determine whether deficiencies
that affect the same significant account or disclosure, relevant assertion, or
component of internal control collectively result in a significant deficiency or a
material weakness.
.14 When performing substantive procedures or tests of the operating effectiveness of controls, the auditor may obtain evidence that a control does not
operate effectively; for example, by identifying a misstatement that was not
prevented, or detected and corrected by the control. Management may inform
the auditor, or the auditor may otherwise become aware, of the existence of compensating controls that, if effective, may limit the severity of the deficiency and
prevent it from being a significant deficiency or a material weakness. In these
circumstances, although the auditor is not required to consider the effects of
compensating controls for purposes of this section, the auditor may consider the
effects of compensating controls related to a deficiency in operation provided
the auditor has tested the compensating controls for operating effectiveness
as part of the financial statement audit. Compensating controls can limit the
severity of the deficiency, but do not eliminate the deficiency.
.15 Indicators of material weaknesses in internal control include
identification of fraud, whether or not material, on the part of senior
management;
restatement of previously issued financial statements to reflect the
correction of a material misstatement due to error or fraud;
identification by the auditor of a material misstatement of the financial statements under audit in circumstances that indicate that the
misstatement would not have been detected by the entity's internal
control; and
ineffective oversight of the entity's financial reporting and internal
control by those charged with governance.
.16 If the auditor determines that a deficiency, or a combination of deficiencies, is not a material weakness, the auditor should consider whether prudent
officials, having knowledge of the same facts and circumstances, would likely
reach the same conclusion.

•
•
•
•

Communication—Form, Content, and Timing
.17 Deficiencies identified during the audit that upon evaluation are considered significant deficiencies or material weaknesses under this section
should be communicated, in writing, to management and those charged with
governance as a part of each audit, including significant deficiencies and material weaknesses that were communicated to management and those charged
with governance in previous audits and have not yet been remediated. Significant deficiencies and material weaknesses that previously were communicated
and have not yet been remediated may be communicated, in writing, by referring to the previously issued written communication and the date of that
communication.
.18 The written communication referred to in paragraph .17 is best made
by the report release date,7 which is the date the auditor grants the entity
permission to use the auditor's report in connection with the financial statements, but should be made no later than 60 days following the report release
date.
7
See paragraph .23 of section 339, Audit Documentation, for additional guidance related to the
report release date.
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.19 For some matters, early communication to management or those
charged with governance may be important because of their relative significance and the urgency for corrective follow-up action. Accordingly, the auditor
may decide to communicate certain matters during the audit. These matters
need not be communicated in writing during the audit, but significant deficiencies and material weaknesses should ultimately be included in a written
communication in accordance with paragraphs .17–.18, even if such significant
deficiencies or material weaknesses were remediated during the audit.
.20 The existence of significant deficiencies or material weaknesses may
already be known to management and may represent a conscious decision by
management or those charged with governance to accept the risk associated
with the deficiencies because of cost or other considerations. Management is
responsible for making decisions concerning costs to be incurred and related
benefits. The auditor's responsibility to communicate significant deficiencies
and material weaknesses exists regardless of management's decisions.
.21 Nothing precludes the auditor from communicating to management
and those charged with governance other matters related to an entity's internal
control. For example, the auditor may communicate

•

matters the auditor believes to be of potential benefit to the entity,
such as recommendations for operational or administrative efficiency,
or for improving controls.

•

deficiencies that are not significant deficiencies or material weaknesses.

If other matters are communicated orally, the auditor should document the
communication.
.22 The written communication regarding significant deficiencies and material weaknesses identified during the audit of financial statements should

•

include a statement that indicates the purpose of the auditor's consideration of internal control was to express an opinion on the financial
statements, but not to express an opinion on the effectiveness of the
entity's internal control.

•

include a statement that indicates the auditor is not expressing an
opinion on the effectiveness of internal control.

•

include a statement that indicates that the auditor's consideration of
internal control was not designed to identify all deficiencies in internal
control that might be significant deficiencies or material weaknesses.

•

include the definition of the term material weakness and, where relevant, the definition of the term significant deficiency.

•

identify the matters that are considered to be significant deficiencies
and those that are considered to be material weaknesses.

•

include a statement that indicates the communication is intended
solely for the information and use of management, those charged with
governance, and others within the organization and is not intended to
be and should not be used by anyone other than these specified parties. If an entity is required to furnish such auditor communications
to a governmental authority, specific reference to such governmental
authorities may be made.

.23 The auditor may include additional statements in the communication
regarding the general inherent limitations of internal control, including the
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possibility of management override of controls, or the specific nature and extent
of the auditor's consideration of internal control during the audit.
.24 Management or those charged with governance may ask the auditor
to issue a communication indicating that no material weaknesses were identified during the audit of the financial statements to submit to governmental
authorities. Exhibit A includes an illustrative communication when the auditor
has not identified any material weaknesses and decides, or has been requested,
to advise management and those charged with governance that no material
weaknesses were identified.
.25 The auditor should not issue a written communication stating that no
significant deficiencies were identified during the audit.
.26 Management may wish to, or may be required by a regulator to, prepare a written response to the auditor's communication regarding significant
deficiencies or material weaknesses identified during the audit. Such management communications may include a description of corrective actions taken by
the entity, the entity's plans to implement new controls, or a statement indicating that management believes the cost of correcting a significant deficiency or
material weakness would exceed the benefits to be derived from doing so. If such
a written response is included in a document containing the auditor's written
communication to management and those charged with governance concerning
identified significant deficiencies or material weaknesses, the auditor may add
a paragraph to his or her written communication disclaiming an opinion on
such information. Following is an example of such a paragraph:
ABC Company's written response to the significant deficiencies [and material
weaknesses] identified in our audit was not subjected to the auditing procedures
applied in the audit of the financial statements and, accordingly, we express no
opinion on it.

Effective Date
.27 This section is effective for audits of financial statements for periods
ending on or after December 15, 2009. Earlier implementation is permitted.
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Exhibit A
Illustrative Written Communications
1.

The following is an illustrative written communication encompassing
the requirements in paragraph .22 of this section:
In planning and performing our audit of the financial statements of ABC Company (the "Company") as of and for the year ended December 31, 20XX, in
accordance with auditing standards generally accepted in the United States of
America, we considered the Company's internal control over financial reporting (internal control) as a basis for designing our auditing procedures for the
purpose of expressing our opinion on the financial statements, but not for the
purpose of expressing an opinion on the effectiveness of the Company's internal
control. Accordingly, we do not express an opinion on the effectiveness of the
Company's internal control.
Our consideration of internal control was for the limited purpose described in
the preceding paragraph and was not designed to identify all deficiencies in
internal control that might be significant deficiencies or material weaknesses
and therefore, there can be no assurance that all deficiencies, significant deficiencies, or material weaknesses have been identified. However, as discussed
below, we identified certain deficiencies in internal control that we consider to
be material weaknesses [and other deficiencies that we consider to be significant
deficiencies].
A deficiency in internal control exists when the design or operation of a control
does not allow management or employees, in the normal course of performing
their assigned functions, to prevent, or detect and correct misstatements on
a timely basis. A material weakness is a deficiency, or a combination of deficiencies, in internal control, such that there is a reasonable possibility that
a material misstatement of the entity's financial statements will not be prevented, or detected and corrected on a timely basis. [We consider the following
deficiencies in the Company's internal control to be material weaknesses:]
[Describe the material weaknesses that were identified.]
[A significant deficiency is a deficiency, or a combination of deficiencies, in internal control that is less severe than a material weakness, yet important enough
to merit attention by those charged with governance.We consider the following
deficiencies in the Company's internal control to be significant deficiencies:]
[Describe the significant deficiencies that were identified.]
This communication is intended solely for the information and use of management, [identify the body or individuals charged with governance], others within
the organization, and [identify any specified governmental authorities] and is
not intended to be and should not be used by anyone other than these specified
parties.

2.

The following is an illustrative written communication indicating that
no material weaknesses were identified during the audit.
In planning and performing our audit of the financial statements of ABC Company (the "Company") as of and for the year ended December 31, 20XX, in
accordance with auditing standards generally accepted in the United States of
America, we considered the Company's internal control over financial reporting (internal control) as a basis for designing our auditing procedures for the
purpose of expressing our opinion on the financial statements, but not for the
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purpose of expressing an opinion on the effectiveness of the Company's internal
control. Accordingly, we do not express an opinion on the effectiveness of the
Company's internal control.
A deficiency in internal control exists when the design or operation of a control
does not allow management or employees, in the normal course of performing
their assigned functions, to prevent, or detect and correct misstatements on a
timely basis. A material weakness is a deficiency, or combination of deficiencies,
in internal control, such that there is a reasonable possibility that a material
misstatement of the entity's financial statements will not be prevented, or detected and corrected on a timely basis.
Our consideration of internal control was for the limited purpose described in
the first paragraph and was not designed to identify all deficiencies in internal
control that might be deficiencies, significant deficiencies, or material weaknesses. We did not identify any deficiencies in internal control that we consider
to be material weaknesses, as defined above.
This communication is intended solely for the information and use of management, [identify the body or individuals charged with governance], others within
the organization, and [identify any specified governmental authorities] and is
not intended to be and should not be used by anyone other than these specified
parties.

If one or more significant deficiencies have been identified, the auditor may add
the following sentence to the third paragraph of the communication:
However, we identified certain deficiencies in internal control that we consider
to be significant deficiencies, and communicated them in writing to management and those charged with governance on [date]. A significant deficiency is a
deficiency, or a combination of deficiencies, in internal control that is less severe
than a material weakness, yet important enough to merit attention by those
charged with governance.
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Exhibit B
Examples of Circumstances That May Be Deficiencies,
Significant Deficiencies, or Material Weaknesses
Paragraph .15 of this section identifies indicators of material weaknesses in
internal control. The following are examples of circumstances that may be deficiencies, significant deficiencies, or material weaknesses:
Deficiencies in the Design of Controls

•
•
•
•
•
•
•
•

•
•

Inadequate design of controls over the preparation of the financial
statements being audited.
Inadequate design of controls over a significant account or process.
Inadequate documentation of the components of internal control.
Insufficient control consciousness within the organization; for example, the tone at the top and the control environment.
Absent or inadequate segregation of duties within a significant account
or process.
Absent or inadequate controls over the safeguarding of assets (this
applies to controls that the auditor determines would be necessary for
effective internal control over financial reporting).
Inadequate design of IT general and application controls that prevent
the information system from providing complete and accurate information consistent with financial reporting objectives and current needs.
Employees or management who lack the qualifications and training to
fulfill their assigned functions. For example, in an entity that prepares
financial statements in accordance with generally accepted accounting principles (GAAP), the person responsible for the accounting and
reporting function lacks the skills and knowledge to apply GAAP in
recording the entity's financial transactions or preparing its financial
statements.
Inadequate design of monitoring controls used to assess the design and
operating effectiveness of the entity's internal control over time.
The absence of an internal process to report deficiencies in internal
control to management on a timely basis.

Failures in the Operation of Internal Control

•
•

•

Failure in the operation of effectively designed controls over a significant account or process; for example, the failure of a control such as
dual authorization for significant disbursements within the purchasing process.
Failure of the information and communication component of internal
control to provide complete and accurate output because of deficiencies in timeliness, completeness, or accuracy; for example, the failure
to obtain timely and accurate consolidating information from remote
locations that is needed to prepare the financial statements.
Failure of controls designed to safeguard assets from loss, damage, or
misappropriation. This circumstance may need careful consideration
before it is evaluated as a significant deficiency or material weakness.
For example, assume that a company uses security devices to safeguard
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its inventory (preventive controls) and also performs periodic physical
inventory counts (detective control) timely in relation to its financial
reporting. Although the physical inventory count does not safeguard
the inventory from theft or loss, it prevents a material misstatement
of the financial statements if performed effectively and timely. Therefore, given that the definitions of material weakness and significant
deficiency relate to likelihood of misstatement of the financial statements, the failure of a preventive control such as inventory tags will
not result in a significant deficiency or material weakness if the detective control (physical inventory) prevents a misstatement of the financial statements. Material weaknesses relating to controls over the
safeguarding of assets would only exist if the company does not have
effective controls (considering both safeguarding and other controls) to
prevent, or detect and correct a material misstatement of the financial
statements.

•

Failure to perform reconciliations of significant accounts. For example,
accounts receivable subsidiary ledgers are not reconciled to the general
ledger account in a timely or accurate manner.

•

Undue bias or lack of objectivity by those responsible for accounting
decisions; for example, consistent understatement of expenses or overstatement of allowances at the direction of management.

•

Misrepresentation by entity personnel to the auditor (an indicator of
fraud).

•
•

Management override of controls.

•

An observed deviation rate that exceeds the number of deviations expected by the auditor in a test of the operating effectiveness of a control.
For example, if the auditor designs a test in which he or she selects a
sample and expects no deviations, the finding of one deviation is a nonnegligible deviation rate because, based on the results of the auditor's
test of the sample, the desired level of confidence was not obtained.

Failure of an application control caused by a deficiency in the design
or operation of an IT general control.
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1

Case Scenario
•

As part of an initiative to create a vertically integrated health care delivery system
and to position itself as a leader in orthopedic medicine and to effectively
administer bundled payment arrangements with payors, Park Health System (PHS
or System) acquires an orthopedic surgery practice, Willow Orthopedics (WO)

•

WO is one of the leading orthopedic practices in the region, with an outstanding
reputation for quality

•

WO has 8 orthopedic surgeons, 8 physician assistants (PAs), and its own MRI and
physical therapy (PT) services

•

PHS retains a valuator to value WO with the intention of paying FMV for the
practice
3

Case Scenario
• The valuator notes that WO has had no profits over
the prior 5 years because the profits have been paid
to the 8 surgeons as compensation

4

2

Case Scenario
• The System’s in‐house counsel concludes that the only
lawful approach to structuring the transaction is to:
– Set a purchase price at the FMV of the tangible assets of
the practice:
•
•
•
•

FF&E, including the MRI and equipment
Workforce in place, including PTs
Medical records
Practice tradename

– Directly employ the 8 surgeons and pay them total cash
compensation equal to collections from the personally
performed services of the surgeons and their PAs net of
expenses (Model A)
5

Case Scenario
• WO objects to this structure for the transaction because the surgeons
currently earn well in excess of the 75th percentile because of their
ancillary income, and they are not going to take a cut in pay
• The System’s outside health regulatory counsel proposes an alternative
structure for the transaction:
– WO will sell PHS its ancillary services (MRI and PT) at FMV as a going
concern business (est. $5M)
– The WO surgeons would be paid on the basis of wRVU production at a
compensation per wRVU rate at the median of the most recent
physician compensation surveys (blended), which will significantly
exceed the dollar amount of professional clinical receipts less
expenses (Model B)
6

3

Case Scenario
• PHS’s in‐house attorney is concerned that that buying WO’s
ancillary services for their going concern value will mean
paying a price that takes into account the surgeons’
anticipated referrals for the ancillaries; the going concern
value assumes a certain volume of future referrals by the
surgeons for MRI and PT

7

Case Scenario
• PHS’s senior leadership proposes a compromise:
– Set a purchase price at the FMV of the tangible assets of
the practice and the ancillaries; not the going concern
value
– Directly employ the 8 surgeons and pay them at a
compensation per wRVU rate determined to be FMV by an
independent valuator, even if this results in a “loss” on the
practice, i.e. compensation in excess of the System’s
receipts from the practice (orthos and PAs) less office and
staffing costs (Model C)
8

4

Case Scenario
• The valuator determines that a compensation per wRVU rate at the
75th percentile is FMV
• This rate of compensation will result in total cash compensation at
about the 90th percentile of the physician compensation survey
data, and substantially in excess of the receipts from the surgeons’
and their PA’s personally performed clinical services, less the
System’s office and staff expenses, i.e. a cost to the System
• The valuator concludes that this rate of compensation is
commercially reasonable because, while it means that the
orthopaedic surgeons will be a cost to the System, this cost is
reasonable in light of the cost and business risk of trying to replicate
WO’s reputation and quality through recruitment
9

Case Scenario
• PHS’s senior leadership is comfortable with this approach
(Model C) from a business perspective because the CFO has
determined that PHS’s income from the acquired ancillaries
will fund the physician’s compensation that exceeds receipts
net of practice expenses
• System’s in‐house counsel is comfortable with this approach
based on the valuator’s opinion on commercial
reasonableness
10

5

Case Scenario
• PHS is relying on the Stark employment
exception

11

Stark Employment Exception
(c) Bona fide employment relationships . Any amount paid by an employer to a physician (or immediate family
member) who has a bona fide employment relationship with the employer for the provision of services if the
following conditions are met:
(1) The employment is for identifiable services.
(2) The amount of the remuneration under the employment is—
(i) Consistent with the fair market value of the services; and
(ii) Except as provided in paragraph (c)(4) of this section, is not determined in a manner that takes into account
(directly or indirectly) the volume or value of any referrals by the referring physician.
(3) The remuneration is provided under an agreement that would be commercially reasonable even if no referrals
were made to the employer.
(4) Paragraph (c)(2)(ii) of this section does not prohibit payment of remuneration in the form of a productivity bonus
based on services performed personally by the physician (or immediate family member of the physician).
12

6

Fair Market Value Definition
•

Fair market value means the value in arm's‐length transactions, consistent
with the general market value.

•

“General market value” means
– the price that an asset would bring as the result of bona fide bargaining
between well‐informed buyers and sellers who are not otherwise in a position
to generate business for the other party, or
– the compensation that would be included in a service agreement as the result
of bona fide bargaining between well‐informed parties to the agreement who
are not otherwise in a position to generate business for the other party,
– on the date of acquisition of the asset or at the time of the service agreement
13

Fair Market Value Definition
• Usually, the fair market price is
– the price at which bona fide sales have been consummated for
assets of like type, quality, and quantity in a particular market at the
time of acquisition, or
– the compensation that has been included in bona fide service
agreements with comparable terms at the time of the agreement,
– where the price or compensation has not been determined in any
manner that takes into account the volume or value of anticipated or
actual referrals

14

7

Commercial Reasonableness
• “[A]n arrangement will be considered ‘commercially
reasonable’ in the absence of referrals if the
arrangement would make commercial sense if entered
into by a reasonable entity of similar type and size and
a reasonable physician (or family member or group
practice) of similar scope and specialty, even if there
were no potential DHS referrals.”
– 69 Fed. Reg. 16093 (March 26, 2004) (emphasis added).
15

Model A
• Set a purchase price at the FMV of the tangible assets
of the practice:
–
–
–
–

FF&E, including the MRI and equipment
Workforce in place, including PTs
Medical records
Practice tradename

• Directly employ the 8 surgeons and pay them total
cash compensation equal to collections from the
personally performed services of the surgeons and
their PAs net of expenses
16

8

Model B
• WO will sell PHS its ancillary services (MRI and PT)
at FMV as a going concern business (est. $5M)
• The WO surgeons would be paid on the basis of
wRVU production at a compensation per wRVU
rate at the median of the most recent physician
compensation surveys (blended), which will
significantly exceed the dollar amount of
professional clinical receipts less expenses
17

Model C
• Set a purchase price at the FMV of the tangible
assets of the practice and the ancillaries; not the
going concern value
• Directly employ the 8 surgeons and pay them at a
compensation per wRVU rate determined to be
FMV by an independent valuator, even if this
results in a “loss” on the practice, i.e.
compensation in excess of the System’s receipts
from the practice (orthos and PAs) less office and
staffing costs
18

9

Model C
• The valuator determines that a compensation per wRVU rate at the
75th percentile is FMV
• This rate of compensation will result in total cash compensation at
about the 90th percentile of the physician compensation survey
data, and a cost to the System
• The valuator concludes that this rate of compensation is
commercially reasonable because the cost is reasonable in light of
the cost and business risk of trying to replicate WO’s reputation and
quality through recruitment
• PHS’s senior leadership is comfortable with this approach (Model C)
from a business perspective because PHS’s income from the
acquired ancillaries will fund the physician’s compensation
19

Issue #1
• Does the “net income” or “net collections”
compensation under Model A satisfy the Stark
definition of “fair market value,” including as it
does collections from services performed by
the PAs?

20

10

Issue #2
• Does the fact that the surgeons’ compensation exceeds
PHS’s receipts from their personally performed clinical
services net of expenses (in Models B and C), and that
PHS’s contracted rates from third party payors are
consistent with the local physician market, mean that
the compensation is not fair market value?
• Would the answer change if the “losses” were not due
to compensation per wRVU rates but were due to the
System giving two orthopedic surgeons guaranteed
salaries to relocate their practices to two rural affiliates
with significantly lower volumes?
21

Issue #3:
• Was there a sound legal basis for the PHS’s in‐
house counsel’s concern about paying for
WO’s ancillaries (MRI and PT) as a going
concern business, as provided by Model B?
• Does the answer change if PHS was only
purchasing WO’s ancillaries?
22

11

Issue #4
• Does the compensation under Model C take
into account the volume or value of referrals
to PHS in light of the fact that senior
leadership concluded that PHS could fund the
compensation with income from ancillaries
ordered by the surgeons?
23

Issue #5
• The Tuomey II decision held that the “percentage of collections”
employment compensation “varied with” the volume of referrals
because the more surgeries the surgeons performed, the more
referrals/orders they made for the associated hospital operating
room services, and the more surgeries they performed, the more
money they made, i.e. there was a correlation between
compensation and hospital referral volume
• Based on Tuomey II, does the “net collections” or “net income”
compensation under Model A mean that the compensation takes
into account the volume or value of referrals?
• Based on Tuomey II, does the compensation per wRVU under
Models B and C, a “unit‐based” form of compensation, take into
account the volume/value of referrals?
24

12

Issue #6
• Does the fact that the surgeons’
compensation will exceed PHS’s receipts from
their personally performed clinical services
mean the compensation arrangement is not
commercially reasonable?

25

Issue #7
• Would all these potential Stark issues go away if:
– PHS acquired the practice at FMV, paying for the going
concern value for the ancillaries
– PHS paid the surgeons collections from their personally
performed clinical services net of office and staff expenses,
determined to be FMV; and
– Senior management emails indicated that a purpose of the
practice acquisition was to induce WO to stop performing
a portion of their surgeries at a competing hospital?
26

13

Issue # 8
• A year after the parties consummated the practice acquisition and
employment arrangement, a former PHS employee files a qui tam
action against PHS, alleging Medicare claims were submitted by PHS
pursuant to a kickback scheme with WO
• One purpose of employment compensation, the former employee
alleges, was to induce WO surgeons to allow their privileges at a
competing hospital to lapse and to perform their surgeries
exclusively at PHS’s flagship hospital
• On cross‐motions for summary judgment, PHS asserts anti‐kickback
safe harbor protection for the employment compensation
• How should the court the rule? Why?
27

Q&A
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Thank you!
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Credited with re-engineering the compliance program of the nation’s largest free-standing public health sciences
university.



Successfully led the compliance program to adhere to CIA with DHHS/OIG that occurred following a Deferred
Prosecution Agreement.

 Chief compliance and privacy officer at Deborah Heart and Lung
Center.


Three-year CIA, first settlement of Voluntary Disclosure Protocol.



Compliance program recognized by HCCA as a “Best Practice.”

 Certified in HCCA and the Medical Group Management Association.
 Author of Compliance Officer’s Handbook.

4
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A.G. (Alec) Alexander, III
Breazeale, Sachse & Wilson, L.L.P.
Alec Alexander is a partner in the Baton Rouge office of Breazeale, Sachse & Wilson, L.L.P. Mr. Alexander focuses his practice on
healthcare‐related white collar civil and criminal defense, representing corporations and senior‐level corporate officials in
fraud matters.
Before joining BSW, Mr. Alexander was an attorney and healthcare executive at CHRISTUS Health Louisiana where he served as
the Chief Compliance Officer.
Before CHRISTUS, Mr. Alexander served for eight years as an Assistant United States Attorney for the Western District of
Louisiana handling healthcare fraud cases.
In 2004 and 2009, Mr. Alexander was recognized by the Inspector General of the United States Department of Health and
Human Services, who twice awarded him the Inspector General’s Integrity Award for prosecuting health care fraud.
Alec currently represents hospitals, hospital systems and a wide range of other providers throughout the country in
administrative, regulatory, qui tam and civil and criminal fraud matters.

5

Peter Drucker on Healthcare:
6

“Even small Healthcare institutions are complex, barely
manageable places… Large healthcare institutions may
be the most complex organizations in human history.”

6

3

Compliance Risk Areas of Concern for Governance
 Federal claims for services (hospital, physician, etc.).
 Physician arrangements with hospitals.
 Contracts with ancillary services tied to referrals.
 Quality – accurate measurement and honest information.
 Regardless of federal or private payors, risk remains.

7

Healthcare in 2016


Federal budget shortfalls.



State and federal enforcement actions increasing.



Medicare insolvent in 12 years - 2018.



State budget shortfalls.



Much attention by US Attorneys, Department of Justice and OIG.



Rules remain complex.

Is Compliance

Is Compliance

Expense?
Investment?

Proactive?
Retroactive?
8
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Regulatory Sanctions
• Many times Regulatory Sanctions, such as:
Fines, Penalties, Corporate Integrity Agreements, etc… have nothing to do
with “Intentional” actions.
• Rather they are due to Best Practice business processes not being
established to mitigate risk and to enhance efficiencies.
• You didn’t know about the risk or didn’t have the resources to adequately
address the risk and are not advised actions to take in this high risk area.

9

Is STARK applicable to Employed Physicians?
Yes, indeed….
Too many hospital executives think they don’t have to worry
about paying employed physicians in excess of FMV or in
relation to referrals…. that is a mistake!

10
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Top 10 Health Care Fraud Issues in 2016
According to BNA’s Health Care Fraud Report, the following are the top issues to watch in 2016:

11

1. Increase in False Claims Act cases related to the Stark law and anti-kickback statute.
2. Increased enforcement against corporate executives and management.
3. The release of the 60-day final rule.
4. The release of new regulations revising fraud and abuse laws.
5. Increased civil monetary penalty enforcement.
6. Focus on specialty pharmacy fraud.
7. Aligning alternate payment models with the Stark law and the anti-kickback statute.
8. Use of statistical sampling to support False Claims Act cases.
9. Kickbacks to pharmaceutical and medical device manufacturers.
10. Attention on defective medical devices
11

Source: http://www.bna.com/look-crystal-ball-b17179921946/

June 2015 – OIG Fraud Alert focuses on Physician
Compensation Arrangements
•

Targeted at physicians and directs that all compensation arrangements need
to be fair market value and reflect payment for bona fide services that have
been provided.

•

If any purpose of the arrangement is to compensate a physician for past or
future referrals, the potential does exist for violation of the Anti-Kickback
Statute.

•

This could result in possible criminal, civil or administrative sanctions,
including but not limited to exclusion from the federal healthcare programs
and potential draconian penalties via the False Claims Act.

12
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The False Claims Act 31 U.S.C. 3729, et seq.
Originally enacted during the Civil War (1863)
Redresses fraud involving federal government programs
Most start with relators though not required
Prohibits false claims, records or statements involving U.S. money
Treble damages
Penalties of $5,500 to $11,000 for each false claim or statement
Joint and several liability for defendants
Qui Tam Provisions


Filed Under Seal, on Relator’s Behalf and for the Government, With Extensions



Relator Works With Government to Develop Case



Proper Relator Shares in Recovery (% Based on whether government intervenes and other considerations)

13

The False Claims Act 31 U.S.C. 3729, et seq.
Who Can Be Sued?


Individuals, Corporations (under respondeat superior and apparent authority doctrines),



Municipal Corporations (Cook County v. United States ex rel. Chandler, 538 U.S. 119 (2003))



Not the Federal Government



Not state entities in cases by relators (Vermont v. United States ex rel. Stevens, 529 U.S. 765 (2000))

Investigating Agencies


OIG (various agencies), FBI, NCIS, DCIS among many others

Limitations Period:


6 years from date of claim, record or statement OR 3 years from date of discovery by an official with authority to act, but in no event more
than 10 years after the submission of the claim

14

7

The False Claims Act 31 U.S.C. 3729, et seq.
“Any person who knowingly presents, or causes to be presented, a false or
fraudulent claim for payment or approval … is liable to the United States …for a civil
penalty of not less than $5,000 and not more than $10,000, as adjusted … plus 3
times the amount of damages which the Government sustains because of the act of
that person”
The terms “knowing” and “knowingly” mean that a person, with respect to
information ‐‐
i. Has actual knowledge of the information;
ii. Acts in deliberate ignorance of the truth or falsity of the information; or
iii. Acts in reckless disregard of the truth or falsity of the information.



No Specific Intent to Defraud is Required
15

The False Claims Act
Recoveries
For Fiscal year 2015:


Total Recoveries = $3.5 billion



Total Health Care Recoveries = $1.9 billion



Total Health Care Qui Tam Recoveries = $1.8 billion



Total New Qui Tam Filings = 638



Total New Qui Tam Health Care Filings = 423



DOJ intervenes in approximately 25% of the qui tam cases in which it makes in intervention decision
(some cases get dismissed pre‐election)



Total relator (whistleblower) awards $597 million (does not include costs/fees paid separately)



Since 2009, total $26.4 billion recovered on 6,179 qui tams and 837 non‐qui tams (all types)
16
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False Claims Act
Key Elements


Claims



Falsity



Knowledge


Actual Knowledge



Deliberate Ignorance



Reckless Disregard



Materiality



Damages (actually not required but almost always present)



Causation


The FCA is directed not merely at those who submit false claims but also at those who "cause" false or fraudulent claims to be submitted.
("Relator has presented evidence showing that it was foreseeable that Parke‐Davis's conduct . . . would ineluctably result in false Medicaid
claims"). United States ex rel. Franklin v. Parke‐Davis, 2003 WL 22048255, at *5 (D. Mass. Aug. 22, 2003)

17

The False Claims Act Intervention Decision



After its investigation, the United States may choose to intervene and take over the
litigation. This is a critical juncture for defendants. Though Relators may proceed
without the Government, 80‐85% of Non‐intervened cases do not go forward.
Key Drivers in Government’s Decision:
 The strength of the case and the evidence
 The magnitude of the associated damages
 Non‐monetary issues such as patient health or safety, and other quality of care concerns
 Whether the conduct is part of a pervasive practice that the government wants to address
 The potential for individual liability
 The potential deterrent value of the case

NOT a key driver: Relator’s personal baggage.
18
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The False Claims Act
Categories of False Claims Potentially Affecting Physicians
 Billing for Goods or Services Not Provided


Quality of Case Cases

 Billing for Ineligible Goods or Services


Medical Necessity Cases

 Inflated Billings


Hospitalist Cases

 False Certification Cases


Kickback and Stark Cases
19

Government Enforcement Official: Case Examples and Learned
Best Practices

Example #1– Medical Necessity

20
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The False Claims Act:
Billing for Ineligible Goods for Services
Medical Necessity
Social Security Act
“Section 1862 (42 U.S.C. §1396Y) – (a) Notwithstanding any
other provision of this title, no payment may be made under
part A or part B for any expenses incurred for items or services
(1)(A) which, except for items and services described in a
succeeding paragraph, are not reasonable and necessary for
the diagnosis or treatment of illness or injury or to improve the
functioning of a malformed body member….”
21

The False Claims Acts:
Medical Necessity - Inpatient Surgical Case
•

Part A and Part B Payments Are Inextricably Intertwined

•

Transmittal 541

•

If Not Medically Necessary, Related Claims Are “False”

•

If Submitted With “Knowledge,” FCA Implicated

•

Requires Proactive, Thoughtful and Effective Compliance Efforts and Careful Management

•

Occurs At The Difficult Intersection of Compliance, Risk, Quality, Legal and Med Staff

22
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Government Enforcement Official Case Examples and Learned
Best Practices
Example 2 – Physician Relationships (Stark and AKS)

23

The False Claims Act:
False Certification Cases – Stark and AKS
How the FCA Intersects With Stark and the AKS
Stark Statute: Civil rule that prohibits a physician from referring a Medicare patient for certain
designated health care services ("DHS") to an entity with which the physician (or immediate family
member) has a financial relationship, unless an applicable exception protects the referral.
Anti‐Kickback Statute: Criminal statute that prohibits the exchange (or offer to exchange) of anything
of value if one purpose is to induce (or reward) the referral of federal health care business.
 Under the “False Certification” theory, False Claims Act liability can attach to claims where a government payee falsely
certifies compliance with a statute or regulation– like Stark or the Anti‐kickback statute ‐‐ that is a prerequisite to
government payment.
 If a claim for payment grows out of a prohibited Stark relationship, or the claim is “tainted” by an intent to induce
federal program business, it is false for purpose of the FCA.

24
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The False Claims Act:
False Certification Cases – Stark and AKS
FCA Cases With Stark Predicates:
Adventist Health System ($115 million), North Broward Hospital District ($69.5 million),
Columbus Regional Healthcare System and Dr. Andrew Pippas ($35 million)

FCA Cases With AKS Predicates:
Daiichi Sankyo, Inc. ($39 million for kickbacks to physicians), PharMerica Corp. ($9.25
million for kickbacks to and from Abbott to promote drugs in nursing homes)

These illustrate the need for meaningful, proactive measures to ensure appropriate physician
relationships and prevent inappropriate inducements
25

Chief Compliance Officer:
Learned Best Practices

26
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How Best to Mitigate and Minimize Risk via the
Compliance Program
Main tenants:
1.

Compliance needs to be pro-active and not reactive.

2.

Instill in your organizational culture that compliance is an investment and
not an expense.

3.

Don’t lose sight of your “blocking and tackling.”

27

Compliance is Pretty Basic
Seven elements of the OIG Model Compliance Program:

1

2

3

4

5

6

7

COMPLIANCE
OFFICER &
PROGRAM
OVERSIGHT

POLICIES &
PROCEDURES

EDUCATION

AUDIT

CORRECTIVE
ACTIONS TO
IDENTIFIED
PROBLEMS

OPEN
COMMUNICATION

ENFORCE
VIOLATIONS

28

28

14

Why Would You Take Sights Off of the Seven Elements?
CCO experience of when things have the potential to “Go South” on your compliance
program:


Pressure exerted upon doing compliance the right way.



Haven’t sold and resold the program.



Haven’t developed appropriate relationship with General Counsel.



Haven’t developed appropriate compliance oversight with CEO, COO, CFO, Chair of Board, Chair of
Audit Committee.



Don’t have the necessary resources/budget.



Don’t have authority to have healthy conflict based discussions.



Surrounded by leaders that display “situational compliance.”

29

What is Pro‐Active Compliance?
1.
2.
3.
4.
5.
6.
7.

Auditing
Education
Investment
Repayments
Preparation for Action
Listening Skills
Leadership
30
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Elements to Consider in Your Best Practice Efforts
Hotline Calls
Other Data Points to Trend by Year

Education
• Refunds.
• Physician
arrangements
• Survey results
Audit/Monitoring

Budget Analytics

Potential Areas of Trending
Your Coding, Billing Results

Annual Audit Work Plan
Completion
Audit Benchmarking
Scorecard
31

Independence
 Can you make the proper decision without fear of some sort of retaliation?
 Examples:
1.

The lead admitter of patients to your hospital is in violation of the
medical records completion policy – can you revoke privileges as policy
states?

2.

The president’s wife is asking to review sensitive and confidential
information related to an upcoming community fundraiser. Can you
treat her as if she were a normal citizen?

 Who validates this independence?
32

32
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Compliance and Operations
• Compliance needs to be independent from operations.
• Many CIAs state “any noncompliance job responsibilities of the Compliance
Officer shall be limited and must not interfere with the Compliance Officer’s
ability to perform the duties outlined in this CIA.”
• This is a “big” deal that won’t work in many organizations…

33

Budget Analytics


Based upon operating and FTE budgets approved by Board or Compliance/Audit Committee.



Operating budget variance ($$ and %).




Why a variance? Consultants?

FTE budget variance ($$ and %).


Is there turnover? Why?



Are there unfilled vacancies? Why?



What corrective action is proposed?



Trending of budget and actual expenses over past several years.



Good management dictates that you operate department within acceptable budget…


Being under budget doesn’t mean you are doing a good compliance job!
34
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Other Data Points to Trend by Year
 Compliance presentations to senior management.
 New and renewed Focus Arrangements.
 Payments made to non‐employed physicians without an agreement.
 Payments made to non‐employed physicians without evidence of time and
effort approval.
 Refunds.
 Survey results.
35

Listening and Leadership Skills
“An effective compliance officer must listen to the objections that are being dealt his or her way which could impede the
development of good compliance…” - Bret S. Bissey
Do you understand as a Compliance Officer all the responsibilities and pressures attached to:


CEO.



Board.



Medical Staff Leadership.



CCO.



CFO, etc…

An excellent CCO needs to understand where the pushback is coming from and deal with it “head on” instead of
“maybe it will go away.”
36
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If an organization is found guilty
of a violation of state or federal laws,
the government may offer a
reduction in penalties if an effective
compliance program is in place.

37

Our healthcare attorneys assists healthcare
providers from the smallest physician practice
to national hospital systems with Medicaid and
Medicare reimbursement issues; Federal and
state regulatory issues; negotiating
acquisitions, licensing and healthcare service
delivery arrangements; and litigating
healthcare business disputes, antitrust issues
and risk management cases.

Accountable Care Organizations (ACOs)

Medical Staff Issues

Antitrust Issues

Medicare and Medicaid Participation and Compliance

Compliance Programs and Audits

Medicare Reimbursements

Credentialing and Peer Review

Mergers, Acquisitions, Divestitures and Joint
Ventures

EMTALA

Medicaid Supplemental Payments and Upper
Payment Limit Funding Programs

False Claims Act (FCA) and qui tam

Medical Records Law

Federal and state Anti‐Kickback Statutes and
Regulations

Negotiation of Physician Service Agreements

Fraud and Abuse Compliance

Non‐Profit Hospital Conversion

HCQIA

Privacy and Security Requirements

Healthcare financing through venture capital, tax‐
exempt bonds, private placements, credit facilities and Regulatory
public offerings
Healthcare Litigation

Risk Management and Professional Liability

HIPAA Compliance

Service Line Co‐Management Arrangements

Hospital Operational Issues

Stark Law Issues

Licensure and Accreditation

State Licensing Regulations

Medicaid Supplemental Payments and Upper Payment
38Funding Programs
Limit
Medical Records Law

State Self‐Referral Prohibitions
Statutory
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MediTract – Risk and Compliance Experts
Our mission is to minimize
risk through better contract
compliance solutions.
You don’t have to face compliance requirements alone.
Anti‐Kickback  Conflict of interest  False Claims Act  HIPAA 
OIG CIA  Stark Law  Sunshine Act  The Joint Commission Standards (LD)

We know healthcare.
39

BRET S. BISSEY
MBA, FACHE, CHC, CMPE
Senior Vice President, Compliance Services

BACKGROUND
CONTACT

•

Bret has more than 30 years of diversified healthcare management, operations and compliance experience, and presented at more than 100 regional and national industry conferences
and meetings on numerous compliance topics.

Phone: 423-693-0131
Email: BBissey@meditract.com

•

He joined MediTract in September 2013 as a senior executive.

•

Bret is a fellow of the American College of Healthcare Executives.

PROFILE

•

From 2010 to 2013, he was the Senior Vice President, Chief Ethics and Compliance Officer of the University of Medicine and Dentistry of New Jersey (UMDNJ). There he successfully reengineered the nation’s largest sector compliance and ethics program under a rigorous Corporate Integrity Agreement (CIA) with the HHS OIG.

Provides compliance expertise to hospital
and healthcare organizations.

EDUCATION & HONORS
BS – Business Administration,
Shippensburg University
MBA – Marketing and Healthcare
Administration, Wilkes College
Health Care Compliance Association
Certified
Medical Group Management Association –
CMPE
Fellow of the American College of
Healthcare Executives

•

Bret has taught undergraduate and graduate courses as an adjunct faculty member at College of St. Francis, Joliet, Illinois and Allentown College of St. Francis De Sales, Center Valley,
Pennsylvania.

•

He is certified in the Health Care Compliance Association and the Medical Group Management Association. He is a past president (2001-2003) for Region 2 of the HCCA.

•

Bret is the author of The Compliance Officer’s Handbook, which was published in 2006.

PROFESSIONAL & INDUSTRY EXPERIENCE
•

At MediTract, Bret is responsible for thought management, enhancing product development, managing consulting engagements and providing compliance expertise to more than 1400
hospital and healthcare clients.

•

At UMDNJ, the largest public sciences university in the country, Bret reported to the Chairman of the Audit Committee of the Board of Trustees and University President. There he
managed 40 compliance, ethics and investigations professionals and an annual operating budget of $5.2 million.

•

Bret improves compliance through the development and implementation of departmental and institutional processes and programs. He once developed a formal compliance process for a
$1.7 billion international public company.

•

Bret was responsible for the development and ongoing management of the Corporate Compliance Program, which resulted from the nation’s first Voluntary Disclosure Settlement (October,
1998) at a specialty hospital with more than 90 employed physicians. HCCA recognized the compliance program as a “Best Practice.”

•

Bret uses his management leadership and direction to increase revenue. He once increased annual consulting revenue from $6 million to $11 million in one year. With his guidance, they
signed contracts with many prestigious healthcare organizations and physician groups and gained recognition as one of the top 100 fastest-growing private companies in America as
reported by Inc. Magazine (January 1998).
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© 2016, MediTract and Breazeale, Sachse & Wilson, L.L.P. All Rights Reserved.
This document contains general information only, and MediTract is not, by means of this document, rendering accounting,
business, financial, investment, legal, tax or other professional advice or services. This information is not a substitute for such
professional advice or services, nor should it be used as a basis for any decision or action that may affect your organization.
Before making any decision or taking any action that may affect your organization, you should consult a qualified, professional
advisor. MediTract shall not be responsible for any loss sustained by any person who relies on this information.
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OIG Fraud Alert Focuses on Physician Compensation Arrangements

OIG Fraud Alert Focuses on Physician Compensation
Arrangements
The OIG, which rarely issues fraud alerts, released one on June 9, 2015 entitled Physician
Compensation Arrangements May Result in Significant Liability.1 These type of alerts are rare (since
2011 there have only been four issued) and are indicative of a high-risk area for Fraud and Abuse
which is ripe for investigation by agencies of the federal government and a target of whistleblowers.
This fraud alert is targeted at Physicians and directs that all compensation arrangements need to be fair
market value and reflect payment for bona fide services that have been provided. Furthermore, the
alert states that if any purpose of the arrangement is to compensate a physician for past or future
referrals the potential does exist for violation of the anti-kickback statute. This could result in possible
criminal, civil or administrative sanctions, including but not limited to exclusion from the federal
healthcare programs and potential draconian penalties via the false claims act.
If you are a Physician or work with a Physician Group my professional advice is you focus on the
compliance of each of your arrangements with organizations that you refer patients. At MediTract, we
work with over 25% of the nation’s hospitals and many Physician Practices to provide automated
contract solutions to address these specific concerns.

Ten questions for Physician Organizations to ask
In response to this fraud alert some immediate questions for Physician Organizations to ask include, but
are not limited to:
1. How do you validate work described in the agreement has been performed?
2. Are all your contracts organized in one centralized database so you can interactively monitor
and manage this high-risk information?
3. Are all these arrangements subject to a business and legal review by your experienced
healthcare counsel?
4. Is the work described in the contract bona fide and is it being performed?
5. Is the work being performed being paid at Fair Market Value and how do you validate this?
6. If you have different duties should they be paid at different rates?
7. Does the agreement mention anything about referrals?
	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
   	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
   	
  

1	
  Department of Health and Human Services Office of Inspector General. 2015 Jun 9; "Fraud Alert: Physician Compensation Arrangements May Result in
Significant Liability" <https://oig.hhs.gov/compliance/alerts/guidance/Fraud_Alert_Physician_Compensation_06092015.pdf> accessed 2015 Aug 05.

	
  

OIG Fraud Alert Focuses on Physician Compensation Arrangements

8. Is your partner evaluating the work you are doing and is that evaluation documented?
9. How do you validate that payments received match the work performed per the agreement?
10. Do you have a protocol or policy for who approves these agreements?

Be proactive and take responsibility for monitoring your
arrangements
Please do not rely upon your arrangement partner to “handle” these issues. A contract which is not
compliant will present risk to both the Physician and the Hospital (agreement partner). In addition,
please be advised that errors or mistakes in your arrangements do not need to be intentional to be
prosecuted. Unintentional behaviors can present significant risk. Be sure due diligence is being
performed pro-actively to assure your arrangements are compliant.

About the Author
Bret S. Bissey, M BA, FACHE, CHC, CM PE
Senior Vice President, Compliance Services
MediTract, Inc.

Bret is a nationally recognized veteran in healthcare compliance. He began
his career in healthcare compliance in 1997 and joined MediTract in
September, 2013. From 2010 – 2013 Bret was the Senior Vice President,
Chief Ethics and Compliance Officer of UMDNJ where he is credited with
successfully reengineering the nation’s largest sector compliance and ethics program under a rigorous
Corporate Integrity Agreement with DHHS/OIG. He is the author of the Compliance Officer’s
Handbook, published in 2006, and has presented at 100+ regional and national industry
conferences/meetings on numerous compliance topics. He has over 30 years of diversified health
care management, operations and compliance experience.
Bret earned his MBA from Wilkes College in Wilkes-Barre, Pennsylvania. He is a Fellow of the
American College of Healthcare Executives, the Health Care Compliance Association (Certified –
CHC), and the Healthcare Financial Management Association. He is a Past President (2001-2003)
for Region 2 of the HCCA.

HCCA ENFORCEMENT COMPLIANCE
INSTITUTE 2016

TELEHEALTH & COMPLIANCE
DEBORAH A. RANDALL, J.D.
TELEHEALTH CONSULTANT & REGULATORY SPECIALIST
www.deborahrandallconsulting.com
202‐257‐7073

Enforcement Concerns
•
•
•
•
•
•
•

Licensure and Credentialing of all professional staff
Under‐serving patients; Liability
Consent specific to Telehealth
Management of the Case affects Survey and Certification
Privacy and Confidentiality: Business Associate contracts
Security of Communication Reporting breaches to State and Feds
Fraud and Abuse: Training on Telehealth Risks
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TELEHEALTH SCOPE AND GROWTH
• Electronic and telecommunications technologies in long‐
distance clinical health care, patient & professional
education, public health.
• Internet,videoconferencing, store‐and‐forward imaging,
streaming media, wireless, mobile devices, sensors
• 18.5% annual US growth through 2018
• 90% of large employer‐respondents will offer some form –
National Business Group on Health survey

MEDICARE COVERAGE OF TELEHEALTH
• Physicians
• Physician assistants; Nurse practitioners NP
• Nurse midwives; Clinical RN specialists; certified nurse anesthetists
• Clinical psychologists & social workers (but not psychotherapy that
includes medical and management services under Medicare)
• Registered dieticians; nutrition professionals
• BUT PT, OT, Speech therapists, Diabetic Educators NOT INCLUDED
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Rural; Medically Underserved Locations in
“Originating Site” – where the Patient is
• Office of a physician or practitioner
• Hospitals; Critical Access Hospitals
• Hospital or CAH‐based Renal Dialysis Centers
(including satellites)
• Community Mental Health Centers Rural Health
Clinics;
• Skilled Nursing Facilities ;Federally Qualified Health
Centers (FQHC);

Medicare Does Not Reimburse Home Site
Telehealth services to the home not Medicare reimbursed.
Qualifying “face to face” for physician certification of home health NOT
ALLOWED
Hospice 3d period “face to face”= no telehealth
So major chronic care and transition care cases in home setting are:
Provider funded; grant funded; ACA funding; private insurance pilot
funded; Medicare Medicaid Innovation Center grant funded:or
Independence at Home projects.

3

Research and Physician Practice Response
• Studies substantially have shown, for chronic care
management:
↓ ER, ↓ re‐hospitalizations, patient acceptance strong
• Cost reduction findings are mixed when telehealth viewed
solely as single service rather than system‐ wide episode cost
savings
• Physician acceptance varies and requires practice
modification and modernization

Covered Physician/Practitioner Services
• Usual CPT and HCPCS clinical codes plus…
• Annual wellness visits
• Psychotherapy services
• Prolonged services in the office
• Chronic care patient management under
CPT Code 99490 [not a telehealth code] but no direct
payment for data collection or device
79 Fed.Reg 67548 (11/13/14),67552‐6
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• Individual and group health and behavior assessment
and intervention
• Individual psychotherapy, Pharmacologic
management, and Psychiatric diagnostic interview
examination
• Individual and group Kidney Disease Education (KDE)
services;

• Individual and group Diabetes Self‐Management Training
(DSMT)
• Group Medical Nutrition Therapy (MNT) services;
• Smoking cessation; substance abuse; obesity assessment
and counseling
• ESRD counseling at two levels
• Extended care for acute conditions
Medicare Benefit Policy Manual Chap 15, Section 270
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Proposed Medicare Parity Act: CONNECT Act
• Would expand coverage to include certified diabetes
educators, RTs, OTs, PTs, audiologists and speech language
therapists
• Expand geographic areas to include urban areas
• Apply to all federally qualified health centers and rural
health clinics
• Remove barriers to originating site so that home based
care possible
• Demonstration project models for incremental expansions

Other Federal Reimbursement Efforts
• Chronic care management to be used with chronic
care monitoring devices
• Critical care and evaluation, with physician
“visualization”by telehealth
• Video visits for home kidney dialysis
• CHF and COPD monitoring codes to match re‐
hospitalization avoidance
• ACO and bundled services authorized

6

Billing Enforcement Concerns: Medicare
• It is the physician or practitioner who authorizes the coding including
the GEOGRAPHIC locator letters.
• If mis‐coded geographically—in error or intentionally‐‐or if non
authorized practitioner in fact provides the service, enforcement
exposure is error, false claims, false statement, uncredentialed care.
• Example: patient is in fact at home and seen by video conferencing
but locator is not added to code…..bill will appear to be at an office.
• Example: R.N. can do in‐person diabetic educating, but the group,
distanced video visits CANNOT be done by RN.

MEDICAID Coverage of Telehealth
• American Telemedicine Association:
“States continue to move away from the traditional hub‐and‐spoke
model and allow a variety of technology applications.
D.C.+26 States do not specify patient setting
36 states recognize the home as an originating site,18 states
recognize schools”
Medicaid telehealth in only 29 States+DC at same $ level as in‐
person
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American Telemedicine Association ATA
• ATA prepares an all‐State Analysis of telehealth
coverage and reimbursement gaps & regulatory
activities; and Report of licensure and practice
scope barriers of practitioners.
• http://www.americantelemed.org/policy/state‐
telemedicine‐policy#.VMRwr_7F9ic

Quality and Management of the Case are
Enforcement Concerns
• Credentials of Practitioner within her scope of practice
• Training on use of Telehealth and Appropriateness of
Modality
• Creation of a Clinical System and Infrastructure to emphasize
and measure quality
• Value‐based systems require outcomes measurements which
rest on a structure of quality and auditing
• Next two slides, by Kathy Duckett, RN Telehealth Consultant
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Clinical – Establish Standards
• Best practice, evidence based standards
• Must be able to individualize standards
• Use clinical experts that clinicians will accept to set standards
• Educate clinicians regarding standards
• Give clinicians autonomy to modify standards as they deem
necessary
• Give clinicians algorithms/guidelines for further autonomy in
practice
• Critical thinking essential – think beyond scripts
17

Clinical – Policies and Procedures
• Patient Criteria
• Monitoring Criteria
• Setting parameters

• Admission Criteria
• Discharge Criteria
• Ordering criteria
• Transmission
• Patient privacy
• Data analytics and outcomes
• Equipment management
• Installation, removal, cleaning, maintenance, infestation
18
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LICENSURE ENFORCEMENT CONCERNS
• Initially most State licensure and Professional Codes of Discipline
were silent. Now all states address whether an out of state
practitioner can perform services for an in‐state patient.
• Texas Teledoc case concerns nonvideo telehealth/antitrust. Current
update.
• A few States require an initial in‐person physician‐patient visit. Most
require licensure for state where patient is receiving care.
• Some Boards of Medicine vehemently hostile to out of state
practitioners even if licensed in‐state, claiming quality of care and
ability to directly discipline practitioners can suffer. Little harm data

Security and Privacy in Telehealth Use
• Enforcement from DHHS Office of Civil Rights for HIPAA, Federal Trade
Commission and States’ Attorney Generals under Privacy laws which
may be BROADER in impact.
• HIPAA fines and audits have increased and software and hardware
telehealth vendors are definitely Business Associates for most cases.
With increasingly individualized data trending and recommendations
for medical treatments or medication changes, telehealth medical
devices in future could also be subject to greater FDA scrutiny.
• Enforcement will focus on RISK ANALYSIS AND RISK MANAGEMENT
PLANNING, CONTRACTS AND COMPLIANCE BREACH PLANNING.

10

• Confidentiality, privacy and data theft. HIPAA Regulations, 78
Fed.Reg. 5566(1/25/13), Security Rule, 45 CFR Part 160;Subparts A
and C of Part 164
• #1 Risk = breach of unencrypted database
• Storing and transmitting electronic health records (EHRs) = improved
cost efficiency, quality and coordination of care, reduced
communication errors
• Wild West of Personal data devices: smart phones, PCs, tablets, home
printers. Risks of loss of data and viruses imported and attached.
Some health systems require only their devices be used.

ATA CERTIFICATION OF TELEHEALTH SYSTEMS
• SEE ATA website www.americantelemed.org. So far,
these certifications are both voluntary and
unconnected to any regulatory requirements. They
may be part of contract negotiations in future
competition for closed system managed care
programs.
• Note a few States have licensure for telehealth companies which
practice in that state but it has not been a growing trend.

11

ATA STANDARDS FOR TELEMEDICINE
• ATA has published a basic Standard for organizing and running a
telemedicine/telehealth program and numerous SPECIALTY
STANDARDS, for example, teledermatology, telerehabilitation,
telemental health, teleradiology, primary care and urgent center
telehealth standards [which I worked on]
• Some are still in the works and some are overdue for updating,
particularly telehomecare. ATA Board decides when updates occur.
• The Specialty Interest Groups within ATA are open to all and both
meet routinely in teleconferences and provide webinars and live
presentations at the spring ATA Annual Meeting.

TELEHEALTH Liability and Consent Issues
• Inadequate, unreliable technology = lost profits, lost efficiency, lost
confidence and support by patients and practitioners; potential for
privacy breaches and malpractice issues
• Liability for lost/damaged data: for example, a practitioner makes a
wrong diagnosis, or takes the wrong action, based on missing/partial
data
• Liability for patient harmed by misuse of technology: for example, a
psychotic patient is traumatized by sound or video distortion during
video‐conference
• ENSURE YOUR COMPANY HAS SPECIFIC TELEHEALTH INSURANCE.

12

Liability and Consent Concerns, cont.
• The partially or marginally competent
• The resistant or resilient, aging/younger person
• The shared relationship with family
• The non‐compliant, managed care member
confronted with “discipline”
• Incurable, declining, chronic care customer
• Many States require written telehealth consents.

Fraud and Abuse Issues
Telehealth Fraud‐‐Three Major Risks:
Services not medically necessary but “easy” to provide/receive
Services are not provided but claim is billed
Coordination of health services vs Impermissible incentive to referral
source, or patient herself.
‐
Limited OIG safe harbor
‐ OIG advisory opinions
‐ Stark law: physician financial interest
‐ ACO guidances HHS and FTC are evolving

13

Other Fraud Issues
• Not Rural, Not Underserved Area for Medicare eligibility
• OIG and CMS EHR safe harbor; OIG e‐prescribing safe harbor
• ACO safe harbor with nonrelated providers sharing savings
• Out of state Telehealth Practitioner may not be rendering a
“covered” service in those States with strict licensure, thus the claim
is an False Claims Act and/or state fraud risk.

Contract Enforcement: Negotiation/Benefit
• Negotiate Value with your vendor and partnering agreements.
• Do not permit other contracted parties to inappropriately shift risk to
your enterprise
• Do NOT take the old line of computer services vendors “That’s the
way our contracts are written and we cannot change it”
• Penalties for nonperformance should be included and enforced by
you.
• Length of contract long enough to get systems up and working but no
“forevers”. Lease do not buy. Keep IP developments as your own

14

THANK YOU
Deborah Randall, JD
• National Telehealth Expert
• Vice Chair ATA Home Telehealth and Remote Monitoring Special
Interest Group
• Telehealth Consultant to Local Counsels
202‐257‐7073
deborah@deborahrandallconsulting.com
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Influencing Decision Making
Healthcare Enforcement Compliance Institute
October 2016

Jenny O’Brien
UnitedHealthcare Chief Compliance Officer

Roy Snell
CEO HCCA/SCCE
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Elements

INFLUENCE
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COLLABORATION
• Know, acknowledge and use skills of others
• Let others give what they can, fill in gaps
• Document roles, tasks and expectations

COMMUNICATION
• Know Your Audience
• Objective vs Subjective
• Be Relevant

3
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RELATIONSHIPS
• Rapport and Trust
• Investment of Time
• Likeability and Reciprocity

EI vs IQ
• Self-Awareness and Humility
• Measured
• Optimism, Curiosity, Passion
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NEGOTIATION
• Don’t talk, ask questions and listen
• Determine what they need but didn’t ask for
• Package solution giving more to both sides but drop sticking points

STRAGETIC THINKING
• New vs Old School thinking list
• Stay focused on mission
• Consider ROI of every effort

5
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LEVERAGE
• Vision and Implementation
• Value Proposition
• Reciprocity

INFLUENCE

6
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HCF Data Analytics
Overview
Andrew Weissmann
U.S. Department of Justice
Criminal Division │ Fraud Section

Data Analytics refines and allows for “Smarter”
Investigations and Prosecutions
• Prioritization of health care fraud prevention has:
• Significantly improved data analytic resources allowing for increased data
mining and quicker identification and action in fraud, waste, and abuse cases.
• Strengthened collaboration between Federal, State, and local agencies,
allowing them to better coordinate data analytic resources.
• Addressed analytical weaknesses to improve identification of health care
fraud, waste, and abuse across the U.S. health care system.
• Capitalized on the power of data to improve the effectiveness of the Health
Care Fraud and Abuse Control (HCFAC) program.
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Data Analytics improves Target Identification &
Resource Allocation
Payments Attributable to High‐Risk Physicians by Judicial District

Data used to target High‐Risk Physicians

November 2013 – October 2015

Under the Patient Protection and
Affordable Care Act (ACA), “high‐risk”
providers are identified and subjected
to enhanced scrutiny.
Nationally, 4 of the top 10 high‐risk
physicians are in SDTX.*
Data mining of both real‐time and
recent physician records is conducted.

Payments to High‐Risk Physicians

Medicare Fraud Strike Force

*For the period Nov. 2013 – Oct. 2015
$0

$4.5B

Case Study: Data Mining Physician Records (SDTX)
• “High‐Risk” Physicians are conservatively identified by outlier detection
methods at both the national and state levels
• Nationally, Dr. A is an outlier at the 99.5th percentile in 8 metrics, 11 metrics at
the 95th percentile
• In Texas, Dr. A is an outlier at the 99.5th percentile in 7 metrics, 12 metrics at the
95th percentile.
• Outlier detection is adjusted to account for practices differences by specialty. In
this case, Dr. A, a primary care physician, is only compared to comparable
primary care peers (not specialists).
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Data Analytics can focus an Investigation and
discover other “high‐risk” providers
Metric

Commentary

Follow‐Up

Dr. A billed for $67.7M in total
Medicare Part B* payments.

For physicians generally, especially primary
care, this figure is high. Dr. A’s billing
correlated with a pattern of not providing
care.

Is there a particular code or service Dr. A for
billing for the most? Would the reimbursement
level account for the billing?

$65.6M (97%) of total Part B payments
were for home health orders to 119
Home Health Agencies (HHAs).

Clear outlier. In a deeper analysis, Dr. A is an
outlier for HHA services in 4+ metrics
nationally and in Texas.

Can we detect a relationship between Dr. A
and the HHAs? Is there a suspicious pattern?

At 62 of the 119 HHAs, Dr. A accounts
for over 50% of the HHA’s patients.

Financially, these HHAs are very dependent
on Dr. A. In fact, at 5 of the HHAs, over 90% of
the patients are referred by Dr. A.

How financially dependent are these HHAs on
business brought to them by Dr. A? Alert
investigators to look for kickbacks.

Just from Dr. A’s referrals, the 119
HHAs received $55M in payments.

In fact, Dr. A accounts for over 75% of total
HHA payments at 8 separate HHAs.

Is there anything characteristic among these
119 HHAs?

95% of the HHAs Dr. A referred to get
the majority of their patients from
“high‐risk” physicians like Dr. A.

The spider web expands. Particularly
worrisome are the 7 HHAs relying on high‐risk
physicians to provide 99%+ of their patients.

What other “high‐risk” physicians are referring
to these HHAs? Are these physicians colleagues
with Dr. A?

*Medicare Part B: This medical insurance helps cover physicians’ services and outpatient care. It also covers some medical services not covered in Part A, such as
services of physical and occupational therapists and some home health care.

Case Study: Data Mining Physician Records (EDMI)
• Detecting the fraud scheme being committed by “High‐Risk”
Physicians can require more complex analysis and follow‐up.
• Nationally, Dr. B is an outlier at the 99.5th percentile in 3 metrics, 13 metrics
at the 95th percentile
• In Michigan, Dr. B is an outlier at the 95th percentile in 12 metrics.

• The negative impact of a fraud scheme is not limited to the
Medicare program. Patient harm can occur in fraud cases.
• The Dr. B case involves fraudulent prescriptions. The increasing rate of
opioid abuse and number of overdose deaths becomes relevant.
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Data Analytics builds stronger cases by combining
multiple databases
Metric

Commentary

Follow‐Up

79.9% of Dr. B’s Medicare Part D*
patients were prescribed a
Controlled Substance.†

National outlier comparison shows Dr.
B’s controlled substance metric is
significantly above the national 99.5th
percentile (52.8%).

Do Dr. B’s patients seem to be drug‐seeking?
Are they only receiving prescriptions for
controlled substances?

33.9% of Part D patients were ONLY
prescribed Controlled Substances.
Most prescriptions were for
hydrocodone and oxycodone.‡

Many of these patients may show
drug‐seeking behavior and seek care
from multiple physicians in different
locations.

Where are patients coming from? Since
patients switch often, analysts must utilize real‐
time databases.

Dr. B patients are not just from
Michigan. He is writing prescriptions
for patients from Ohio, Kentucky, and
Indiana.

Patient recruiters may be involved. The
form of payment for these
prescriptions needs to be determined.

How much Medicare Part D billing is
attributable to the Dr. B’s Controlled Substances
prescriptions? Could patients be paying in cash?

*Medicare Part D: This Medicare prescription drug benefit subsidizes the costs of prescription drugs and prescription drug insurance premiums for Medicare beneficiaries.
†Controlled Substance: A prescription drug or chemical whose manufacture, possession, or use is regulated by a government (Title 21 C.F.R. §§ 1308.11‐1308.15). These
medications are categorized by the Drug Enforcement Administration (DEA) as a Schedule II‐V Controlled Substances.
‡ Hydrocodone (e.g. Vicodin) and Oxycodone (e.g. Percocet) are both Schedule II Controlled Substances.
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LETTER FROM THE CEO

by Roy Snell, CHC, CCEP‑F

C&E vs Old School Thinking

Compliance and ethics

Snell

vs.

Proactive .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Use compliance and ethics incentives  .  .  .  .  .  .  .  .  .  .
Find core risk areas of a law .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Help people understand spirit of the law  .  .  .  .  .  .  .  .
Gathering all facts for leadership .  .  .  .  .  .  .  .  .  .  .  .  .  .
Compliance protects the bottom line .  .  .  .  .  .  .  .  .  .  .
Operational discussions .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Use all elements of a compliance program .  .  .  .  .  .  .
Find and fix a problem .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Audit affected areas .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Root cause analysis of a mistake .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
This is a lesson we can learn from  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Work with operations to find another way .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Standing ground on important issues . . . . . . . . . . . . . . . . . .
Interest in preventing violations .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Independent and unbiased .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Correct serious problem .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Investigate allegation  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Whistleblower may have something .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Study and follow existing laws .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Build ethical culture .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Compliance and ethics education  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Monitor compliance .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Discipline equally amongst all levels . . . . . . . . . . . . . . . . . . .
How can we fix a problem? .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Building trust increases business .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Determine right thing to do .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Is this right? . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
Ethical culture = trust/growth/revenue .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Study recent relevant settlements .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Study enforcement guidance .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Practical  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Transparency up to and including board .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
Learn from competitors mistakes  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .

Please don’t hesitate to call me about anything any time.
+1 612 709 6012 Cell • +1 952 933 8009 Direct
roy.snell @ corporatecompliance.org
@RoySnellSCCE

/in/roysnell

Old School Thinking
Reactive
Use punitive measures to change behavior
Have academic debates about gray areas of a law
Discuss negative side effects of the law
Gathering information to defend
Compliance is a cost center
Academic discussions
Just tell people to do the right thing
Find and pass off problem
Don’t turn over the rock
Make excuses and blame others
We admit no wrong doing
Just say no
Go along and get along
Interest in discounting enforcement efforts
Defensive and conflicted
Worried about next promotion
Questions complainant’s motives
Whistleblowers are whiners
Go to DC to get laws changed
Assume everyone is ethical
Education takes time away from operations
My people would never do such a thing
She/he is too important to discipline
How can we wrap the problem in privilege?
Flirting with the edge of ethics and laws increases business
Pick a side and fight
Can we defend it in court?
Ethics training is a waste of time
Discount recent settlements
Belittle regulators/enforcement
Theoretical
Focus on attorney client privilege
Discount others as bad players ✵
+1 952 933 4977 or 888 277 4977  
www.corporatecompliance.org

Compliance & Ethics Professional®  October 2016

T

here are times when taking the old
school approach is helpful, but if
your day is consumed by “Old School
Thinking,” you are not part of the problem,
you are the problem.
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Organizational Compliance and
Excluded Individuals and Entities
Tamara Forys, Senior Counsel,
Office of Counsel to the Inspector General,
Office of Inspector General,
U.S. Department of Health and Human
Services

Ryan Meade
Director, Regulatory Compliance Studies,
Center for Compliance Studies
Beazley Institute for Health Law and Policy,
Loyola University Chicago School of Law
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Summary
How does someone get excluded?
What is the effect of exclusion?
What happens if I hire an excluded

person?
How do I protect myself from
liability?

2
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What Is Exclusion?
Authority of the Office of Inspector General, U.S. Dept. of
Health and Human Services
 Excluded from participation in federal health care
programs


 Includes

Medicare, Medicaid, CHIP, VA, TriCare, Champus,
Indian Health Services

No payment may be made by any Federal health care
program for any services excluded person furnishes,
orders, or prescribes
 Also applies to administrative and management services
 Regardless of who submits the claim
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Paths to Exclusion


The exclusion statute, 42 USC §1320a-7
 Conviction-based
Delivery of items or services under
Neglect or abuse of patients
Fraud, theft, financial misconduct
Controlled substances
Obstruction

 Action

Medicare or Medicaid

by another agency or board

License revocation or suspension
Exclusion or suspension under Federal

program

or State health care
4
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Paths to Exclusion
 The

exclusion statute, 42 USC §1320a-7

 Non-derivative
Fraud and kickbacks
Entities controlled by sanctioned

(excluded/convicted)

individual
Failure to grant immediate access
Default on HEAL loans
Individuals controlling a sanctioned
(excluded/convicted) entity
False statement on contract or application to participate
or enroll
5

Paths to Exclusion
 Exclusion

authority under the Civil Monetary
Penalties Law, 42 USC §1320a-7a
 Administrative

authority that allows for
assessment based on amount claimed, as well as
penalties and exclusion

 OIG

sets length of exclusion based on statutory
and regulatory factors
 Must take affirmative steps to be reinstated
when eligible (42 CFR §1001.3001 et seq.)
6

3

10/18/2016

Effect of Exclusion


No Federal health care program payment may be made for
any items or services furnished by an excluded person, or
at the medical direction or the prescription of an excluded
person
 Even

if the excluded person changes from one health care
profession to another (e.g., an RN who becomes a home health
aide)
 All methods of Federal health care program payment—itemized
claims, cost reports, fee schedules, capitated payments,
prospective payment system, etc.
 Regardless of to whom the payment is made (e.g., payment to a
pharmacy for Rx ordered by excluded doctor)
7

Effect of Exclusion


No Federal health care program payment may be made for
any items or services furnished by an excluded person, or
at the medical direction or the prescription of an excluded
person.
 Applies beyond direct patient care.
 Administrative and management
 Transportation services

services

 Preparation of surgical trays
 Executive or leadership roles



Additional information, including FAQs, Special Advisory
Bulletin, and information on reinstatement:
https://oig.hhs.gov/exclusions/index.asp
8
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How Do I Know Someone Is
Excluded?
 List

of Excluded Individuals and Entities
(LEIE): http://exclusions.oig.hhs.gov/
 OIG recommends monthly screenings
against the LEIE
 OIG integrity agreements require monthly
screenings
9

Why Should I Care if Someone
is Excluded?
 Civil

Monetary Penalty Law liability

 False

claims

 for

arranging or contracting with (by employment or
otherwise) an excluded individual or entity
 for ownership/management by an excluded individual
 for ordering or prescribing while excluded
 Criminal,

 Claims

civil, or administrative liability for false claims

not payable (overpayment)

10
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Self-Disclosure Protocol
 Avenue

for providers to disclose false claims or
fraudulent conduct (before government is
investigating), including false claims and
employment of excluded individual
 Updated guidance available at
https://oig.hhs.gov/compliance/self-disclosureinfo/index.asp

11

Self-Disclosure Protocol
 Benefits

to Provider:

 Swifter resolution
 Lower multiplier for damages
 Civil Monetary Penalty release
 Good-faith participation in self-disclosure

evidence of robust compliance program

seen as

 Note

that acceptance and continued
participation in Protocol tolls 60-day
overpayment return obligations.

12
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Case Studies


The following are commonly observed situations



This discuss will examine the challenges, approaches, and
compliance measures to manage risk

13

Hypothetical – Baseline Facts


A health care organization has never conducted screening
against LEIE



The organization conducts its first screening and identifies
4 individuals who have been excluded:


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks
14
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Hypothetical – Hospital Situation


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks



Assume that all are clinicians and involved in patient care



Statute of limitations?
15

Hypothetical – Hospital Situation





John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks

What if Jerry is employed in the janitorial department?

16
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Hypothetical – Hospital Situation


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks



Assume that Mary is a valuable administrative employee
and is not associated with patient care



Is there a way to wall off her “costs”?
17

Hypothetical – Physician Practice Situation


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks



Assume that Mary is a valuable administrative employee
and is not associated with patient care



Is there a way to wall off her “costs”?
18
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Hypothetical








John 18 years
Sue: 7 years
Jerry 3 years
Mary: 6 weeks

Assume Sue works in food services.
In investigating the history of Sue’s employment, there is a note
in the HR file that says: “Called reference who told me that Sue
used to be a nurse until her license was revoked. Likes working
in hospital setting. Dr. Smith vouches for her that we should
give her a break and hire her.”
19

Hypothetical


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks



Assume John is a pharmacist



John’s license was suspended for 24 months 18 years ago. He
was excluded at that time. He was eligible to be taken off the
exclusion list 16 years ago. His license has been in good standing
for 16 years and is an exemplary employee.
20
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Hypothetical




Change in facts: OIG contacts Hospital 1 and indicates it
has learned the following people are employed by Hospital
1 and are excluded individuals


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks

Hospital 1 is owned by System XYZ which also owns
Hospitals 2, 3, 4, 5.
21

Hypothetical


OIG contacts Hospital 1 and indicates it has learned the
following people are employed by Hospital 1 and are excluded
individuals





John 18 years
Sue: 7 years
Jerry 3 years
Mary: 6 weeks

Hospital 1 is owned by System XYZ which also owns Hospitals
2, 3, 4, 5.
 Screening employees has been delegated to each hospital.
 You learn that Hospitals 1 and 5 have never screened.


22
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Hypothetical


OIG contacts Hospital 1 and indicates it has learned the
following people are employed by Hospital 1 and are excluded
individuals





John 18 years
Sue: 7 years
Jerry 3 years
Mary: 6 weeks

Hospital 1 is owned by System XYZ which also owns Hospitals
2, 3, 4, 5.
 Screening employees has been delegated to each hospital.
 You learn that Hospitals 1 and 5 have never screened.


23

Hypothetical


OIG contacts Hospital 1 and indicates it has learned the
following people are employed by Hospital 1 and are excluded
individuals





John 18 years
Sue: 7 years
Jerry 3 years
Mary: 6 weeks

You learn that Hospitals 1 and 5 have never screened.
 You conduct a full screening for Hospital 5 and find no hits.
 Sue, a nurse, transferred from Hospital 5 to Hospital 1, two years
ago


24

12

10/18/2016

Hypothetical




OIG contacts Hospital 1 and indicates it has learned the
following people are employed by Hospital 1 and are
excluded individuals


John 18 years



Sue: 7 years



Jerry 3 years



Mary: 6 weeks

You review Hospital 1’s screening process and learn that it
outsources an annual screen to a vendor
25

Hypothetical


The screening program identifies a newly appointed Board
member as being excluded



The Board member has been elected by the other Board
members for a 3 year term and the bylaws do not identify a
removal procedure

26
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Hypothetical


The principal shareholder of a DME supplier sells 50% of
the company to an John Johnson



John Johnson is added to the screening list



The screening process identifies John Johnson as being
excluded for the past 3 years

27

Hypothetical


A privately held laboratory company is 100% sold to John
Johnson



6 months after the acquisition, the screening program
identifies John Johnson as being excluded

28
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Hypothetical


A hospital has a robust screening program that screens
employees and vendors monthly



The screening program has not identified any employees or
vendors as excluded for several years



A hotline call informs the compliance office that the owner
of a heavily used temp nurse agency is excluded although
the company is not excluded
29

Questions?
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Enforcement Trends and
Compliance:
Hospice and Home Health
HCCA Healthcare Enforcement Compliance Institute
October 25, 2016

1

Agenda

• Overview of Recent Enforcement
Trends
• False Claims Act Litigation
Developments
• Best Practices for Auditing and
Monitoring
• Practical Takeaways

2

1

Overview of Recent
Enforcement Trends

3

4

2

Many Arms for Enforcement
• Criminal Strike Forces










Baton Rouge, Louisiana
Brooklyn, New York
Chicago, Illinois
Dallas, Texas
Detroit, Michigan
Houston, Texas
Los Angeles, California
Miami –Dade, Florida
Tampa Bay, Florida

• CMS Moratoriums on HHA enrollments
 81 Fed. Reg. 5444-5447 (Feb. 2, 2016)

• Data Analysis
 OIG Data Brief “Nationwide Analysis of Common Characteristics in OIG
Home Health Fraud Cases” (June 2016) OEI-05-16-00031

• False Claims Act Litigation and Settlements

5

Why the Enforcement Focus on Post-Acute Care?
•

Prevention and enforcement against fraudulent providers in
the Post Acute space is a priority for the government,
particularly due to the significant federal spend in this area.
 Increase of $1 billion per year for total hospice expenditures,
with the average length of stay for beneficiaries continuing to
increase.
 Over 11,000 home health agencies providing services to
approximately 3.5 million beneficiaries in 2015, costing the
government north of $18.4 billion.
 Over $10 billion in improper payments estimated in FY 2015

 Improper hospice admission ends coverage for curative care.

6

3

Medical Necessity

7

Medical Necessity

• Eligibility
• Level of Care
• Length of Stay/Service
• Documentation to Support Medical Necessity

8

4

Recent Medical Necessity Enforcement: Hospice
•

Patient Eligibility/Documentation
 Evercare Hospice and Palliative Care (July 2016)
 $18 million to resolve False Claims Act allegations that it claimed Medicare reimbursement for hospice
care for patients who were not eligible for such care because they were not terminally ill.
 Medical records allegedly did not support terminal prognosis.
 Alleged Evercare discouraged physicians from discharging patients when no longer eligible and failed
to ensure nurses accurately documented medical necessity

 Serenity Hospice and Palliative Care (October 2015)
 Improper admission of patients who did not meet eligibility requirements—life expectancy of six
months or less.
 Individual Exclusion.
 Agreed to pay $2.2 million to resolve claims it violated the FCA by submitting false claims to Medicare.
Serenity and the OIG also entered into a five year Corporate Integrity Agreement to settle the claims.

 Guardian Hospice of Georgia LLC ( October 2015)
 Agreed to pay $3 million to resolve FCA allegations.
 The government contended that Guardian’s business practices contributed to its submission of false
claims, including failing to properly train its staff and medical directors on the hospice eligibility criteria,
setting aggressive targets to recruit and enroll patients, and failing to properly oversee the Atlanta
hospice.

9

Recent Medical Necessity Enforcement: Hospice

• Long Lengths of Stay
 Hospice of Arizona and Related Entities (May 2013)
Agreed to pay $12 million to resolve allegations they
violated the FCA. The government alleged that certain
practices resulted in the admission of ineligible patients or
inflated bills, including adopting procedures that delayed
and discouraged staff from discharging patients from
hospice when they were no longer appropriate for such
services.

10
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Recent Medical Necessity Enforcement: Hospice

• Level of Care
 Covenant Hospice (June 2015) $10 million paid for
billing general inpatient care rather than routine home
care.
 St Joseph Hospice (September 2015) $5.86 million
paid for alleged billing of continuous home care
hospice, rather than routine home care.

11

Recent Medical Necessity Enforcement: Home Health
•

Res Care Iowa (February 2015)
 Agreed to pay $5.63 million to resolve claims it violated the FCA by
submitting false home healthcare billings to Medicare and Medicaid.
 Between 2009-2014, the company failed to obtain required physician:
certifications of medical necessity, orders for specific types and
amounts of services and, after 2011, face-to-face documentation.

•

Careall Companies (November 2014)
 Agreed to pay $25 million.
 Allegedly overstated severity of patient medical conditions, billed for
medically unnecessary services, and billed for non-homebound
patients.

12
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Recent Medical Necessity Enforcement: Home Health
• Amedisys (April 2014)
 Allegedly billed Medicare for nursing and therapy services that
were medically unnecessary or provided to patients who were
not homebound, and otherwise misrepresented patients’
conditions to increase Medicare payments.
 Alleged management pressure on nurses and therapists to
provide care based on the financial benefits, rather than the
needs of patients.
 Paid $150 million to resolve claims.

13

United States of America, et al. v. AseraCare Inc., et al.
•

Qui Tams alleging that AseraCare admitted patients to hospice that were not
terminally ill

•

District Court (N.D. Ala.) bifurcated trial into 2 phases:
1) Phase One on the falsity element of Government’s False Claims Act claim
2) Phase Two on the other elements of the Government’s FCA Claim
“Falsity cannot be inferred by reference to AseraCare’s general corporate practices
unrelated to specific patients. A claim is either false or not without evidence of
corporate practices unrelated to that claim.”

•

Phase I Jury Verdict: On October 15, 2015, the jury largely sided with the
government in Phase I of the two part trial and found that 104 of the 121 submitted
claims were objectively false.

14
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United States of America, et al. v. AseraCare Inc., et al.

• November 2, 2015: court formally vacated the jury’s verdict,
granted AseraCare’s motion for a new trial and reopened
summary judgment arguments.
• March 31, 2016: the court granted summary judgment in favor of
AseraCare, finding that “contradiction based on clinical judgment
or opinion alone cannot constitute falsity under the FCA as a
matter of law.”

15

United States of America, et al. v. AseraCare Inc., et al.

“When two or more medical experts look at the same medical
records and reach different conclusions about whether those
medical records support the certifying physicians’ COTIs, all that
exists is a difference of opinion. This difference of opinion among
experts regarding the patients’ hospice eligibility alone is not enough
to prove falsity….”

16

8

United States of America, et al. v. AseraCare Inc., et al.
• US Appeal to the Eleventh Circuit
 Appealing whether the district court erred in granting summary judgment to
AseraCare and granting AseraCare a new trial
 US says district court’s ruling based on a fundamentally flawed view of what
it means for a claim to be “false” under the False Claims Act
 US view:
 A claim is false if it is not reimbursable by Medicare
 A hospice claim is only reimbursable by Medicare if provider has sufficient
documentation in medical record to support terminal diagnosis
 Jury properly relied on documentation in medical records to determine if claim is
false
 Evidence of good faith disagreement is relevant to scienter but does not negate
falsity.

17

U.S. ex rel. Wall v. Vista Hospice Care, Inc.

•

June 20, 2016, court (N.D. Tex.) granted summary judgment in
favor of the hospice
 Rejected Relator’s attempt to use statistical sampling finding:
 “the underlying determination of eligibility for hospice is inherently
subjective, patient-specific, and dependent on the judgment of involved
physicians.”

Agreed with AseraCare district court that the opinion of one medical expert
alone cannot prove falsity without further evidence of an objective
falsehood

18
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Physician Relationships &
Anti-Kickback

19

OIG Special Fraud Alert June 19, 2015
• Physician Compensation May Result in Significant
Liability
 Looking at doctors on the receiving end of the kickback

• The OIG emphasized a shift in government
enforcement to actions against individual physicians
rather than actions primarily targeting affiliated provider
entities.

20
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OIG Special Fraud Alert June 2016
•

Improper Arrangements and Conduct Involving Home
Health Agencies and Physicians


Government is stepping up its enforcement of home health providers
and the physicians they do business with



Concern that home health companies are paying physicians for
referrals



Concern that physicians are soliciting payments in return for their
referrals




In some instances disguised as payments for medical director
services

OIG concerned that such arrangements compromise medical
judgment, result in patient steering, overutilization, and unfair
competition

21

Medical Directors

• Number of Medical Directors
• Fair Market Value of Services Actually
Provided
• Evidence of work being done
• Link to Referrals

22

11

Marketing Practices

• Payments tied to admissions or census goals raise
a red flag
• Employees involved in admissions should not
receive census based payments
• Be careful how you talk about census goals

23

Recent Enforcement: Physician Relationships
•

Nurses’ Registry, Vicki House and Estate of Lennie House
(July, October 2015)


•

$17 million settlement to resolve allegations of billing for medically
unnecessary home health care services and services tainted by
kickbacks.

A Plus (June 2013- February 2015)


Home health agency, two owners, and seven physicians and
spouses agree to pay over $3 million.



Alleged Stark/Anti-Kickback violations based on payments to
physicians’ spouses for sham marketing positions to get referrals.

24
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Recent Enforcement: Physician Relationships
•

•

Good Shepherd Hospice (February 2015)


Agreed to pay $4 million to resolve allegations that the company
submitted false claims for hospice patients who were not terminally ill.



Among other things, allegedly hired medical directors based on their
ability to refer patients, focusing particularly on medical directors with
ties to nursing homes, which were seen as an easy source of patient
referrals.

Amedisys, Inc. (April 2014)


Agreed to pay $150 million to settle allegations stemming from 7 qui
tams between 2008 and 2010. Included Stark/Anti-Kickback claims
based on relationship with Georgia Oncology practice where
Amedisys allegedly provided patient care coordination services at
below-market rates.

25

Best Practices for Auditing and
Monitoring

26
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Government FRAUD Prevention EFFORTS: REVIEW
• Office of Inspector General (OIG) of the HHS issued
Voluntary Compliance Guidance (www.oig.hhs.gov)
 All provider types: Laboratory, physicians, hospitals, SNF
 OIG voluntary guidance for Home Health and Hospice
 Home Health Agencies: 63 Fed. Reg. 42410; August 7, 1998
 Hospice: 64 Fed. Reg.54031; October 5,1999

 Annual OIG Work Plans
 Increase in Audits: ZPIC; MAC; Pre-Bill…
 OIG Teams with Department of Justice on Investigations
 State Audits for Medicaid
 Involvement from State Offices of Attorney Generals

27

Mandatory Compliance Requirements
• 2008 HOS CMS Conditions of Participation (CoPs): Cover ethical issues, informed
consent, dignity, privacy, resident rights, QAPI, etc. IDG meetings and
documentation
• Proposed CoPs for Home Health (October 2014) --pending
• Payment: CTI/Face-to-Face; Attestations; Notice of Election; HH Medical Necessity
and Homebound status/POC
• Medicare Administrative Contractors (MACs); Local Coverage Determinations,
Eligibility, LOS, Live Discharge
• CMS Regulations, Notices, Transmittals, other
• ICD-10 Coding
• State laws regarding background checks/Medicaid fraud
• OIG Exclusions List
• HIPAA
• Self Disclosure Protocol (revised April 2013)/2016 Regulations

28
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Annual OIG Work Plans: HOSPICE
Cumulative foci:
 2013-2014 OIG Work Plan (www.oig.hhs.gov/reports)
 Marketing practices
 Financial relationships with nursing facilities
 Mandatory contract language

 2014-15: Hospice in Assisted Living Facilities
 2015-2016 Hospice general Inpatient Care
 Services billed but not received
 Increase utilization
 Is level of care appropriate?

 2016 Hospice GIP, POC, Revocation, other

29

Government Oversight FOR home health
• 2013-2014 OIG Work Plan

(www.oig.hhs.gov/reports)
 Face to face encounters
 2014-2015 Employment of home health aides (HHA) with
criminal convictions
 OASIS
 MAC: Claims oversight /ZPICS
 2014-2015 Home health PPS requirements
 State survey and Certification/Quality
 Trends in expenses and revenues--Cost report analysis
 2016: Home Health PPS: documentation; are claims in
accordance with laws and regulations
30
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Government focused auditing
• MAC/ZPIC: Claims Oversight & Data Analytics
 Pre-Bill claims monitoring
 ZPIC letters requesting clinical records for claims billed
and paid:
 Focus on Hospice: Eligibility, Long Length of Stays, Face to
Face, Election of Benefit, Notice of Election, Revocation; Live
Discharges, Routine Home Care (RHC); General Inpatient
Care (GIP); Continuous Home Care (CHC); other
 Focus Home Health: Face to Face; therapy evaluation and
assessments; medical necessity, home bound status, Plan of
Care (POC), other

31

Corporate Integrity Agreements
• Use CIAs as a learning tool to understand the focus of
OIG investigations
• Use CIAs to develop/implement best practices:
The seven elements of a compliance program (review next slide)
plus:
 Perform an annual Compliance Program Risk Assessment
 Provide initial, ongoing governing Board education (see
AHLA/OIG/AHA publication for Boards--April 2015)
 Initiate Management Certifications: especially for high risk areas
such as marketing, billing staff and clinicians (documentation)
 System to track Agreements with Referral Sources

32
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CORE ELEMENTS OF A COMPLIANCE PROGRAM
Identify Best Practices for each element:
1. Policy/Procedure/Written Code:
2. Compliance Officer/Committee/Governing Board
3. Training/Education
4. Communications/Anonymous
5. Auditing Monitoring ---- internal & external monitoring;
Quality Monitoring
6. Disciplinary Measures
7. Disclosure /Timely Investigations and Reporting

33

PEPPER REPORTS: DEFINED
• PEPPER Reports (information taken from CMS training
materials at www.cms.gov):
 Program for Evaluating Payment Patterns Electronic
Report (PEPPER)
 These reports summarize Medicare claims data
statistics for a home health or hospice agency in target
areas that may be at risk for improper Medicare
payments
 PEPPER data provides a comparison of a home health
or hospice’s Medicare claims data statistics with
aggregate Medicare data for the nation, MAC
jurisdiction and state.
34
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The History of PEPPER
• PEPPER was initially developed in 2003 for shortterm acute care hospitals
• Now PEPPER is used for long-term care, acute
care PPS hospitals, inpatient psychiatric facilities,
critical access hospitals, inpatient rehabilitation
facilities, partial hospitalization programs,
hospices, skilled nursing facilities and home health

35

Why CMS provides PEPPER REPORTS
• CMS is charged with protecting the Medicare Trust Fund
from fraud, abuse and waste
• PEPPER reporting supports CMS’ Program Integrity
activities
• PEPPER can be utilized as an educational tool to assist
providers in assessing their risk for improper Medicare
payments:

• Go to www.pepperresources.org

36
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PEPPER DATA
• If outliers are revealed by PEPPER data, review
claims, and documentation in medical record; consider
patient population, external factors,
• Develop best practices regardless of whether
something is an outlier
• PEPPER Date is not publically available; TMF Health
Quality Institute does not provide PEPPER data to
MACs or Recovery Auditors but the MACs provide
access to database with PEPPER statistics for their
region-so it is available to the MACs

37

Hospice Specific Audits

• Design Audits Specific to Hospice Issues
• Admission and Recertification
• Relevant Claim Period
• Long Length of Stay
• Entire length of stay for stays greater than 240 days to review medical
necessity

38
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Kickbacks

• Agreements with referral sources must be in writing and signed by both parties for a term of
at least one year
• Agreement must cover all services to be provided
• Aggregate compensation must be set in advance, be consistent with fair market value, and
not take into account the volume or value of referrals
• Maintain and regularly review time logs
• Only hire number of medical directors reasonably necessary to meet the legitimate
regulatory and business needs of provider
• Routinely monitor physician/provider relationships
• Review Fair Market Value periodically for longer agreements or agreements with autorenewal terms.

39

Kickbacks

•

OIG recommends as best practice maintaining a database of all agreements with actual referral
sources to track:
•
•
•
•
•

•

Term
Fair Market Value
Legal and Compliance Review
Business need
Compliance with terms of agreement
• Timely and accurate payments
• Services or products delivered

Remember that anything of value can constitute remuneration
• Forgiven payments or late payments without interest or fees
• Not fulfilling a term of the contract, e.g., not attending meetings.
40
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Practical Takeaways

• Documentation of eligibility and medical necessity is key
•
•

•
•
•
•
•
•
•
•

Hospice – Terminally ill with prognosis of life expectancy less than six months if illness follows its normal
course.
Home Health -- Homebound

Regularly review provider/physician agreements for compliance
FMV
Services Provided/Time sheets
Anti-kickback compliance
Audit for overpayments
Review your Pepper reports
Review the OIG Workplan for OIG Initiatives and areas of enforcement
Review settlements and recent CIAs

41

QUESTIONS

42
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STATEMENT REGARDING ORAL ARGUMENT
The United States respectfully requests oral argument. Following a seven-week
trial, the district court set aside a jury verdict in the government’s favor based on an
erroneous interpretation of what it means for a claim to be false under the False
Claims Act in a medical services case. Suits under the False Claims Act frequently
allege that claims are false because a defendant billed the government for services that
were medically unnecessary or otherwise ineligible for reimbursement, and the
outcome of this case may therefore have broad implications. Because of the
voluminous record in this case and the significance of the legal issues presented, the
United States believes that oral argument is warranted and would be of substantial
assistance to the Court in resolving this appeal.
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IN THE UNITED STATES COURT OF APPEALS
FOR THE ELEVENTH CIRCUIT
No. 16-13004
UNITED STATES OF AMERICA,
Plaintiff-Appellant,
v.
GGNSC ADMINISTRATIVE SERVICES, ET AL.,
Defendants-Appellees.
ON APPEAL FROM THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF ALABAMA
BRIEF FOR APPELLANT
INTRODUCTION
Defendants, known collectively as AseraCare, provide hospice services to
Medicare patients and receive reimbursement from the federal government for those
services. Hospice care is special end-of-life care for terminally ill patients, which is
intended to comfort, not cure. When a terminally ill Medicare patient elects hospice,
Medicare stops reimbursement for traditional medical care designed to improve the
patient’s condition. Only Medicare patients who have a life expectancy of six months
or less are considered terminally ill and therefore eligible for Medicare hospice
benefits.
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Under federal law, hospice providers are responsible for ensuring that the
patients they enroll in hospice are eligible to receive hospice benefits under Medicare.
Hospice providers are required to maintain physician certifications of terminal illness
for each patient and must also ensure that the physician certifications are supported
by clinical information in the patient’s medical record.
AseraCare’s fraud came to the United States’ attention when several groups of
former AseraCare employees filed separate lawsuits under the False Claims Act. After
the United States intervened in the consolidated suits, the district court took a number
of procedurally anomalous steps. First, the district court bifurcated the liability phase
of the trial, isolating from the rest of the proceedings the question of whether claims
submitted by AseraCare were false and significantly limiting the evidence the United
States was permitted to present to the jury in this first phase. Second, one week after
the jury found that the Medicare claims submitted for a majority of the patients
selected for trial were false, the district court invited a new trial motion and vacated
the jury’s verdict because it believed its jury instructions were erroneous. Third,
instead of proceeding with a new trial after the vacatur of the jury verdict, the district
court entered summary judgment for AseraCare after giving sua sponte notice of its
intent to do so.
At the heart of the district court’s rulings lies a fundamentally flawed
interpretation of what it means for a claim to be “false” under the False Claims Act.
2
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In a False Claims Act suit concerning eligibility for payment under Medicare, a claim
is false if it is not reimbursable under Medicare. And a hospice claim is only
reimbursable under Medicare if the hospice provider has sufficient clinical
documentation to support a patient’s prognosis of a terminal illness.
The jury therefore properly relied upon the relevant patients’ medical records—
as elucidated by the competing medical experts—to determine whether AseraCare
was entitled to reimbursement under Medicare. The district court incorrectly
concluded, however, that because AseraCare presented competing expert testimony as
to the interpretation of those medical records, the claims it submitted could not, as a
matter of law, be false. In the second phase of the trial, AseraCare would have been
free to argue that it had a reasonable, good faith belief that it was entitled to payment.
But that argument goes to whether AseraCare knowingly submitted false claims to the
government and is not relevant to the question of whether the claims submitted by
AseraCare were false. The district court therefore erred in vacating the jury’s verdict
and entering summary judgment in favor of AseraCare.
Not only were the district court’s orders erroneous, the reasoning underlying
them would also seriously impede the government’s health care fraud enforcement
efforts. Given the ease with which a medical services provider can portray any
question of medical necessity or eligibility as one involving a mere disagreement
among experts, the district court’s ruling gives a green light to unscrupulous health
3
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care providers seeking to charge the government for medically unnecessary services.
Nothing in the statute suggests Congress intended to impose such an impediment on
the government’s ability to pursue those committing fraud against the United States
or to deprive the jury of its role as factfinder in such cases. The district court’s orders
should be reversed.
STATEMENT OF JURISDICTION
The district court had jurisdiction over the government’s False Claims Act suit
under 28 U.S.C. §§ 1331 and 1345. Dkt. 156, ¶ 5 (consolidated complaint). The
district court entered judgment in favor of defendants on March 31, 2016. Dkt. 498.
The government filed a timely notice of appeal on May 27, 2016. Dkt. 503. This Court
has jurisdiction under 28 U.S.C. § 1291.
STATEMENT OF THE ISSUES
In this False Claims Act suit, the government alleges that AseraCare knowingly
submitted false claims to the United States seeking reimbursement under Medicare for
hospice care. The district court divided the liability phase of the trial into two phases:
the first considered whether the claims submitted to the government for patients
within two statistically valid random samples were false; the second would have
considered the remaining issues of False Claims Act liability, including whether the
claims were submitted with the requisite scienter. After a seven-week trial during the
first phase, a jury found that the claims AseraCare submitted for Medicare payment
4
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were false for 104 of 121 patients within the statistically valid random samples.
One week after the jury verdict, the district court determined that its jury
instructions had been erroneous and granted a new trial. The district court granted a
new trial based on its belief that its instructions should have advised the jury that “the
FCA requires ‘proof of an objective falsehood’” and that “a mere difference of
opinion, without more, is not enough to show falsity.” Dkt. 482, at 19 (emphasis
omitted). After calling for additional briefing, the district court granted summary
judgment to AseraCare, concluding that, as a matter of law, the claims submitted by
AseraCare were not false because the government had failed to introduce evidence
beyond patient medical records and expert testimony interpreting those records. Dkt.
497, at 7.
The issues presented are:
1. Whether the district court erred in granting summary judgment in favor of
AseraCare.
2. Whether the district court erred in granting AseraCare a new trial.
STATEMENT OF THE CASE
I.

Statutory Background
A.

The False Claims Act

The False Claims Act (FCA) provides, in relevant part, that “any person who []
knowingly presents, or causes to be presented, a false or fraudulent claim for payment
5
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or approval” is liable to the United States for treble damages and civil penalties.
31 U.S.C. § 3729(a)(1)(A). The statute defines “knowingly” as having “actual
knowledge of the information,” acting “in deliberate ignorance of the truth or falsity
of the information,” or acting “in reckless disregard of the truth or falsity of the
information.” 31 U.S.C. § 3729(b)(1)(A).
The Attorney General may bring a civil action to recover treble damages and
civil penalties for violations of the FCA. 31 U.S.C. § 3730(a). Alternatively, a private
person (a “qui tam relator”) may bring a civil suit “for the person and for the United
States Government.” Id. at § 3730(b)(1). As was the case here, the United States may
intervene in a suit brought by a qui tam relator.
B.

Medicare hospice payments

Medicare reimburses a provider for hospice care provided to “terminally ill”
individuals that is “reasonable and necessary for the palliation or management of
terminal illness.” 42 U.S.C. § 1395y(a)(1)(c). Terminally ill individuals are defined as
those with a medical prognosis of a life expectancy of six months or less, if the illness
runs its normal course. 42 U.S.C. § 1395x; 42 C.F.R. § 418.3. Hospice providers
provide palliative care designed to relieve the pain, symptoms, or stress of terminal
illness, but not to treat the underlying condition. See 42 U.S.C. § 1395x(dd); 42 C.F.R.
§ 418.3. By electing the Medicare hospice benefit, Medicare patients waive all rights to
Medicare payments for curative care and agree to forgo curative treatment for their
6
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terminal illnesses. 42 C.F.R. § 418.24(d); see also 48 Fed. Reg. 56,008, 56,010 (Dec. 16,
1983).
For a patient to be eligible to elect Medicare hospice benefits, and for a hospice
provider to be entitled to bill for such benefits, a patient must be certified as
“terminally ill.” See 42 C.F.R. § 418.20. There are two principal components of that
certification, only the second of which is at issue in this case. The certification must
(1) be signed by at least one physician, and (2) be accompanied by “clinical
information and other documentation that support the medical prognosis” of terminal
illness in the medical record. Id. at § 418.22. The first component, the physician
certification, must be obtained by the hospice provider at the time a patient is
admitted to hospice, and again at ninety days, six months, and every sixty days
thereafter. Id. at §§ 418.21, 418.22. Such physician certifications are provided by a
physician working for the hospice provider, except in the case of the admission
certification, which may also be certified by the patient’s attending physician. Id. at
§ 418.22(c).
The second component requires hospice providers to have medical
documentation supporting a prognosis of terminal illness. Although physicians are
expected to only prescribe medically necessary services, the documentation
requirement provides an important safeguard to ensure the integrity of the Medicare
hospice program. Permitting a hospice provider to claim reimbursement for patients
7
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who are not terminally ill both undermines the goal of hospice care to provide
palliative care to patients at the end of life and threatens to deprive non-terminally ill
patients of beneficial curative care. See 79 Fed. Reg. 50,452, 50,455-56 (Aug. 22, 2014).
For this reason, clinical information in the patient’s medical record supporting a life
expectancy of six months or less is a condition of payment for hospice care separate
from and independent of a signed physician certification. 42 C.F.R. § 418.22; see also
79 Fed. Reg. at 50,470 (“A hospice is required to make certain that the physician’s
clinical judgment can be supported by clinical information and other documentation
that provide a basis for the certification of 6 months or less if the illness runs its
normal course.”); 78 Fed. Reg. 48,234, 48,245 (Aug. 7, 2013) (“[C]ertifications and
recertifications of hospice eligibility are statutory requirements for coverage and
payment” and must include “[c]linical information and other documentation that
support the medical prognosis”); 74 Fed. Reg. 39,384, 39,398 (Aug. 6, 2009) (“The
medical record must include documentation that supports the terminal prognosis.”);
70 Fed. Reg. 70,532, 70,534-35 (Nov. 22, 2005) (“A signed certification, absent a
medically sound basis that supports the clinical judgment, is not sufficient for
application of the hospice benefit under Medicare.”).1

The requirement that a physician’s certification be supported by clinical
documentation is not unique to the Medicare hospice benefit. Many other Medicare
benefits involving physician orders or certifications of medical necessity require
supporting medical documentation. See, e.g., 42 C.F.R. § 412.3(a) (“[A] physician order
1
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The Centers for Medicare and Medicaid Services (CMS) contract with Medicare
Administrative Contractors, formerly known as “fiscal intermediaries,” to review,
approve, and pay Medicare claims submitted by health care providers. Palmetto GBA
is the Medicare Administrative Contractor responsible for processing AseraCare’s
hospice claims. Published medical guidelines, including “local coverage
determinations” issued by Palmetto GBA, are intended to be used by hospice
providers to determine whether a patient, based on his or her diagnoses and current
health condition, has a life expectancy of six months or less. See 78 Fed. Reg. 48,234,
48,247 (Aug. 7, 2013). Local coverage determinations also identify the types of clinical
information that, if documented in the medical record, would support a life
expectancy of six months or less. See, e.g., Dkt. 493-1, at 4-6.
II.

Facts and Prior Proceedings
A. Defendants are three corporate entities involved in providing hospice care

to Medicare beneficiaries and submitting claims for payment to Medicare. Hospice
Preferred Choice, Inc., and Hospice of Eastern Carolina, Inc., doing business as
AseraCare, are subsidiaries of HomeCare Preferred Choice, Inc., which is, in turn, a
subsidiary of Golden Gate Ancillary LLC, a subsidiary of GGNSC Holdings, LLC.

must be present in the medical record and be supported by the physician admission
and progress notes, in order for the hospital to be paid for hospital inpatient services
under Medicare Part A.”); 42 C.F.R. § 424.22(a)(1) (“[The] patient’s medical record …
must support [physician’s] certification of eligibility” for home health services.).
9
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The third defendant is GGNSC Administrative Services LLC, which has an
administrative service agreement with HomeCare Preferred Choice, Inc., and
performs billing services on behalf of AseraCare. Dkt. 156, ¶¶ 9-10. These entities will
be referred to in this brief collectively as “AseraCare.”
Details of AseraCare’s fraud were initially brought to the United States’
attention through qui tam lawsuits filed by former AseraCare employees. Following an
investigation, the United States intervened in the False Claims Act suits against
AseraCare. Dkt. 156.
The United States’ consolidated complaint alleges that AseraCare violated the
False Claims Act by knowingly submitting false claims to Medicare.2 Specifically,
AseraCare implemented high-pressure management and sales techniques that led its
nurses and clinical staff to admit and retain patients in hospice care who were not
eligible for hospice benefits because they were not “terminally ill.” Dkt. 156, at ¶¶ 39,
41, 44-46. Despite warnings from AseraCare’s own auditors and staff that AseraCare
was admitting and retaining patients who were not eligible for Medicare hospice
benefits, AseraCare continued with business as usual, and repeatedly submitted false
claims to Medicare. See, e.g., id. at ¶¶ 39, 41, 44-46, 55, 58-64.
To prove AseraCare’s systematic submission of false claims, the United States

The complaint further alleged several common law causes of action. See Dkt.
156, at ¶¶ 84-90 (alleging payment under mistake of fact and unjust enrichment
claims).
10
2
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conducted a statistical analysis of approximately 2,180 AseraCare patients for whom
AseraCare had billed Medicare for at least 365 continuous days of hospice care. The
government’s medical expert, Dr. Solomon Liao, a professor at the University of
California-Irvine School of Medicine and a prominent physician in hospice and
palliative medicine, geriatric care, and elder mistreatment, reviewed the medical
records of a statistically valid sample of 233 of these patients and identified 123
patients who were not eligible for hospice care benefits under Medicare. Dkt. 251, at
21-22; Dkt. 317, at 2. The medical records of these patients contained facts about the
patients’ conditions that, viewed in light of the applicable medical guidelines,
demonstrated that they were not eligible for hospice services because they did not
have a life expectancy of six months or less. See generally Dkt. 493-1 (providing
summary of medical records for each patient and demonstrating why the patient was
ineligible for hospice services).
The government obtained further evidence of AseraCare’s fraudulent business
practices through deposition testimony, documents, and witness declarations. That
evidence revealed that AseraCare set aggressive admissions and profit goals for its
agencies and used tactics such as monetary incentives, reprimands, and terminations
to pressure its employees to meet those goals, without regard to whether the patients
admitted were eligible for Medicare hospice benefits. See Dkt. 251, at 44. The evidence
demonstrated that certifying physicians primarily relied on AseraCare nursing staff
11
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and other AseraCare employees’ observations about patients when certifying a patient
as eligible for hospice. Id. at 71-73. And physician certifications were obtained even
when AseraCare nurses were concerned about a patient’s eligibility or when the
physician was provided erroneous or incomplete information. See, e.g., id. at 54, 76.
The evidence further showed that AseraCare was fully aware of the problems caused
by its aggressive sales tactics and lack of physician oversight. As the government
explained to the district court, “[i]nternal and external auditors repeatedly informed
AseraCare executives that it was submitting false claims to Medicare for ineligible
patients but AseraCare failed to act upon the audit findings year after year.” Id. at 44.
B. The parties cross-moved for summary judgment.3 AseraCare argued in its
motion that to prove falsity under the FCA the government was required to show that
certifying physicians did not or reasonably could not believe that the patients for
whom they were submitting claims were eligible for Medicare hospice benefits.
See Dkt. 225.
The district court denied AseraCare’s motion for summary judgment holding
that “Dr. Liao’s testimony creates issues of material fact regarding whether clinical
information and other documentation in the medical record support the certifications
of terminal illness, a pre-requisite for payment of a Medicare Hospice Benefit claim.”

The United States moved only for partial summary judgment, which was
granted as to the AseraCare’s statute of limitations defenses. Dkt. 269.
12
3
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Dkt. 268, at 15. Following this ruling, AseraCare moved for a certification under 28
U.S.C. § 1292(b) on the question of whether the government was required to show
that “no reasonable physician” could have believed that the patients were eligible for
hospice. Dkt. 277, at 4. The district court granted the motion over the government’s
objection, but this Court denied AseraCare’s subsequent petition for permission to
pursue an interlocutory appeal. See GGNSC Admin. Servs. v. United States ex rel. Debora
Paradies, No. 14-90025 (11th Cir. April 14, 2015).
Following the district court’s statement that it was inclined to bifurcate the
liability phase of the trial, see Pretrial Conference Tr. 59, 68 (Dec. 11, 2014), AseraCare
filed a motion asking the court to bifurcate the trial into two phases: the first would
determine whether the claims submitted for the sample patients were false, and the
second would determine the remaining elements of liability and damages, including
whether AseraCare knew the claims were false. Dkt. 288. Over the government’s
objection, the district court adopted this approach, expressing a concern that the
government’s scienter evidence would be unfairly prejudicial to AseraCare. Dkt. 298,
at 3-5.
Significant disputes regarding what evidence would be admissible during the
first phase of the trial followed. Ultimately, the district court excluded or limited much
of the United States’ evidence of AseraCare’s corporate practices under Federal Rules
of Evidence 403 and 404(b), including evidence of AseraCare’s admissions and
13
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recertification practices, and external and internal audit reports documenting
AseraCare’s failure to ensure that patients were eligible for Medicare hospice. See Dkt.
432.
C. The trial lasted seven weeks. The government’s evidence consisted primarily
of the medical records of the patients selected for trial and the expert testimony of
Dr. Liao explaining the medical records and the conclusions about the patients’
prognoses to be drawn from those records. Dkt. 482, at 11; Trial Tr. 1343-3490
(testimony of Dr. Liao) (Aug. 18-Sept. 2, 2015), Dkt. 517-25. The government was
also permitted to present limited testimony from nine former AseraCare nurses and
other employees who testified that AseraCare admitted patients the employees did not
think were eligible for hospice care and that, as a general practice, medical directors
were not properly involved in the certification and recertification of patients. See Dkt.
482, at 11. The defense presented competing testimony from its own medical experts.
See, e.g., Trial Tr. 4097-5837 (testimony of Dr. Gail Cooney) (Sept. 9-23, 2015), Dkt.
528-36; Trial Tr. 5838-6324 (testimony of Dr. Terry Melvin) (Sept. 23-28, 2015), Dkt.
536-38.
The jury returned a verdict in favor of the government, finding that AseraCare
submitted false claims as to 104 of the 121 patients.4 Dkt. 465.

During the trial, before the jury began its deliberations, the district court
granted judgment as a matter of law as to two patients. Dkt. 483. In granting a new
4
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D. One week after the jury verdict, the district court convened the parties and
stated that it believed its jury instructions had been improper. After inviting
suggestions from the parties on how to proceed, the district court granted AseraCare’s
oral motion for a new trial. Trial Tr. 7308-14 (Oct. 23, 2015), Dkt. 549; Dkt. 483. In
its decision, the court stated that it believed it had “committed reversible error in
failing to provide the jury with complete instructions.” Dkt. 482, at 2. The court
believed that its instructions should have advised the jury that “the FCA requires
‘proof of an objective falsehood’” and that “a mere difference of opinion, without more,
is not enough to show falsity.” Id. at 19.
The court also explained that it “now question[ed] whether the Government,
under the correct legal standard, has sufficient admissible evidence of more than just a
difference of opinion to show that the claims at issue are objectively false as a matter
of law.” Dkt. 482, at 21. The court therefore held that it would sua sponte consider
granting AseraCare summary judgment and ordered additional briefing by the parties.
Dkt. 483.
In opposing the court’s sua sponte proposal of summary judgment, the
government explained that “the proper legal standard for falsity in this case is whether

trial, the district court vacated its prior order granting judgment as a matter of law as
to those two patients. Dkt. 482. When the district court granted summary judgment to
AseraCare after trial, it granted summary judgment as to all 123 patients. Dkt. 497, at
7.
15
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clinical information and other documentation in the medical record support the
certifications of terminal illness.” Dkt. 493, at 3. The government further explained
that it had submitted sufficient evidence to demonstrate falsity under this standard in
the form of patient medical records, expert interpretation of those records, and
evidence that the signed physician certifications in the record were unreliable. Id. at 3.
Although not relevant to the question of whether the claims submitted by AseraCare
were false, the government also pointed out that “[s]ignificant admissible evidence
exists,” to dispel the notion that AseraCare’s claims were the product of a reasonable,
good faith difference of opinion. Id. at 6, 26-29.
In its order granting summary judgment in favor of AseraCare, the district
court began by expressing the view that “this case boils down to conflicting views of
physicians about whether the medical records support AseraCare’s certifications that
the patients at issue were eligible for hospice care.” Dkt. 497, at 1. The court stated
that “[w]hen hospice certifying physicians and medical experts look at the very same
medical records and disagree about whether the medical records support hospice
eligibility, the opinion of one medical expert alone cannot prove falsity without further
evidence of an objective falsehood.” Id. at 1-2. Reasoning that “[t]he Government
does not challenge that each claim for each patient at issue had an accompanying
[certificate] with the valid signature of the certifying physician,” or present evidence
that those certifying physicians relied on false or misleading information, id. at 6, the
16
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court held that the government failed to demonstrate the existence of a genuine
factual dispute as to whether the claims were false under the False Claims Act. Id. at 7.
SUMMARY OF ARGUMENT
The district court adopted a highly anomalous approach to the trial of this
False Claims Act suit. Instead of allowing the jury to determine whether AseraCare
knowingly submitted false claims for payment, the court bifurcated the liability phase
of the proceedings and purported to separate the issue of whether the claims were
false from the issue of whether AseraCare knowingly submitted false claims.
Notwithstanding this artificially constrained trial process, the government persuaded
the jury—on the basis of expert testimony, documentary evidence, and limited
evidence of AseraCare’s corporate practices—that AseraCare submitted false claims
to Medicare on behalf of patients who were not terminally ill.
But the jury’s verdict was short-lived. Based on a fundamentally flawed
understanding of what it means for a claim to be false under the False Claims Act—
an understanding that conflates falsity with scienter—the district court held that its
jury instructions had been erroneous. The court then invited—and granted—a new
trial motion just one week after the jury’s decision. Shortly thereafter, the district court
compounded its legal error by sua sponte proposing, and then granting, summary
judgment in favor of AseraCare.

17
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Underlying both the district court’s new trial order and its summary judgment
order is an erroneous belief that this case involves a mere disagreement among
physicians over a patient’s prognosis and that medical judgments cannot be false
under the False Claims Act. But, as this Court has explained, “Medicare claims may be
false if they claim reimbursement for services or costs that either are not reimbursable
or were not rendered as claimed.” United States ex rel. Walker v. R&F Props. of Lake Cty.,
Inc., 433 F.3d 1349, 1356 (11th Cir. 2005). In order for a hospice provider’s claims to
Medicare to be reimbursable, the patient must be certified as terminally ill, and that
certification must be accompanied by clinical information and other documentation in
the medical record that support a prognosis of a life expectancy of six months or less.
The question whether a patient’s medical records support a prognosis of terminal
illness is a question of fact which a jury can, and in this case did, determine based on
an examination of each patient’s medical records and expert medical testimony about
the conclusions to be drawn from those records. Even if there were evidence in this
case of a good faith disagreement regarding a patient’s eligibility for Medicare hospice
services, such evidence would be relevant only to the question of whether defendants
knowingly submitted false claims to the government. Such evidence would not be
relevant to whether the claims themselves were not reimbursable and therefore false.
Application of the proper legal standard leads to the conclusion that the district
court’s grant of summary judgment was erroneous and should be reversed. Ample
18

Case: 16-13004

Date Filed: 08/31/2016

Page: 32 of 57

record evidence presented during trial demonstrated that AseraCare submitted claims
for Medicare payments that were not reimbursable. Although the government was
prepared to present additional evidence in the second phase of the trial to prove
AseraCare acted with the scienter required under the False Claims Act, no additional
evidence was required for the government to prove that AseraCare’s claims for
payment under Medicare were false.
Applying the correct legal standard, it is likewise clear that the district court’s
order granting a new trial should be reversed. The jury instructions in this case
reflected a proper understanding of falsity under the False Claims Act. The jury was
instructed that “[c]laims to Medicare may be false if the provider seeks payment, or
reimbursement, for health care that is not reimbursable. For a hospice provider’s
claims to Medicare to be reimbursable, the patient must be eligible for the Medicare
hospice benefit.” Dkt. 440, at 11. To find a hospice claim ineligible, and therefore
false, the jury was properly instructed to determine whether “documentation
support[s] the medical prognosis” that the patient has a life expectancy of six months
or less. Dkt. 440, at 12. Guided by these instructions, the jury properly found that the
claims at issue in this case were false as to 104 of the 121 patients selected for trial.
STANDARD OF REVIEW
This Court reviews the district court’s grant of summary judgment de novo,
“viewing all the evidence, and drawing all reasonable inferences” in favor of the non19
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moving party. Vessels v. Atlanta Indep. Sch. Sys., 408 F.3d 763, 767 (11th Cir. 2005).
Summary judgment is only proper if there are no genuine issues of material fact, and
the moving party is entitled to judgment as a matter of law. Id.
This Court reviews a district court ruling on a motion for a new trial for abuse
of discretion. Hewitt v. B.F. Goodrich Co., 732 F.2d 1554, 1556 (11th Cir. 1984). “Legal
error is an abuse of discretion.” Woodard v. Fanboy, 298 F.3d 1261, 1268 n.14 (11th Cir.
2002). When the district court grants a motion for a new trial, this Court’s “review is
broader and requires a stringent application of the same standard.” Hewitt, 732 F.2d at
1556. This Court has explained that “[t]his is because when the jury verdict is set aside
usual deference to the trial judge conflicts with deference to the jury on questions of
fact.” Id.
ARGUMENT
I.

The District Court’s Grant of Summary Judgment to AseraCare
Should Be Reversed.
Applying an erroneous theory of falsity under the False Claims Act, the district

court granted summary judgment to AseraCare, concluding that the United States had
not presented sufficient evidence to create a triable issue of fact as to the falsity of the
claims submitted by AseraCare for payment under Medicare. The district court
incorrectly held that the existence of competing expert testimony regarding whether
the claims submitted by AseraCare were reimbursable under Medicare precluded a

20
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jury finding that the claims were false. This Court should reverse the district court’s
order granting summary judgment to AseraCare.
A.

The government’s evidence demonstrated—at the very least—a
factual dispute as to whether the claims submitted by AseraCare
were false.
1.

Claims for benefits under Medicare are “false” if they are not
reimbursable.

The False Claims Act imposes civil liability on “any person who . . . knowingly
presents, or causes to be presented, a false or fraudulent claim for payment or
approval.” 31 U.S.C. § 3729(a)(1)(A); Universal Health Servs, Inc. v United States ex rel.
Escobar, No. 15-7, slip op. 8 (S. Ct. Apr. 19, 2016). As this Court has explained,
“Medicare claims may be false if they claim reimbursement for services or costs that
either are not reimbursable or were not rendered as claimed.” United States ex rel.
Walker v. R&F Props. of Lake Cty., Inc., 433 F.3d 1349, 1356 (11th Cir. 2005); see also
United States v. Calhoon, 97 F.3d 518 (11th Cir. 1996).
Even if a hospice provider obtains a certification of terminal illness signed by a
physician, the provider’s claim is not reimbursable by Medicare if the medical record
does not contain “[c]linical information and other documentation that support the
medical prognosis” of a life expectancy of six months or less. 42 C.F.R. § 418.200; 42
C.F.R. § 418.22(b)(2); see also, e.g., 78 Fed. Reg. 48,234, 48,245 (Aug. 7, 2013); 74 Fed.
Reg. 39,384, 39,398 (Aug. 6, 2009); 70 Fed. Reg. 70,532, 70,534-35 (Nov. 22, 2005)
(“A signed certification, absent a medically sound basis that supports the clinical
21
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judgment, is not sufficient for application of the hospice benefit under Medicare.”);
See Trial Tr. 3587:11-18 (Sept. 3, 2015), Dkt. 526 (testimony of K. Lucas, CMS
representative) (“It’s not simply enough for the physician to sign and state that. There
has to be a basis for that. There has to be a sound basis and it has to be supported by
the information that’s in the clinical record.”).
Whether the claims submitted by AseraCare were false therefore turns on
“whether clinical information and other documentation in the medical record support
the certifications of terminal illness, a pre-requisite for payment of a Medicare
Hospice Benefit claim,” as the district court recognized in its initial order on summary
judgment. Dkt. No. 268, at 15. No Medicare rule or guidance supports the district
court’s later view that hospice claims are payable so long as a reasonable physician
could have believed the patient was terminally ill. The only question relevant to
whether the claims AseraCare submitted were false is whether the patient was
“terminally ill” as certified by a physician and supported by appropriate medical
documentation.
2.

The evidentiary record demonstrates that a triable fact issue
existed as to whether the claims submitted by AseraCare
were reimbursable under Medicare.

Medicare claims are false under the False Claims Act if they seek payment for
services that are not reimbursable under Medicare, and claims for hospice care are
only reimbursable under Medicare in the presence of a physician certification
22
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supported by documentation in a patient’s medical record. Under this correct legal
standard, the government presented ample evidence during phase one of the trial that
the claims submitted by AseraCare were false. Indeed, the best support for such a
conclusion is the fact that a jury, presented with the government’s evidence, found
that AseraCare submitted false claims as to 104 of the 121 patients selected for trial.
At the very least, as required at the summary judgment stage, the evidence submitted
by the government demonstrates the existence of genuine disputes of material fact on
the question. Celotex Corp. v. Catrett, 477 U.S. 317, 323 (1986); Fed. R. Civ. P. 56.5
a. The government’s opposition to the district court’s notice that it would sua
sponte consider summary judgment contained detailed summaries of the medical
records admitted into evidence for each patient selected for trial. Those medical
records contain facts about the patients’ conditions, which the jury properly evaluated
in determining whether AseraCare’s claims for those patients were false. See Dkt. 4931, at 14-270 (describing evidence drawn from medical records). For example, among
the 104 patients for whom the jury found that AseraCare submitted false claims were
Ralph S., Samuel T., and William T. See Dkt. 465, at 8-9. Rather than reflecting end-

If this Court orders a new trial (or the district court so orders on remand), the
government reserves the right to argue again that the bifurcation order was flawed.
See, e.g., Rattray v. City of Nat’l City, 51 F.3d 793 (9th Cir. 1994) (example of court
upholding grant of new trial but reversing subsequent grant of summary judgment).
As the government explained to the district court, as a practical matter, the better
course is to consider falsity and scienter in the same phase of the trial.
23
5

Case: 16-13004

Date Filed: 08/31/2016

Page: 37 of 57

stage Alzheimer’s disease, AseraCare’s medical records for Alzheimer’s patient Ralph
S. repeatedly document that Ralph S. was verbal and conversant with staff during the
nearly two years he was receiving hospice services from May 2007 through March
2009, before he revoked hospice to seek treatment. See Dkt. 493-1, at 223-26. For
example, in June 2007, Ralph S. informed a social worker that he “slept just fine last
night,” and responded, “No. She must have forgotten,” when asked if his daughter
had visited the previous night. Id. at 223, ¶ 885. Over a year later, in May 2008, Ralph
S. was engaged in active conversation with a social worker responding, “Well, that
sounds about right,” when she answered one of his questions, and commenting,
“Should be about lunchtime soon.” Id. at 224-25, ¶ 890.
Indeed, some of the medical records the government presented to the jury
contain physician notations indicating that patients—including Samuel T. and William
T., both of whom eventually left hospice care—were not eligible for hospice. See,
e.g., Dkt. 493-1, at 238, ¶ 939 (“I do not feel that he would meet hospice criteria. I feel
that [Samuel T.] should be [discharged] from Hospice.”); id. at 261-62, ¶ 1037
(“[T]here has been no clear evidence of decline [in William T.’s condition] for a long
time”). The evidence presented in the government’s opposition thus more than
sufficed to demonstrate that there was a factual dispute as to whether “[c]linical
information and other documentation” in the medical record “support[ed] the

24

Case: 16-13004

Date Filed: 08/31/2016

Page: 38 of 57

medical prognosis” of a life expectancy of six months or less. 42 C.F.R.
§ 418.22(b)(2); 42 U.S.C. § 1395x; 42 C.F.R. § 418.3.
In addition to the evidence presented in the government’s opposition to
summary judgment, trial testimony from the government’s medical expert, Dr. Liao,
also demonstrated the existence of factual disputes sufficient to preclude summary
judgment. Dr. Liao’s testimony was designed to assist the jury in understanding the
medical records entered into evidence. See Trial Tr. 1343-3490 (testimony of Dr. Liao)
(Aug. 18-Sept. 2, 2015), Dkt. 517-25. Appropriately, Dr. Liao did not opine on the
circumstances under which AseraCare’s physicians certified patients as terminally ill,
as he had no personal knowledge of AseraCare’s practices. Trial Tr. 3426:24-3427:8
(Sept. 2, 2015), Dkt. 525. Instead, testifying as a medical expert, Dr. Liao explained,
based on patient medical records and applicable medical guidelines, why the
AseraCare patients selected for trial were not eligible for hospice care under Medicare.
Over three weeks of testimony, Dr. Liao explained for each patient, including Ralph
S., Samuel T., and William T., discussed above, his conclusion that the patient was not
terminally ill based on the clinical information contained in AseraCare’s medical
records. The testimony of Dr. Liao—coupled with the extensive medical records
upon which he relied—further underscored the existence, at the very least, of a factual
dispute as to whether the claims submitted by AseraCare were false.
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b. Although patient medical records and the government’s expert testimony
would have been sufficient to create triable issues of fact on whether the claims
AseraCare submitted to Medicare were reimbursable, the government presented
additional testimony from nine AseraCare employees, which served to further
undermine the reliability of the physician certifications upon which Aseracare relied.
For example, Vicki Stutts, the former Director of Clinical Services for AseraCare’s
agency in Decatur, Alabama, testified that she did not provide the AseraCare
physician with any clinical information when bringing him certifications to sign,
testifying that “No. Typically we just gave him, usually, a stack of papers to sign, he
just signed the papers.” Trial Tr. 596:18-22 (Aug. 11, 2015), Dkt. 514; see also Trial Tr.
470-71 (Aug. 10, 2015), Dkt. 513 (testimony of nurse Dawn Zaragoza) (“We would
take the paperwork to [an AseraCare physician] to her office to have her sign. . . . She
would peel the stickies off and sign in the yellow highlighted area.”); id. at 476, 478
(“There was one time that we had to take the papers to his [another AseraCare
physician’s] house. . . . Q: Did he ask questions about patients before he signed their
certificate of terminal illness? A: No, sir. . . . He would nod off, while he was signing
even, yeah.”). Ms. Manley, a former AseraCare nurse and currently a nursing professor
and a registered nurse for 39 years, testified that at patient progress meetings one of
her tasks was to set up the physician’s “sketch pad, his crayons and his coloring
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pencils. . . . While the patients were being discussed . . . he was doing his drawings . . .
. They were mostly abstract art.” Trial Tr. 1130 (Aug. 17, 2015), Dkt. 516.
There was also ample testimony that admissions employees were pressured to
admit ineligible patients. For example, Vicki Stutts, the former Director of Clinical
Services for AseraCare’s agency in Decatur, Alabama, testified that when she declined
to admit ineligible patients to hospice, she was instructed “to go back to the chart and
just find whatever I needed to find to admit the patient.” Trial Tr. 597:6-21 (Aug. 11,
2015), Dkt. 514. Ms. Greer, an AseraCare nurse case manager, testified that when she
would notify her supervisors that a patient was not admissible for hospice care, she
would be instructed to “go back and dig deeper and look harder. . . . [to] [c]reate a
reason because there was none there.” Trial Tr. 1023 (Aug. 12, 2015), Dkt. 515. Ms.
Paradies, an admissions nurse, further testified, “Q: Did you understand that you were
supposed to exercise your clinical judgment at that time period? A: I was instructed to
admit.” Trial Tr. 1070 (Aug. 12, 2015), Dkt. 515.
Testimony from these witnesses allowed the jury to understand the context in
which AseraCare’s claims were submitted to Medicare and to place the appropriate
weight on the evidence presented, including the physician certifications on which
AseraCare relied to show the purported eligibility of its hospice patients. And such
evidence underscores the district court’s error in concluding that no genuine factual
disputes existed.
27
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The district court’s order granting summary judgment to
AseraCare was based on a flawed understanding of falsity under
the False Claims Act.
1.

Medicare claims that involve medical judgments can be
false under the False Claims Act.

At the heart of the district court’s order granting summary judgment for
AseraCare is its erroneous determination that “‘[e]xpressions of opinion, scientific
judgments, or statements as to conclusions about which reasonable minds may differ
cannot be false.’” Dkt. 497, at 2 (quoting United States ex rel. Phalp v. Lincare Holdings,
Inc., 116 F. Supp. 3d 1326, 1360 (S.D. Fla. 2015)). Proceeding from this faulty
premise, the court incorrectly concluded that “[w]hen hospice certifying physicians
and medical experts look at the very same medical records and disagree about whether
the medical records support hospice eligibility, the opinion of one medical expert alone
cannot prove falsity without further evidence of an objective falsehood.”
Dkt. 497, at 1-2.
The district court misapprehended the governing law. As this Court held in
Walker, Medicare claims are false if they claim payment for services that are not
reimbursable, and such claims often involve medical judgments. 433 F.3d at 1356. The
existence of competing expert testimony as to whether a Medicare claim is
reimbursable does not mean the standard is incapable of objective evaluation and
application. The jury in this case was fully capable of evaluating, with the aid of expert
testimony, whether the medical records of the patients selected for trial supported
28
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AseraCare’s claims for payment. See Allison v. McGhan Med. Corp., 184 F.3d 1300, 1321
(11th Cir. 1999) (“[E]valuating witness credibility and weight of the evidence [is] the
ageless role of the jury”); Shore v. J.C. Phillips Motor Co., 567 F.2d 1364, 1366 (5th Cir.
1978) (“Where there is evidence of such quality and weight that reasonable men in the
exercise of impartial judgment might reach different conclusions, the case must go to
the jury. . . . [I]t is the function of the jury as finders of fact, and not the Court, to
weigh conflicting evidence and inferences, and to determine the credibility of
witnesses.”).
Indeed, juries are frequently called upon to evaluate competing claims made by
medical experts. For example, in medical malpractice suits, juries may be called upon
to determine which of two experts is more credible regarding whether the defendant
complied with the standard of care. Those questions may be difficult, and there may
be False Claims Act cases where the jury finds that the government has failed to meet
its burden of proof. But that does not mean such determinations are categorically out
of bounds for a jury. Taken to its logical conclusion, the district court’s reasoning
would require dismissal of a medical malpractice suit any time a defendant is able to
obtain an expert to support its position. This is clearly not the law. See United States v.
General Motors Corp., 561 F.2d 923, 933 (D.C. Cir. 1977) (“The mere fact that experts
disagree does not mean that the party with the burden of proof loses. The finder of
fact has to make the effort to decide which side has the stronger case.”); see also United
29
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States v. MacKay, 715 F.3d 807, 827 (10th Cir. 2013) (“To be sure, the jury heard
conflicting evidence as to whether Defendant prescribed [the medications] outside the
usual course of medical practice and not for a legitimate medical purpose. But
conflicting evidence does not per se create a reasonable doubt. Where the evidence
conflicts, we accept the jury’s resolution of conflicting evidence and its assessment of
the credibility of witnesses.”) (quotation marks omitted).
In concluding that medical judgments about which reasonable minds can
disagree can never be false, the district court ignored this Court’s decision in Walker,
433 F.3d at 1356, and usurped the role of the jury. The Court in Walker rejected a
defendant’s argument that because a regulatory requirement was ambiguous (and
therefore reasonable minds could disagree over its interpretation), the government
could not demonstrate the existence of any false claims. Id. at 1357. This Court held
instead that the relator could present evidence demonstrating that existing guidance
contained the agency’s interpretation and that a triable issue of fact therefore existed
as to the falsity of the Medicare provider’s billing. Id. at 1358. That reasonable minds
could disagree about whether or not the claim was eligible for payment did not
automatically defeat liability under the FCA.
The fact that the definition of “terminal illness” contains a judgment regarding
a patient’s future health does not undermine the jury’s verdict. See Harrison v.
Westinghouse Savannah River Co., 176 F.3d 776, 792 (4th Cir. 1999) (quoting W. Page
30
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Keeton, et al., Prosser & Keeton on the Law of Torts § 109, at 760 (5th ed.1984)); see also
Hooper v. Lockheed Martin Corp., 688 F.3d 1037, 1047-49 (9th Cir. 2012) (holding that
an estimate can be “false” under the False Claims Act). Eligibility depends on the
usual course of a patient’s illness, as documented by the patient’s medical record, not
on whether the patient in fact lives for six months or less. Many hospice patients no
doubt live longer than predicted, and that alone is not a basis for liability.6 Rather, the
appropriate question for the jury to resolve is whether the prognosis of terminal
illness was supported by the patient’s clinical condition as documented in the patient’s
medical records.
Moreover, even if eligibility were properly characterized as an opinion, as the
district court believed, liability could still attach under the False Claims Act. Nothing
in the False Claims Act limits liability to “objective falsehoods,” and it is well-accepted
that opinions can be actionable as false statements if the speaker lacks facts to support
the opinion. See Omnicare, Inc. v. Laborers Dist. Council Const. Indus. Pension Fund, 135 S.
Ct. 1318, 1323, 1326-27 (2015) (in a case arising under the Securities Act of 1933, the
Supreme Court held that a statement of an opinion can be an untrue statement of
material fact if the opinion did not reflect the speaker’s actual belief). As the First
Circuit has explained, even if “an allegedly false statement constitutes the speaker’s

Accounting for this fact, the government conservatively drew its patient
samples only from the universe of AseraCare patients who had remained on hospice
care for at least 365 days or more.
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opinion,” it still “may qualify as a false statement for purposes of the FCA where the
speaker knows facts which would preclude such an opinion.” United States ex rel.
Loughren v. Unum Group, 613 F.3d 300, 310-12 (1st Cir. 2010) (quotation marks
omitted).
2.

The district court conflated the concepts of falsity and
scienter.

Ultimately, the district court’s error in this case can be traced to a conflation of
the concepts of falsity and scienter—confusing the question of whether a claim was
“false” with the question of whether the claim was “knowingly. . . false.” 31 U.S.C.
§ 3729. Although the district court purported to separate the question of whether the
claims submitted by AseraCare were false from the question of whether the falsity was
“knowing,” its order granting summary judgment demonstrated an unwillingness to
actually do so, and in the process underscored the unworkability of its earlier
bifurcation order.
The district court believed that “‘[e]xpressions of opinion, scientific judgments,
or statements as to conclusions about which reasonable minds may differ cannot be
false.’” Dkt. 497, at 2 (quoting United States ex rel. Phalp v. Lincare Holdings, Inc., 116 F.
Supp. 3d 1326, 1360 (S.D. Fla. 2015)). But whether reasonable minds might have a
good faith disagreement as to whether AseraCare’s physician certifications were
supported by medical documentation is a question that goes to whether AseraCare
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knowingly submitted false claims to Medicare, not whether those claims were false.7 See
United States ex rel. Oliver v. Parsons, Co., 195 F.3d 457, 464 (9th Cir. 1999) (“A
contractor relying on a good faith interpretation of a regulation is not subject to
liability, not because his or her interpretation was correct or ‘reasonable’ but because
the good faith nature of his or her action forecloses the possibility that the scienter
requirement is met.”).
The Fifth Circuit’s decision in United States ex rel. Riley v. St. Luke’s Episcopal
Hospital provides no support to the district court’s conclusion. The court of appeals in
that case explained that although it agreed in principle with the lower court that
expressions of opinion or scientific judgments about which reasonable minds may
differ cannot be “false,” it specifically noted that this principle requires a reviewing
court to undertake a scienter analysis: “We agree in principle with the district court
and accept that the FCA requires a statement known to be false, which means a lie is
actionable but not an error.” 355 F.3d 370, 376 (5th Cir. 2004) (emphasis added).
Most significantly, the Fifth Circuit held that “claims for medically unnecessary

Although the existence of a reasonable difference of opinion may provide a
defense as to the question of whether the defendant acted with the requisite scienter
for liability under the False Claims Act, if the defendant believes that a claim
submitted is false, the government need not prove that such a belief was objectively
unreasonable. Cf. Halo Elecs., Inc. v. Pulse Elecs., Inc., 136 S. Ct. 1923, 1933 (June 13,
2016) (rejecting the Federal Circuit’s requirement that objective recklessness be
proven for an award of enhanced patent damages as “culpability is generally measured
against the knowledge of the actor at the time of the challenged conduct”).
33
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treatment are actionable under the FCA,” and reversed the district court’s dismissal of
relator’s claims based upon a finding that “Riley’s complaint does sufficiently allege
that statements were known to be false, rather than just erroneous, because she asserts
that Defendants ordered the services knowing they were unnecessary.” 355 F.3d at
376.
The district court was apparently concerned that False Claims Act liability
might attach even if a certifying physician acted reasonably in believing that a patient
was eligible for hospice services. But that concern is not properly addressed by
altering the definition of what makes a claim “false” under the FCA. As the Supreme
Court recently explained, there is no need to “adopt[] a circumscribed view of what it
means for a claim to be false or fraudulent,” because “concerns about fair notice and
open-ended liability ‘can be effectively addressed through strict enforcement of the
Act’s materiality and scienter requirements.’” Universal Health Servs., Inc. v United States
ex rel Escobar, No. 15-7, slip op. 13-14 (S. Ct. Apr. 19, 2016) (quoting United States v.
Science Applications Int’l Corp., 626 F.3d 1257, 1270 (D.C. Cir. 2010)). AseraCare would
have had the opportunity in the second phase of the case to argue that any false
claims were not “knowing” because AseraCare acted in good faith. But it was error
for the court to presume such proof in advance and, on that basis, hold that the
claims AseraCare submitted to the federal government were not false.

34

Case: 16-13004

C.

Date Filed: 08/31/2016

Page: 48 of 57

Not only does the government’s evidence demonstrate a dispute of
fact as to falsity, it also demonstrates a dispute of fact as to
whether AseraCare knowingly submitted false claims.

Having set aside the jury verdict, granted a new trial, and proceeded to
summary judgment—a “rather unusual procedural posture,” United States v. An Article
of Drug Consisting of 4,680 Pails, More or Less, Each Pail Containing 60 Packets, 725 F.2d
976, 989 (5th Cir. 1984)—the district court should have considered all relevant,
admissible evidence to determine whether triable fact issues remained. As explained
above, and as necessary to resolve this appeal, triable disputes of fact exist as to
whether the claims AseraCare submitted to Medicare were false. In addition, the
government’s evidence went the further step of demonstrating that genuine disputes
of fact exist as to whether AseraCare possessed a reasonable, good faith belief that its
patients were eligible for hospice care and that its medical documentation sufficiently
supported that belief.
As the government explained to the district court in the post-trial summary
judgment briefing, “[s]ignificant admissible evidence exists that had not yet been
presented at trial due to the Court’s bifurcation order.” Doc 493, at 6. In excluding
much of the government’s non-medical expert testimony from the trial record, the
court recognized that such evidence might provide evidence of “motive” or
“knowledge” in the second phase of the trial. Dkt. 432, at 6, 11. As explained, it was
fundamentally unfair for the court to bifurcate the trial on the issues of falsity and
35
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knowledge—and to preclude the government from introducing critical evidence of
knowledge during the falsity phase—and then conclude that the evidence during that
phase failed to show anything more than a good faith disagreement and that
AseraCare’s claims were therefore not false. When the additional evidence that the
court excluded from the phase one proceeding is considered, there is unquestionably a
dispute of fact as to whether AseraCare had a good faith belief that its claims were
eligible for payment.
One such category of evidence excluded by the district court was evidence
from AseraCare’s external and internal auditors that AseraCare failed to ensure that
patients were eligible for hospice benefits. For example, AseraCare’s external
auditor—the Corridor Group—issued a highly critical report during the relevant time
period. Dkt. No. 251-98. The report found that AseraCare’s “[c]ertification and
recertification processes are ineffective”; that AseraCare agency “Medical Directors
are not adequately involved in making initial eligibility determination[s]” of patients’
terminal illness; and that AseraCare agency “Medical Directors do not consistently
receive medical information prior to initial [Certifications of Terminal Illness].” Id. at
ACDISC011769. The report also noted inadequately trained staff, high turnover, and
a “low prioritization on competency.” Id. at ACDISC011762, ACDISC011767.
Further, the report described compliance with Medicare as not acceptable. Id. at
ACDISC011768. AseraCare received similar reports from its internal auditors. See
36
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Dkt. 251, at 77-82. Instead of responding to such reports and acting on their findings,
AseraCare simply criticized the audit reports. See id. at 79.
The district court also excluded the testimony of Dr. Micca from trial.
Dr. Micca was an AseraCare medical director from 2005 to 2006, who continued to
interact with AseraCare in his capacity as medical director of a nursing home that used
AseraCare services exclusively. Trial Tr. 920 (Aug. 11, 2015), Dkt. 514. Dr. Micca
testified on a proffer outside the presence of the jury that AseraCare employees did
not defer to his clinical judgment, certified and recertified patients for hospice
benefits over his objections, and fought his efforts to apply Medicare guidelines for
initial certification of hospice benefits. Trial Tr. 919-927 (Aug. 11, 2015), Dkt. 514.
The court excluded Dr. Micca’s testimony from the first phase of the trial based on its
belief that Dr. Micca’s evidence was not specifically connected to the 123 patients
selected for trial. But, the court made clear that the evidence could be admissible in
the second phase of the trial: “He can just [lambaste] AseraCare all day long that he
wants to in phase two.” Id. at 948. The district court should have considered this
evidence in determining whether to grant summary judgment.
The existence of relevant, admissible evidence—both inside and outside the
trial record—creating a dispute of fact as to whether AseraCare had a good faith belief
further underscores the error of the district court’s grant of summary judgment.
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The Jury Was Properly Instructed Under the Correct Legal
Standard, and This Court Should Therefore Also Reverse the District
Court’s Grant of a New Trial.
A. Although this Court reviews a district court ruling on a motion for a new

trial for abuse of discretion, a “[l]egal error is an abuse of discretion.” Woodard v.
Fanboy LLC, 298 F.3d 1261, 1268 n.14 (11th Cir. 2002). As described above, the
district court committed legal error when it determined that “‘[e]xpressions of
opinion, scientific judgments, or statements as to conclusions about which reasonable
minds may differ cannot be false.’” Dkt. 482, at 16 (quoting Lincare Holdings, 116 F.
Supp. 3d at 1360).
The question of whether the claims in issue at trial were false is answered by
determining whether “they claim[ed] reimbursement for services or costs that either
are not reimbursable or were not rendered as claimed.” See Walker, 433 F.3d at 1356;
see also United States v. Calhoon, 97 F.3d 518 (11th Cir. 1996). Consistent with that test,
the jury in this case was instructed that “[c]laims to Medicare may be false if the
provider seeks payment, or reimbursement, for health care that is not reimbursable.
For a hospice provider’s claims to Medicare to be reimbursable, the patient must be
eligible for the Medicare hospice benefit.” Dkt. 440, at 11. To find a hospice claim
ineligible, and therefore false, the jury was instructed to determine whether
“documentation support[s] the medical prognosis” that the patient has a life
expectancy of six months or less. Dkt. 440, at 12. This instruction reflects the
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requirement, contained in federal regulations, that, to be payable under Medicare,
hospice claims must seek payment only for services provided to terminally ill patients
for whom the provider possesses sufficient medical documentation to support the
patient’s prognosis.
The jury instructions also properly set out the eligibility standards for hospice
care and the factors a medical professional must consider when admitting or
recertifying a patient for hospice care. Dkt. 440, at 11-12. And the court reminded the
jury that it must find “proof that specific claims were in fact false when submitted to
Medicare.” Id. at 14. Guided by these instructions, the jury properly found that the
claims at issue in this case were false as to 104 of the 121 patients selected for trial,
because the “clinical information and other documentation” in AseraCare’s medical
records for those patients did not “support the medical prognosis” of a life
expectancy of six months or less. 42 C.F.R. § 418.22(b)(2).
B. Despite providing the jury with instructions that accurately reflected False
Claims Act law, the district court concluded that its instructions had been erroneous
and set aside the jury’s verdict. The court concluded that it should have advised the
jury that “(1) ‘the FCA requires “proof of an objective falsehood’”” and “(2) a mere
difference of opinion, without more, is not enough to show falsity.” Dkt. 482, at 1920 (emphasis omitted). The district court notably waited to reach this conclusion until
after a jury verdict in favor of the government, despite full briefing on the jury
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instructions and ample opportunity to consider the proper instructions prior to trial.
In any event, given the detailed instructions provided by the court, it was simply
unnecessary to remind the jury that “proof of an objective falsehood,” Dkt. 482, at
19, was required, and such an instruction would have added nothing to instructions
provided to the jury.8 The failure to give such instruction thus by no means
invalidated the jury’s verdict.
The district court’s second proposed jury instruction was equally unnecessary,
as the jury was also adequately instructed on this point. To find a hospice claim
ineligible, and therefore false, the jury was instructed to determine whether
“documentation . . . support[s] the medical prognosis” that the patient has a life
expectancy of six months or less. Dkt. 440, at 12. The jury did not need to be told that
“a mere difference of opinion, without more, is not enough to show falsity.” Dkt. 482,
at 19-20 (emphasis omitted). The jury was instructed as to the weight to be given to
the testimony of the government’s expert witness: “Merely because such a witness has
been designated as an expert and expressed an opinion, however, does not mean that
you must accept that opinion. The same as with any other witness, you decide

To the extent this instruction suggests that liability may not attach under the
False Claims Act for opinions, that is incorrect. As explained, False Claims Act is not
limited to “objective” falsehoods and subjective statements may be false or fraudulent
if the speaker lacks facts to support the opinion. See, e.g., Omnicare, Inc. v. Laborers Dist.
Council Const. Indus. Pension Fund, 135 S. Ct. 1318, 1323, 1326-27 (2015); United States ex
rel. Loughren v. Unum Group, 613 F.3d 300, 310-12 (1st Cir. 2010).
40
8

Case: 16-13004

Date Filed: 08/31/2016

Page: 54 of 57

whether to rely upon that testimony.” Dkt. 440, at 8. Nothing about those
instructions invited or permitted the jury to accept without question the opinion of
the government’s medical expert. And it is clear that it did not. The fact that the jury
rejected the government’s expert’s conclusions with respect to 17 of the 121 patients
at issue confirms that the jury independently considered the medical documentation as
instructed by the court. Dkt. 465 (verdict form). And, after the initial verdict form was
completed, under direction from the district court, the jury made corrections to dates
for certain patients, demonstrating again that the jury carefully evaluated each patient
and claim, analyzing the medical records and the expert testimony presented as to
each patient. Id.
In sum, a properly-instructed jury relied on the medical records in evidence, as
interpreted and explained by competing medical experts, to determine whether the
claims AseraCare submitted to Medicare were false. AseraCare is free to argue to the
jury that it held a reasonable, good faith belief that its patients were eligible for
hospice care, but such an argument is irrelevant to the question of whether the claims
submitted by AseraCare were false. The jury was properly instructed on the issue of
falsity; ample evidence presented during the trial demonstrated that AseraCare’s
claims were false under the correct legal theory; and the district court erred in
concluding otherwise. The district court’s order granting a new trial should therefore
be reversed.
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CONCLUSION
For the foregoing reasons, this Court should reverse the order of the district
court granting summary judgment and the order of the district court granting a new
trial.
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Nationwide Analysis of Common Characteristics in OIG
Home Health Fraud Cases
Results at a Glance
Home health fraud in Medicare
continues to warrant scrutiny
 More than 500 HHAs and
4,500 physicians were outliers
on multiple characteristics
commonly found in
OIG-investigated cases of home
health fraud
 27 geographic areas in 12 States
emerged as hotspots for
characteristics commonly found
in OIG-investigated cases of
home health fraud

Why Home Health?
Significant Part of Medicare
Program
o $18.4 billion paid to more than
11,000 HHAs in CY 2015
Fraud, Waste, and Abuse
Vulnerabilities
o Over $10 billion in improper
payments estimated in FY 2015
o Previous reports highlighting
compliance and billing concerns
o More than 350 criminal and civil
actions and $975 million in
investigative receivables for
FYs 2011–2015

In this data brief, the Office of Inspector General
(OIG) examines Medicare claims data for
calendar years (CYs) 2014–2015 to identify
home health agencies (HHAs), supervising
physicians, and geographic areas whose Medicare
claims have characteristics similar to those
observed by OIG in cases of home health fraud.
While these characteristics are not necessarily
indicative of fraudulent activity, they can be
useful in identifying providers and geographic
areas that warrant greater scrutiny.
The Medicare home health benefit covers skilled
nursing care, home-based assistance, and
therapeutic services for qualifying homebound
individuals.1 Medicare generally reimburses
HHAs for 60-day episodes of care, and there is
no limit to the number of episodes that
a beneficiary can receive. In CY 2015, Medicare
reimbursed more than 11,000 HHAs for almost
7 million episodes of home health care, totaling
approximately $18.4 billion.2 This represents
a decrease of more than $1 billion in annual
Medicare home health spending since CY 2010.
Home health has long been recognized as a
program area vulnerable to fraud, waste, and
abuse. OIG home health investigations have
resulted in more than 350 criminal and civil
actions and $975 million in receivables for fiscal
years (FYs) 2011–2015.3 Additionally, previous
reports from OIG and the Government
Accountability Office (GAO) have raised
concerns about questionable billing patterns,
compliance problems, and improper payments in
home health.4 The Centers for Medicare &
1

Medicaid Services (CMS) has estimated that in FY 2015 Medicare made more than $10 billion
in improper payments to HHAs.5 Since July 2013, CMS has imposed moratoria on new HHA
enrollments in selected geographic areas to prevent fraud, waste, and abuse.6
While cases of home health fraud investigated by OIG vary in nature, they generally involve
HHAs that bill for services that are not medically necessary and/or not provided. For example,
in April 2016 a Dallas physician and three HHA owners were convicted for their roles in a
$375 million fraud scheme.7 As part of the scheme, the perpetrators recruited patients from a
homeless shelter in Dallas to sign up for Medicare home health services. The physician falsely
certified and recertified beneficiaries as being eligible for home health care, and the owners and
office staff falsified medical documentation to support the eligibility certifications and services
that were never provided. Two additional HHA owners and an office manager previously
pleaded guilty for their roles in this scheme.8 This case was investigated jointly by OIG and the
Department of Justice (DOJ) as part of the Health Care Fraud Prevention and Enforcement
Action Team (HEAT), a partnership that operates “Strike Force” teams in areas known for high
rates of Medicare fraud.9
This data brief assesses the national prevalence and distribution of selected characteristics
commonly found in OIG-investigated cases of home health fraud. Using details of recent such
cases, we determined five distinct characteristics common to them:10
1. High percentage of episodes for which the beneficiary had no recent visits with the
supervising physician
2. High percentage of episodes that were not preceded by a hospital or nursing home stay
3. High percentage of episodes with a primary diagnosis of diabetes or hypertension
4. High percentage of beneficiaries with claims from multiple HHAs
5. High percentage of beneficiaries with multiple home health readmissions in a short
period of time
We then identified HHAs and supervising physicians that were statistical outliers with regard to
those characteristics in comparison to their peers nationally. To do this, we used a standard
technique known as the Tukey method. We also identified geographic “hotspots” that were
either statistical outliers on the characteristics compared to other areas nationally or contained
significant numbers of HHA or physician outliers. See the Methodology on page 10 for a more
detailed description of our analysis. Our analysis was not designed to make determinations of
actual fraud. Accordingly, the individual HHAs and physicians that we identified were not
necessarily engaged in fraudulent activity.11
This data brief is being released in tandem with an OIG Alert on improper arrangements and
conduct by HHAs and physicians.
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RESULTS
More than 500 HHAs and 4,500 physicians were outliers on
two or more characteristics commonly found in OIG home
health fraud cases
Our analysis identified 562 HHAs, or about 5 percent of all HHAs, that were statistical outliers
on 2 or more characteristics commonly found in OIG-investigated cases of home health fraud. In
CY 2015, Medicare reimbursed these HHAs for more than 100,000 home health episodes,
totaling $273 million.
Our analysis also identified 4,502 physicians, or about 1 percent of all physicians who supervise
home health care, who were statistical outliers on 2 or more characteristics commonly found in
OIG-investigated cases of home health fraud. Physicians have a key role in the delivery of home
health care and act as “gatekeepers” by certifying beneficiaries’ eligibility and managing their
care plans. OIG investigations have frequently found physicians to be principal conspirators in
home health fraud schemes—for example, by approving medically unnecessary home health care
in exchange for kickbacks.
While there may be legitimate explanations as to why any of these specific HHAs and physicians
were outliers on characteristics commonly found in OIG-investigated cases of home health fraud,
further scrutiny is warranted. Our results are based on analysis of claims data and cannot
conclusively demonstrate that fraudulent activity has occurred. However, the HHAs and
physicians that we identified differed considerably in their billing patterns from their peers
nationally—in some cases, by very wide margins.
While most of the HHAs and physicians discussed above were outliers on just two characteristics
commonly found in OIG-investigated cases of home health fraud, some were outliers on three,
four, or all five characteristics. Table 1 shows the 562 HHAs and 4,502 physicians by the
number of characteristics on which they were outliers compared to their peers nationally.
Table 1: HHA and Physician Outliers by Number of Characteristics
Provider Type
HHAs
Physicians

Outliers on
2 characteristics

Outliers on
3 characteristics

Outliers on
4 characteristics

Outliers on
5 characteristics

469

84

9

-

562

3,844

570

86

2

4,502

Total

Source: OIG analysis of Medicare claims data, 2016.

Table 2, on the next page, provides summary information regarding each of our five
characteristics, including (1) the national median percentages for HHAs and physicians; (2) the
threshold percentages above which HHAs and physicians were considered to be outliers; and
(3) the numbers and percentages of HHA and physician outliers for each of our five
characteristics. Following Table 2, we discuss our results for each characteristic and the
implications of those results.
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Table 2: National Medians and Outlier Thresholds for HHAs and Physicians
Characteristic

No recent visit with the
supervising physician

No hospital or nursing
home stay

Diabetes or
hypertension diagnosis

Beneficiaries with
claims from multiple
HHAs

Readmission shortly
after discharge

Provider Type

National
Median

Threshold for
Outliers

Outliers as a
Percentage of
Total

Number of
Outliers

HHAs

22.6%

62.5%

470

3.9%

Physicians

11.8%

54.6%

16,789

4.9%

HHAs

49.5%

-

-

-

Physicians

35.7%

97.1%

1,751

0.5%

HHAs

10.1%

45.1%

483

4.0%

Physicians

5.3%

28.8%

7,937

2.3%

HHAs

6.3%

25.9%

770

6.5%

Physicians

0.0%

13.9%

7,510

2.2%

HHAs

5.6%

19.3%

778

6.5%

Physicians

3.6%

19.1%

3,822

1.1%

Source: OIG analysis of Medicare claims data, 2016.

 Almost 500 HHAs and more than 16,500 physicians had an unusually high
percentage of home health episodes for which the beneficiary had no recent
visits with the supervising physician
A total of 470 HHAs and 16,789 physicians were outliers on the percentage of home health
episodes for which the beneficiary had no evaluation and management claims from the
supervising physician in the preceding 6 months. For these 470 HHA outliers, at least
63 percent of home health episodes fit this description, compared to a national median of
23 percent. For the 16,789 physician outliers, at least 55 percent of home health episodes fit
this description, compared to a national median of 12 percent.
This characteristic is common in OIG-investigated cases of home health fraud and may
indicate that the supervising physician did not appropriately evaluate the beneficiary’s
medical condition. OIG investigations have found that home health fraud schemes
commonly involve HHAs paying “recruiters” to collect beneficiaries’ Medicare numbers for
use in fraudulent billing. In these cases, supervising physicians often colluded in the fraud
schemes and did not conduct proper evaluations, if any, of beneficiaries’ conditions before
certifying their eligibility for home health care.12
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 More than 1,700 physicians had an unusually high percentage of home health
episodes that were not preceded by a hospital or nursing home stay
A total of 1,751 physicians were outliers on the percentage of home health episodes that did
not shortly follow a hospital inpatient discharge or skilled nursing facility discharge within
the previous 30 days. For these 1,751 physician outliers, at least 97 percent of their home
health episodes fit this description, compared to a national median of 36 percent. Our
analysis identified no HHA outliers for this characteristic.13
This characteristic is common in OIG-investigated cases of home health fraud and may
indicate that home health care is not medically necessary. While beneficiaries may
legitimately need home health care in situations other than discharges from institutional care,
fraudulent home health services are also commonly billed without a preceding hospital or
nursing home stay. For example, OIG investigations have found that recruiters have solicited
beneficiaries from within a community to receive home health care, regardless of whether
such care is medically necessary.
 Almost 500 HHAs and 8,000 physicians had an unusually high percentage of
home health episodes with a primary diagnosis of diabetes or hypertension
A total of 483 HHAs and 7,937 physicians were outliers on the percentage of home health
episodes for which the beneficiary’s primary diagnosis code was diabetes or hypertension.
For these 483 HHA outliers, at least 45 percent of home health episodes fit this description,
compared to a national median of 10 percent. For the 7,937 physician outliers, at least
29 percent of home health episodes fit this description, compared to a national median of
5 percent.
This characteristic is common in OIG-investigated cases of home health fraud and may
indicate that home health care is not medically necessary. While some beneficiaries
legitimately need home health care related to these diagnoses, home health claims with these
primary diagnosis codes may also reflect medically unnecessary services. Past
OIG-investigated cases of home health fraud have involved HHAs and physicians with home
health case mixes that were disproportionately composed of these primary diagnoses.14
 Almost 800 HHAs and more than 7,500 physicians had an unusually high
percentage of beneficiaries with claims from multiple HHAs
A total of 770 HHAs and 7,510 physicians were outliers on the percentage of beneficiaries
who received home health care from 3 or more HHAs over the course of 2 years. For these
770 HHA outliers, at least 26 percent of their beneficiaries fit this description, compared to
a national median of 6 percent. For the 7,510 physician outliers, at least 14 percent of their
beneficiaries fit this description, compared to a national median of 0 percent.
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This characteristic is common in OIG-investigated cases of
home health fraud. In past cases that OIG has investigated,
recruiters moved beneficiaries between HHAs to avoid
suspicion or obtain more favorable financial arrangements for
fraudulent billing. Some beneficiaries were colluding in these
fraud schemes, but others were unaware of the fraudulent
activity. In our analysis, we identified 6 beneficiaries who
received services from 10 or more different HHAs over the
course of 2 years.

Six beneficiaries
received services
from 10 or more
different HHAs
over 2 years

 Almost 800 HHAs and 4,000 physicians had an unusually high percentage of
beneficiaries with multiple home health readmissions in a short period of time
A total of 778 HHAs and 3,822 physicians were outliers on the percentage of beneficiaries
with 2 or more home health readmissions shortly following a home health discharge over the
course of 2 years. For both the 778 HHA outliers and the 3,822 physician outliers, at least 19
percent of their beneficiaries fit this description, compared to national medians of 6 percent
and 4 percent, respectively.
This characteristic is common in OIG-investigated cases of home health fraud. Past OIG
fraud investigations have uncovered incidents in which HHAs provided—and physicians
supervised—unnecessary care over a long period of time and tried to conceal the duration of
that care by periodically discharging and re-enrolling their beneficiaries.

Twenty-seven geographic areas in 12 States emerged as
hotspots for characteristics commonly found in OIG home
health fraud cases
Another way to describe the extent to which characteristics commonly found in OIG-investigated
cases of home health fraud are present across the country is to identify geographic hotspots. To
identify hotspots, we examined Medicare claims data by location to identify areas that—when
compared with other areas nationally—were statistical outliers on two or more of these
characteristics. We also looked for geographic areas where numerous HHAs and/or physicians
that were outliers on two or more characteristics were located. Figure 1, on the next page, details
the three criteria we used to identify hotspots.
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Our analysis identified 27 hotspots in
12 States (Arizona, California,
Florida, Illinois, Louisiana, Michigan,
Nevada, New York, Oklahoma,
Pennsylvania, Texas, and Utah).
Seven of the hotspots met multiple
criteria, including two—Miami,
Florida, and Detroit, Michigan—that
met all three criteria. Figure 2 shows
the locations of all 27 hotspots.
Table A-1 in the Appendix describes
the criteria each of these hotspots
met; the number of HHAs and
physicians per hotspot that were
outliers on two or more
characteristics; and the extent of
home health services provided in
these hotspots in CY 2015.

Figure 1: Criteria Used to Identify Geographic Areas
as Hotspots of Characteristics Commonly Found in
OIG Home Health Fraud Cases

Figure 2: Geographic Hotspots for Characteristics Commonly Found in OIG Home Health
Fraud Cases

Source: OIG analysis of Medicare claims data, 2016.
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In 2015, 35 percent of
all home health
episodes and
37 percent of all home
health spending
occurred in geographic
hotspots

In CY 2015, Medicare reimbursed HHAs for nearly 2.4
million home health episodes, totaling $6.9 billion, in the
27 geographic hotspots. This represents approximately
35 percent of home health episodes and 37 percent of home
health expenditures nationally.

Many of the 27 geographic hotspots we identified are areas
that are generally recognized as having high rates of
Medicare fraud, including home health fraud. For example,
many of the areas that we identified as hotspots for characteristics commonly found in
OIG-investigated cases of home health fraud are areas targeted by HEAT Strike Force teams.15
Similarly, several of the areas that we identified as hotspots are also areas in which CMS has
imposed a moratorium on new HHA enrollments.16
The results of our hotspot analysis suggest that, despite numerous successful investigations by
HEAT Strike Force teams, home health fraud is an ongoing concern. HEAT Strike Force teams
have conducted numerous investigations of HHAs and physicians in several hotspots, including
recent cases in Chicago, Illinois; Dallas, Texas; Detroit, Michigan; Houston, Texas; and Miami,
Florida.17 These cases have resulted in the successful prosecution of participants in home health
fraud schemes and in the recovery of millions of dollars to Medicare.
Some of the geographic hotspots we identified have not previously been the focus of targeted
anti-fraud efforts in Medicare. However, our analysis indicates that characteristics commonly
found in OIG-investigated cases of home health fraud are prevalent in these areas. Examples of
such hotspots include Las Vegas, Nevada; Orlando, Florida; San Diego, California; Phoenix,
Arizona; Provo, Utah; and Ada, Oklahoma.

8

CONCLUSION
Our analysis identified a substantial number of providers—more than 500 HHAs and
4,500 physicians—that were outliers in comparison to their peers nationally with respect to
multiple characteristics commonly found in OIG-investigated cases of home health fraud. It is
important to note that our analysis does not demonstrate that these providers were engaged in
fraudulent activity; there may be legitimate explanations for any of these specific providers’
practices. However, because these providers differ considerably from their peers with respect to
common fraud characteristics—often by substantial margins—they warrant further scrutiny to
ensure the integrity of the Medicare home health benefit. OIG will conduct investigations and
audits of these providers and/or refer them to CMS for followup, as appropriate.
Our analysis also identified 27 geographic hotspots in 12 States—i.e., areas where characteristics
commonly found in OIG-investigated cases of home health fraud were prevalent. Many of these
hotspots are areas already recognized as having high rates of Medicare fraud, which suggests that
home health fraud in these areas is an ongoing concern and that enforcement and program
integrity efforts should continue. Other hotspots have not been previously recognized as areas
prone to home health fraud, which suggests that they may warrant the dedication of additional
anti-fraud tools and resources.
Along with OIG’s existing body of work, the results presented in this data brief demonstrate that
home health fraud in Medicare continues to warrant scrutiny and attention from OIG, its law
enforcement partners, and CMS. Past OIG and CMS efforts have been successful in reducing
Medicare home health spending, and OIG is committed to continuing its fight against home
health fraud, waste, and abuse through additional investigations, audits, evaluations, and
enforcement actions. It is also essential for CMS to continue to use the tools at its disposal to
prevent home health fraud and to assess whether further actions are needed. OIG looks forward
to continued collaboration with CMS, DOJ, States, and private-sector partners on this critical
work.
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METHODOLOGY
This data brief is based on our analysis of Medicare claims from CMS’s National Claims History
(NCH) datasets. To facilitate this analysis, we created multiple datasets, including a primary
dataset and supporting datasets. Our primary dataset was composed of all final paid
fee-for-service claims for home health services that started in CY 2014 or 2015. Each home
health claim contains information about the supervising physician, beneficiary, HHA, enrollment
date, discharge date, and diagnosis codes. Our supporting datasets were composed of Part B
(physician) claims, hospital outpatient claims, hospital inpatient claims, and skilled nursing
facility (SNF) claims for the beneficiaries included in our primary dataset.
We use the term “episode” to refer to the 60-day episodes of care by which HHAs are
reimbursed, and we use the term “first episode” to refer to the first of multiple consecutive
episodes of home health care for the same beneficiary.18 When an HHA submits claims for
multiple consecutive episodes of care for the same beneficiary, only the last episode is associated
with a discharge date.19
We use the terms “supervising physician” and “physician” to refer to the attending physician
listed on each home health claim. The attending physician always signs plans of care for home
health beneficiaries and almost always certifies that beneficiaries meet the requirements for
home health services.20
We defined geographic areas as either Core-Based Statistical Areas (CBSAs) or rural counties.21
We used the service location ZIP code on each claim to identify the relevant CBSA or (if the
ZIP code was not associated with a CBSA) the rural county. In our results, we simplified CBSA
names to reflect only the primary city included in the CBSA (e.g., “Chicago, Illinois” instead of
“Chicago-Naperville-Joliet, IL-IN-WI”). Table A-1 in the Appendix lists full CBSA names.
Measures for Characteristics Commonly Found in OIG Home Health Fraud Cases
We identified five distinct characteristics commonly found in OIG-investigated cases of home
health fraud. We then developed measures to assess these characteristics using the NCH
datasets. The measures for each characteristic are defined as follows:
1. No recent visit with the supervising physician. For the measure corresponding to this
characteristic, we identified home health episodes for which the beneficiary had no claims for
in-person visits with the supervising physician in the 180 days preceding the start of the
episode. We defined claims for in-person visits as claims for evaluation and management
(E&M) services or claims for surgical services for which global payments cover E&M
activities, and we used our Part B (physician) and hospital outpatient supporting datasets to
identify these claims. In identifying episodes for this measure, we considered only first
episodes of home health care.
We then created a percentage for each HHA, physician, and geographic area by dividing the
number of identified episodes by the total number of first episodes for the HHA, physician,
or geographic area.

10

2. No hospital or nursing home stay. For the measure corresponding to this characteristic, we
identified home health episodes for which the beneficiary had no claims for hospital inpatient
stays or SNF stays with a discharge date in the 30 days preceding the start of the episode. We
considered only first episodes of home health care for this measure.
We then created a percentage for each HHA, physician, and geographic area by dividing the
number of identified episodes by the total number of first episodes for the HHA, physician,
or geographic area.
3. Diabetes or hypertension diagnosis. For the measure corresponding to this characteristic, we
identified home health episodes for which the beneficiary had a primary diagnosis code for
diabetes or hypertension. We considered only the primary diagnosis code because it
represents the code most related to the beneficiary’s home health plan of care.22 We defined
diabetes diagnosis codes as any ICD-9 code beginning with 249 or 250 or any ICD-10 code
beginning with E08, E09, E10, E11, or E13. We defined hypertension diagnosis codes as any
ICD-9 code beginning with 401 or 405 or any ICD-10 code beginning with I10 or I15. We
considered all episodes of home health care for this measure.
We then created a percentage for each HHA, physician, and geographic area by dividing the
number of identified episodes by the total number of episodes for the HHA, physician, or
geographic area.
4. Beneficiaries with claims from multiple HHAs. For the measure corresponding to this
characteristic, we identified beneficiaries with claims from three or more HHAs during CYs
2014 and 2015.
We then created a percentage for each HHA, physician, and geographic area by dividing the
number of identified beneficiaries by the total number of beneficiaries for the HHA,
physician, or geographic area.
5. Readmission shortly after discharge. For the measure corresponding to this characteristic,
we identified beneficiaries who, during CYs 2014 and 2015, had two or more first episodes
of home health care that started within 60 days of a previous home health discharge.
We then created a percentage for each HHA, physician, and geographic area by dividing the
number of identified beneficiaries by the total number of beneficiaries for the HHA,
physician, or geographic area.
Identifying Outliers
For each measure, we used a standard technique known as the Tukey method to identify HHAs,
physicians, and geographic areas that were statistical outliers. Specifically, we identified an
HHA, physician, or geographic area as an outlier if its percentage for a given measure was above
the 75th percentile plus one and a half times the interquartile range on the distribution of
percentages across all HHAs, physicians, and geographic areas, respectively.23
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Prior to performing the outlier analyses, we excluded HHAs, physicians, and geographic areas
with low volumes of home health services. For the first three measures, we excluded HHAs,
physicians, and geographic areas with fewer than 10 total episodes of home health care. For the
fourth and fifth measures, we excluded HHAs, physicians, and geographic areas with fewer than
10 home health beneficiaries. For all measures, we further excluded geographic areas with fewer
than five HHAs.
Identifying Hotspots
We identified hotspots as geographic areas that were:
o outliers on 2 or more measures, or
o areas with 10 or more HHAs that were outliers on 2 or more measures, or
o areas with 50 or more physicians that were outliers on 2 or more measures.
We assigned each HHA and each physician to one geographic area using the service location ZIP
codes on home health claims. When HHAs or physicians had home health claims spanning
multiple geographic areas, we assigned them to the geographic area in which they had the most
claims.
Limitations
This data brief is based on analysis of Medicare claims data only; we did not review medical
records or other documentation. Moreover, our measures were designed to assess characteristics
commonly found in OIG-investigated cases of home health fraud, not to accurately predict or
reveal fraudulent activity. Accordingly, our analysis should not be interpreted as demonstrating
that specific providers were engaged in fraud.
We did not independently validate the accuracy or completeness of the Medicare claims data that
we analyzed. Any errors or omissions, such as incorrect identification numbers or services that
were provided but not billed for, may affect our results.
Standards
This study was conducted in accordance with the Quality Standards for Inspection and
Evaluation issued by the Council of the Inspectors General on Integrity and Efficiency.
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APPENDIX
Table A-1: Detailed Information for Geographic Hotspots
CBSA or Rural County

Geographic
Outlier*

10 or more
HHA
Outliers*

50 or more
Physician
Outliers*

Chicago-Naperville-Joliet,
IL-IN-WI
Los Angeles-Long BeachSanta Ana, CA
New York-Northern New
Jersey-Long Island, NYNJ-PA
Dallas-Fort WorthArlington, TX
Miami-Fort LauderdalePompano Beach, FL
Houston-Sugar LandBaytown, TX
Detroit-Warren-Livonia, MI
Philadelphia-CamdenWilmington, PA-NJ-DE-MD
Tampa-St. PetersburgClearwater, FL
Orlando-KissimmeeSanford, FL
Las Vegas-Paradise, NV
San Diego-Carlsbad-San
Marcos, CA
San Antonio-New
Braunfels, TX
Jacksonville, FL
Phoenix-Mesa-Glendale,
AZ
McAllen-Edinburg-Mission,
TX
Laredo, TX
Lakeland-Winter Haven, FL
Brownsville-Harlingen, TX
Provo-Orem, UT
Avoyelles County, LA
Rio Grande City-Roma, TX
Tahlequah, OK
Ada, OK
Duval County, TX
The Villages, FL
Ogemaw County, MI

Number
of HHA
Outliers

Number of Total Number of Total Amount
Physician
Episodes of
Paid in
Outliers
Care in CY 2015
CY 2015

37

257

348,261

$934,729,586

43

366

272,861

$861,749,599

1

119

272,138

$836,390,898

52

174

313,269

$821,220,916

59

675

224,513

$772,403,832

191

204

178,611

$475,554,067

116

364

147,292

$420,220,465

-

56

123,545

$362,054,098

9

167

109,610

$324,398,176

3

85

54,622

$159,874,437

17

91

50,546

$153,541,797

1

56

44,401

$139,286,424

4

84

50,487

$124,072,476

-

54

42,485

$121,795,749

-

51

42,279

$120,424,214

4

40

52,980

$107,597,598

-

10

20,570

$45,761,832

-

15

12,971

$34,974,385

2

20

15,448

$29,832,272

-

6

6,566

$19,818,206

-

1

6,107

$11,923,007

1

3

3,563

$6,834,088

-

-

3,139

$6,493,366

-

-

2,320

$4,929,154

1

-

2,749

$4,834,979

-

1

1,558

$4,645,014

-

1

1,743

$3,950,716

Source: OIG analysis of Medicare claims data, 2016.
* Symbol in column is explained in detail in Figure 1 on page 7.
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Alert: Improper Arrangements and Conduct Involving
Home Health Agencies and Physicians

June 22, 2016
Recent investigations and Office of Inspector General (OIG) studies have found that home
health services are vulnerable to fraud, waste, and abuse. The Federal government is stepping
up its enforcement efforts in this area. In the past year, the Federal government has obtained
criminal convictions and reached civil settlements with several home health agencies (HHAs),
individual physicians, and heads of home-visiting physician companies that defrauded Medicare
by, among other conduct, making (or accepting) payments for patient referrals, falsely certifying
patients as homebound, and billing for medically unnecessary services or for services that were
not rendered.
The government alleged that HHAs violated the Federal anti-kickback statute1 by paying
physicians, either directly or indirectly, in return for their referrals of Medicare beneficiaries to
the HHAs for home health services. The government also alleged that the physicians violated
the Federal anti-kickback statute by soliciting or receiving payments, either directly or
indirectly, from the HHAs in return for referring Medicare beneficiaries to the HHAs. In some
instances, these payments were disguised as compensation arrangements for services provided,
such as payments purportedly for serving as the medical director of an HHA.
HHAs and physicians that wish to enter into compensation arrangements for services provided
must ensure that those arrangements and the payments under them are fair market value and
commercially reasonable in the absence of Federal health care program referrals. Although
many compensation arrangements are legitimate, a compensation arrangement may violate the
Federal anti-kickback statute if even one purpose of the arrangement is to compensate a
physician for his or her past or future referrals of Federal health care program business.
Payments made (or received) to induce (or in return for) referrals, or for arranging for referrals,
potentially raise a number of concerns, including corruption of medical judgment, patient
steering, overutilization, increased costs to Federal health care programs, and unfair
competition.

1

42 U.S.C. § 1320a-7b(b).

In addition to the alleged Federal anti-kickback statute violations, the government alleged that
HHAs, physicians, and heads of home-visiting physician companies violated other Federal laws,
including the health care fraud statute2 and the statute prohibiting false statements relating to
health care matters.3 For example, the government alleged that HHAs billed Medicare for
medically unnecessary nursing services provided to patients who were not confined to the home,
and that the home-visiting physician companies upcoded patient visits (i.e., billed at a level
higher than warranted) and billed for care plan oversight services that were not actually
rendered. The government also alleged that the physicians falsely certified patients as confined
to the home when they were not actually homebound. In OIG’s experience, the physicians
participating in these schemes typically were not the Medicare beneficiaries’ primary care
physicians, who often were unaware that their patients were receiving home health services.
These types of fraudulent activities result in substantial additional costs to Federal health care
programs.
HHAs must ensure that Medicare beneficiaries who receive home health services are confined to
the home and require these services.4 OIG encourages HHAs and physicians to carefully
evaluate the terms of any compensation arrangements they may have with each other, and to
ensure that the home health services provided to Medicare beneficiaries are both reasonable and
necessary.
Those individuals and entities that commit fraud involving Federal health care programs are
subject to possible criminal, civil, and administrative sanctions. For more information on
HHAs, see http://oig.hhs.gov/reports-and-publications/portfolio/home-health/.
If you have information about HHAs, physicians, or others engaging in any of the activities
described above, contact the OIG Hotline at https://forms.oig.hhs.gov/hotlineoperations/ or by
telephone at 1-800-447-8477 (1-800-HHS-TIPS).

2

18 U.S.C. § 1347.
18 U.S.C. § 1035.
4
A more complete description of the conditions that must be satisfied before Medicare will pay
for home health services may be found in the Medicare Benefit Policy Manual, Chapter 7,
Section 30, available at: https://www.cms.gov/Regulations-andGuidance/Guidance/Manuals/downloads/bp102c07.pdf, which sets forth the Centers for
Medicare & Medicaid Services’ policy regarding the implementation of sections 1814(a)(2)(C)
and 1835(a)(2)(A) of the Social Security Act (42 U.S.C. §§ 1395f(a)(2)(C) and 1395n(a)(2)(A)).
3
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Introduction
The Government Accountability Office has designated Medicare as a program at high risk for fraud,
waste and abuse. 1 Medicare spending for hospice care has increased dramatically in recent years.2 The
Medicare Hospice Benefit has been identified as vulnerable to abuse; in 1999 the Office of Inspector
General (OIG) encouraged hospices to develop and implement a compliance program to protect their
operations from fraud and abuse.3 As part of a compliance program, a hospice should conduct regular
audits to ensure charges for Medicare services are correctly documented and billed. The Program for
Evaluating Payment Patterns Electronic Report (PEPPER) can help guide the hospice’s auditing and
monitoring activities.

What Is PEPPER?
National hospice claims data were analyzed to identify areas within the hospice benefit which could be at
risk for improper Medicare payment. These areas are referred to as “target areas.” PEPPER is a data
report that contains a single hospice’s claims data statistics (obtained from the UB-04 claims submitted to
the Medicare Administrative Contractor (MAC)) for these target areas. Each hospice receives a PEPPER,
which contains statistics for these target areas, regardless of whether the hospice’s data are of concern.
The report shows how a hospice’s data compares to national, jurisdiction and state statistics. Data in
PEPPER are presented in tabular form, as well as in graphs that depict the hospice’s target area
percentages over time. All of the data tables, graphs and reports in PEPPER were designed to assist the
hospice in identifying potentially improper payments. PEPPER is developed and distributed by TMF
Health Quality Institute, under contract with the Centers for Medicare & Medicaid Services (CMS).
Beginning in 2012, PEPPER is available for hospices. PEPPERs are also available for short- and longterm acute care inpatient Prospective Payment System (PPS) hospitals, critical access hospitals, inpatient
psychiatric facilities, inpatient rehabilitation facilities, partial
PEPPER does not identify the presence
hospitalization programs and skilled nursing facilities (the
of improper payments, but it can be
format of the reports and the target areas are customized for
used as a guide for auditing and
monitoring efforts. A hospice can use
each setting). The Hospice PEPPER is the version of PEPPER
PEPPER to compare its claims data over
specifically developed for hospices. Beginning with the
time to identify areas of potential
Q4FY13 release (spring 2014), the Hospice PEPPER will be
concern and to identify changes in
available to the hospice Chief Executive Officer, Administrator
billing practices.
or President through a secure portal on the
PEPPERresources.org website.

1

Government Accountability Office. “Medicare Fraud, Waste and Abuse: Challenges and Strategies for Preventing
Improper Payments.” June 15, 2012. Available at: http://www.gao.gov/new.items/d10844t.pdf.
2
Medicare Payment Advisory Commission. “Report to the Congress: Medicare Payment Policy” March 2012.
Chapter 11, 281-308. Available at: http://www.medpac.gov/chapters/Mar12_Ch11.pdf
3
Department of Health and Human Services/Office of Inspector General. 1999. “Publication of the OIG Compliance
Program, Guidance for Hospices,” Federal Register 64, no. 192, October 5, 1999, 54031–54049. Available at:
https://oig.hhs.gov/authorities/docs/hospicx.pdf
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Each hospice receives only its PEPPER; PEPPERs are not available for public release. TMF does not
provide PEPPERs to other contractors, although TMF does provide an Access database (the First-look
Analysis Tool for Hospital Outlier Monitoring, or FATHOM) to MACs and Recovery Auditors.
FATHOM can be used to produce a PEPPER.
Hospices provide palliative care and support services for terminally ill beneficiaries who have a life
expectancy of six months or less if the terminal illness follows its normal course. Beneficiaries must elect
the Medicare hospice benefit, and in doing so they agree to forgo Medicare coverage for curative
treatment for the terminal illness and related conditions.
Each Hospice PEPPER contains claims data statistics (obtained from paid hospice Medicare UB-04
claims) for the most recent three federal fiscal years (the federal fiscal year spans October 1 through
September 30). A hospice is compared to other hospices in three comparison groups: nation, Medicare
Administrative Contractor, jurisdiction and state. These comparisons enable a hospice to determine if its
results differ from other hospices and if it is at risk for improper Medicare payments.
PEPPER identifies areas at risk for improper Medicare payments based on preset control limits. The
upper control limit for all target areas is the national 80th percentile. Coding-focused target areas also have
a lower control limit, which is the national 20th percentile. Note that the Hospice PEPPER does not
contain any coding-focused target areas; therefore, the Hospice PEPPER draws attention to any findings
that are at or above the national 80th percentile.
In order to be included in the Hospice PEPPER, claims must meet the specifications shown below.
INCLUSION/EXCLUSION CRITERIA
Claim facility type equal to “8”
Include claim service classification type of
“Hospice”
Final action claim

Services provided during the time period
used to create the episode of service

Medicare claim payment amount greater
than zero
Exclude Health Maintenance Organization
claims
Exclude cancelled claims

DATA SPECIFICATIONS
UB-04 Form Locator (FL) 04 Type of Bill, second digit (Type of Facility)
= 8 (Special facility or ASC surgery)
UB-04 FL 04 Type of Bill, third digit (Bill Classification) = 1 (Hospice
(non-hospital based)) or 2 (Hospice (hospital based))
A final action claim is a non-rejected claim for which a payment has
been made. All disputes and adjustments have been resolved and
details clarified.
Claim “From Date” and claim “Through Date” fall within the time
period of October 1, 2011 through September 30, 2014. Additional
claims for October 1, 2009 through September 30, 2011 will be
included for episodes of service beginning prior to the reporting
period. See below for more explanation of the episode of service.
The hospice received a payment amount greater than zero on the
claim (Note that Medicare Secondary Payer claims are included).
Exclude claims submitted to a Medicare Advantage (Health
Maintenance Organization) plan
Exclude claims cancelled by the Medicare Administrative Contractor

To be eligible for the hospice benefit, the beneficiary must be terminally ill with a life expectancy of six
months or less, should the illness run its normal course. A beneficiary may receive hospice services for
varying lengths of time represented by one or multiple claims. The PEPPER target areas were designed to
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report on the services provided to a beneficiary whose service ends during the specified time period (the
federal fiscal year). An episode of service is created from the claims submitted by a provider for each
beneficiary.
All claims submitted by a hospice for a beneficiary are collected and sorted from the earliest “Claim
From” date to the latest. If the latest claim in a series indicates that the beneficiary was discharged or did
not return for continued care within 30 days, then that beneficiary’s episode of service is included in the
time/report period in which the latest “Through Date” falls. If the latest claim in the series ended in the
last month of the time/report period (September 1-30, 2014 for the Q4FY14 release) and indicates that the
beneficiary was still a patient (patient discharge status code “30”), then that beneficiary’s episode of
service is not included. If there is a gap between one claim’s “Through Date” to the next claim’s “From
Date” of more than 30 days, then that is considered the ending of one episode of service and the
beginning of a new episode of service. Each episode of service is included in the time/report period in
which the latest “Through Date” falls. Claims are collected for two years prior to each time period so that
the longer lengths of stay may be evaluated.
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Hospice PEPPER CMS Target Areas
In general, the target areas are constructed as ratios and expressed as percents, with the numerator
representing episodes of service that may be identified as problematic in terms of risk for improper
Medicare payment, and the denominator representing episodes of service of a larger comparison group.
The Hospice PEPPER target areas are defined in the table below.
TARGET AREA
Live Discharges
(Live Discharges)

TARGET AREA DEFINITION
For discharges prior to July 1, 2012:
Numerator (N): count of beneficiary episodes discharged alive by the hospice
(patient discharge status code not equal to “40” (expired at home), “41” (expired
in a medical facility) or “42” (expired place unknown)) with occurrence code "42"
(date of termination of hospice benefit)
Denominator (D): count of all beneficiary episodes discharged (by death or alive)
by the hospice during the report period (obtained by considering all claims billed
for a beneficiary by that hospice)
For discharges beginning July 1, 2012:
Numerator (N): count of beneficiary episodes who were discharged alive by the
hospice (patient discharge status code not equal to “40” (expired at home), “41”
(expired in a medical facility) or “42” (expired place unknown)), excluding:
 beneficiary transfers (patient discharge status code “50” or “51”)
 beneficiary revocations (occurrence code “42”)
 beneficiaries discharged for cause (condition code “H2”)
 beneficiaries who moved out of the service area (condition code “52”)

Long Length of Stay
(Long LOS)

Continuous Home Care
Provided in an Assisted Living
Facility
(CHC in ALF)
*new as of the Q4FY14 release

Routine Home Care Provided
in an Assisted Living Facility
(RHC in ALF)
*new as of the Q4FY14 release

Denominator (D): count of all beneficiary episodes discharged (by death or alive)
by the hospice during the report period (obtained by considering all claims billed
for a beneficiary by that hospice)
N: count of beneficiary episodes discharged (by death or alive) by the hospice
during the report period whose combined days of service at the hospice is
greater than 180 days (obtained by considering all claims billed for a beneficiary
by that hospice)
D: count of all beneficiary episodes discharged (by death or alive) by the hospice
during the report period
N: count of beneficiary episodes discharged (by death or alive) by the hospice
during the report period where at least eight hours of Continuous Home Care
(revenue code = “0652”) were provided while the beneficiary resided in an
Assisted Living Facility (HCPCS code = “Q5002”)
D: count of all beneficiary episodes ending in the report period that indicate the
beneficiary resided in an assisted living facility (HCPCS code = “Q5002”) for any
portion of the episode
N: count of Routine Home Care days (revenue code = “0651”) provided on claims
ending in the report period that indicate the beneficiary resided in an assisted
living facility (HCPCS code = “Q5002”)
D: count of all Routine Home Care days (revenue code = “0651”) provided by the
hospice on claims ending in the report period
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Routine Home Care Provided
in a Nursing Facility
(RHC in NF)
*new as of the Q4FY14 release

Routine Home Care Provided
in a Skilled Nursing Facility
(RHC in SNF)
*new as of the Q4FY14 release

N: count of Routine Home Care days (revenue code = “0651”) provided on claims
ending in the report period that indicate the beneficiary resided in a nursing
facility (HCPCS code = “Q5003”)
D: count of all Routine Home Care days (revenue code = “0651”) provided by the
hospice on claims ending in the report period
N: count of Routine Home Care days (revenue code = “0651”) provided on claims
ending in the report period that indicate the beneficiary resided in a skilled
nursing facility (HCPCS code = “Q5004”)
D: count of all Routine Home Care days (revenue code = “0651”) provided by the
hospice on claims ending in the report period

These PEPPER target areas were approved by CMS because they have been identified as being
potentially at risk for improper Medicare payments. For example, hospices that discharge alive a high
proportion of beneficiaries from the hospice benefit may be admitting beneficiaries who do not meet the
hospice eligibility criteria. This may also be an indication of quality of care concerns.
Similarly, hospices that have a high proportion of beneficiaries with a long length of stay may be
admitting beneficiaries who do not meet the hospice eligibility criteria. In addition, in its June 2013
Report to Congress, the Medicare Payment Advisory Commission (MedPAC) raised concerns regarding
longer lengths of stay and higher frequencies of patients being discharged alive in hospices.
The OIG reviewed hospice services provided to beneficiaries residing in assisted living facilities (ALFs)
(see “Medicare Hospices Have Financial Incentives to Provide Care in Assisted Living Facilities,” OEI02-14-00070, January 2015). The OIG found concerns relating to overutilization of hospice services for
beneficiaries residing in an ALF. Hospice services to beneficiaries residing in a SNF or NF are also at risk
for overutilization. Therefore, there are target areas focusing on these concerns.

How Hospices Can Use PEPPER Data
The Hospice PEPPER allows hospices to compare their billing
statistics with national, jurisdiction and state percentile values
for each target area with reportable data for the most recent
three fiscal years included in PEPPER.

“Reportable data” in PEPPER means
there are 11 or more numerator
episodes per hospice for a given target
area for a given time period. When
there are fewer than 11 numerator
episodes for a target area for a time
period, statistics are not displayed in
PEPPER due to CMS data restrictions.

To calculate percentiles, the target area percents for all
hospices with reportable data for each target area and each time
period are ordered from highest to lowest. The target area percent below which 80 percent of all hospices’
target area percents fall is identified as the 80th percentile. Hospices whose target percents are at or above
the 80th percentile (i.e., the top 20 percent) are considered at risk for improper Medicare payments.
Percentiles are calculated for each of the three comparison groups (nation, jurisdiction and state). The
greater the hospices’ percentile, the greater risk for improper payments.
TMF has developed suggested interventions that hospices could consider when assessing their risk for
improper Medicare payments. Please note that these are generalized suggestions and will not apply to all
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situations. The following table can assist hospices with interpreting their percentile values which are
indications of possible risk of improper Medicare payments.
TARGET AREA
Live Discharges

Long Length of Stay

Continuous Home Care
Provided in an Assisted
Living Facility

Routine Home Care
Provided in an Assisted
Living Facility

Routine Home Care
Provided in a Nursing
Facility

Routine Home Care
Provided in a Skilled
Nursing Facility

SUGGESTED INTERVENTIONS FOR HOSPICES AT RISK FOR IMPROPER
TH
PAYMENTS (IF AT/ABOVE 80 PERCENTILE)
This could indicate that beneficiaries are being enrolled in the Medicare
Hospice Benefit who do not meet the hospice eligibility criteria. The hospice
should review Medicare hospice eligibility criteria and admissions procedures
to ensure that beneficiaries are enrolled in the hospice benefit when they
meet eligibility criteria. Medical record documentation should be reviewed to
determine if enrollment in the hospice benefit was appropriate and in
accordance with Medicare policy.
This could indicate that beneficiaries are being enrolled in the Medicare
Hospice Benefit who do not meet the hospice eligibility criteria. The hospice
should review Medicare hospice eligibility criteria and admissions procedures
to ensure that beneficiaries are enrolled in the hospice benefit when they
meet eligibility criteria. Medical record documentation should be reviewed to
determine if enrollment in the hospice benefit was appropriate and in
accordance with Medicare policy.
This could indicate that beneficiaries who reside in an ALF are being enrolled in
the Medicare Hospice Benefit when they may not meet hospice eligibility
criteria, or that the hospice is providing a higher level of hospice service than is
necessary to beneficiaries who reside in an ALF. The hospice should review
documentation to ensure that beneficiaries are enrolled in the hospice benefit
appropriately, that the level of hospice service is appropriate and in
accordance with Medicare policy, and that the number of hours of CHC billed
are supported by documentation in the medical record.
This could indicate that beneficiaries who reside in an ALF are being enrolled in
the Medicare Hospice Benefit when they may not meet hospice eligibility
criteria. The hospice should review Medicare hospice eligibility criteria and
admissions procedures to ensure that beneficiaries are enrolled in the hospice
benefit appropriately. Medical record documentation should be reviewed to
determine if enrollment in the hospice benefit and services provided are
appropriate and in accordance with Medicare policy.
This could indicate that beneficiaries who reside in a nursing facility are being
enrolled in the Medicare Hospice Benefit when they may not meet hospice
eligibility criteria. The hospice should review Medicare hospice eligibility
criteria and admissions procedures to ensure that beneficiaries are enrolled in
the hospice benefit appropriately. Medical record documentation should be
reviewed to determine if enrollment in the hospice benefit and services
provided are appropriate and in accordance with Medicare policy.
This could indicate that beneficiaries who reside in a skilled nursing facility are
being enrolled in the Medicare Hospice Benefit when they may not meet
hospice eligibility criteria. The hospice should review Medicare hospice
eligibility criteria and admissions procedures to ensure that beneficiaries are
enrolled in the hospice benefit appropriately. Medical record documentation
should be reviewed to determine if enrollment in the hospice benefit and
services provided are appropriate and in accordance with Medicare policy.
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Comparative data for the three consecutive years can be used to help identify whether the hospice’s target
area percents changed significantly in either direction from one year to the next. This could be an
indication of a procedural change in admitting practices, staff turnover or a change in medical staff.

Using PEPPER
Compare Targets Report
Hospices can use the Compare Targets Report to help prioritize areas for auditing and monitoring. The
Compare Targets Report includes all target areas with reportable data for the most recent year included in
PEPPER. For each target area, the Compare Targets Report displays the hospice’s number of target
episodes; percent; hospice percentiles as compared to the nation, jurisdiction and state; and the “Sum of
Payments.”
The Hospice PEPPER identifies providers whose data results
suggest they are at risk for improper Medicare payments as
compared to all hospices in the nation. The hospice’s risk status
is indicated by the color of the target area percent on the
Compare Targets Report. When the hospice’s percent is at or
above the national 80th percentile for a target area, the hospice’s
percent is printed in red bold. When the hospice’s percent is below the national 80th percentile, the
hospice’s percent is printed in black.
Navigate through PEPPER by clicking
on the worksheet tabs at the bottom
of the screen. Each tab is labeled to
identify the contents of each worksheet
(e.g., Target Area Reports, Compare
Targets Report).

The Compare Targets Report provides the hospice’s percentile value for the nation, jurisdiction and state
for all target areas with reportable data in the most recent year. The percentile value allows a hospice to
judge how its target area percent compares to all hospices in each respective comparison group. (See
“Percentile” in the Glossary, page 10.)
The hospice’s national percentile indicates the percentage of all other hospices in the nation that have a
target area percent less than the hospice’s target area percent.
The hospice’s jurisdiction percentile indicates the percentage of all other hospices in the MAC
jurisdiction that have a target area percent less than the hospice’s target area percent. The hospice’s
jurisdiction percentile for a target area will be blank if there are fewer than 11 hospices with reportable
data for the target area in a jurisdiction.
The hospice’s state percentile indicates the percentage of all other hospices in the state that have a target
area percent less than the hospice’s target area percent. The hospice’s state percentile for a target area will
be blank if there are fewer than 11 hospices with reportable data for the target area in a state
For more on percents versus percentiles, see the “Training and Resources” page in the Hospice section on
PEPPERresources.org for a short slide presentation with visuals to assist in the understanding of these
terms.
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When interpreting the Compare Targets Report findings, hospices should consider their target area
percentile values for the nation, jurisdiction and state. Percentile values at or above the 80th percentile
indicate that the hospice is at risk for improper Medicare payments. Providers should place the highest
priority with their national percentile, as this percentile represents how the hospice compares to all
hospices in the nation.
Percentile values at or above the jurisdiction 80th percentile or state 80th percentile should be considered
as well but with a lower priority. Jurisdiction and state are smaller comparison groups, and therefore the
percentiles may be less meaningful. In addition, there may be regional differences in practice patterns
reflected in jurisdiction and state percentiles.
The “Sum of Payments” and “Target Count” can also be used to help prioritize areas for review. Areas in
which a provider is at/above the 80th percentile that have a high sum of payment and/or number of target
episodes may be given higher priority than target areas for which a provider is at/above the 80th percentile
that have a lower sum of payments/number of target episodes.

Target Area Reports
PEPPER Target Area Reports display a variety of statistics for each target area summarized over three
years. Each report includes a target area graph, a target area data table, comparative data, interpretive
guidance and suggested interventions.
Target Area Graph
Each report includes a target area graph, which provides a visual representation of the hospice’s target
area percent over three years. The hospice’s data is represented on the graph in bar format, with each bar
representing a fiscal year. Hospices can identify significant changes from one time period to the next,
which could be a result of, for example, changes in medical staff or utilization review processes. Hospices
are encouraged to identify root causes of major changes to ensure that improper payments are prevented.
The graph includes red trend lines for the percents that are at the 80th percentile for the three comparison
groups (nation, jurisdiction and state) so the hospice can easily identify when its results suggest that it is
at risk for improper Medicare payments when compared to any of these groups. A table of these percents
(“Comparative Data”) is included under the hospice’s data table. For more information on percents versus
percentiles, see the “Training and Resources” page in the Hospice section on PEPPERresources.org for a
short slide presentation with visuals to assist in the understanding of these terms.
A hospice’s data will not be displayed in the graph if the numerator count for the target area is less than
11 for any time period. This is due to data restrictions established by CMS. If there are fewer than 11
hospices with reportable data for a target area in a state for any time period there will not be a data
point/trend line for the state comparison group in the graph. If there are fewer than 11 hospices with
reportable data for a target area in a jurisdiction for any time period there will not be a data point/trend
line for the jurisdiction comparison group in the graph.
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Target Area Hospice Data Table
PEPPER Target Area Reports also include a hospice data table. Statistics in each data table include the
total number of episodes of service for the target area (target area claim count, which is the numerator),
the denominator count of episodes of service, the proportion of the numerator and denominator (percent),
average length of stay for the numerator and for the denominator, and the average and sum of Medicare
payment data. The hospice’s percent will be shown in red bold print if it is at or above the national 80th
percentile (suggesting a risk of improper Medicare payments). (See “Percentile” in the Glossary, page
10.) For each time period, a hospice’s data will not be displayed if the numerator for the target area is less
than 11.
Comparative Data Table
The Comparative Data Table provides the target area percents that are at the 80th percentile for the three
comparison groups of nation, jurisdiction and state. These are the percent values that are graphed as trend
lines on the Target Area Graph. State percentiles are zero when there are fewer than 11 hospices with
reportable data for a target area in the state. Jurisdiction percentiles are zero when there are fewer than 11
hospices with reportable data for a target area in the jurisdiction.
Interpretive Guidance and Suggested Interventions
Interpretive guidance is included on the target area report (to the left of the graph) to assist hospices in
considering whether they should audit a sample of records. Suggested interventions for providers, whose
results suggest a risk for improper Medicare payments, are tailored to each target area and are included at
the bottom of each report.

Hospice Terminal Conditions Report
The Hospice Terminal Conditions report lists the top terminal conditions for hospice decedents
(beneficiaries that died) for the most recent fiscal year (see Appendix 1 for a listing of terminal conditions
and the diagnosis codes included in each condition). The report includes the total decedents for each of
the top terminal conditions listed (as identified by the principal diagnosis code on the final claim for the
decedent), the proportion of decedents for each terminal condition to total hospice decedents and the
hospice’s average length of stay for each terminal condition. Please note that this report is limited to the
top terminal conditions (up to 10) for which there are a total of at least 11 decedents with the respective
terminal condition during the most recent fiscal year.

Jurisdiction-wide Terminal Conditions Report
The Jurisdiction-wide Terminal Conditions report lists the top terminal conditions for hospice decedents
for the most recent fiscal year. It includes the total jurisdiction-wide hospice decedents for each of the top
terminal conditions listed (as identified by the principal diagnosis code on the final claim for the
decedent), the proportion of decedents for each terminal condition to total decedents, the jurisdiction
average length of stay for each terminal condition and the national average length of stay for each
terminal condition. Please note that this report is limited to displaying the top terminal conditions (up to
10) for which there are a total of at least 11 decedents with the respective terminal condition during the
most recent fiscal year.
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System Requirements, Customer Support and Technical Assistance
PEPPER is a Microsoft Excel workbook that can be opened and saved to a PC. It is not intended for use
on a network but may be saved to as many PCs as necessary.
For help using PEPPER, please submit a request for assistance at PEPPERresources.org by clicking on
the “Help/Contact Us” tab. This website also provides many educational resources to assist hospices with
PEPPER in the Hospice Training and Resources section.
Please do not contact your state Medicare Quality Improvement Organization or any other organization
for assistance with PEPPER, as these organizations are not involved in the production or distribution of
PEPPER.
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Glossary
Average
Length of
Stay

The average length of stay (ALOS) is calculated as an arithmetic mean. It is
computed by dividing the total number of days beneficiaries received service from the
hospice by the total number of episodes of service within the time period.

Data Table

The statistical findings for a hospice are presented in tabular form, labeled by time period
and indicator.

Episode of
Service

An episode of service is created using claims submitted by a hospice. All claims
submitted by a hospice for a beneficiary are collected and sorted from the earliest “Claim
From” date to the latest. If the latest claim in a series indicates that the beneficiary was
discharged or did not return for continued care within 30 days, then that beneficiary’s
episode of service is included in the time/report period in which the latest “Through
Date” falls. If the latest claim in the series ended in the last month of the time/report
period (September 1-30, 2013 for the Q4FY13 release) and indicates that the beneficiary
was still a patient (patient discharge status code “30”), then that beneficiary’s episode of
service is not included. If there is a gap between one claim’s “Through Date” to the next
claim’s “From Date” of more than 30 days, then that is considered the ending of one
episode of service and the beginning of a new episode of service. Each episode of service
is included in the time/report period in which the latest “Through Date” falls. Claims are
collected for two years prior to each time period so that the longer lengths of stay may be
evaluated.

Fiscal Year

For Medicare data, the fiscal year starts October 1 and ends September 30.

Graph

In PEPPER, a graph shows a hospice’s percentages for three years. The hospice’s
percentages are compared to the 80th percentiles for the nation, jurisdiction and state for
all target areas. See Percentile.

Length of
Stay

The length of stay (LOS) is the total number of hospice days for the series of claims
submitted for a beneficiary’s episode of service. It is computed by subtracting the
admission date (From Date) of the first claim in the episode of service from the discharge
date (Through Date) of the last claim in the episode of service, plus one.

Percentile

In PEPPER, the percentile represents the percent of hospices in the comparison group
below which a given hospice’s percent value ranks. It is a number that corresponds to one
of 100 equal divisions of a range of values in a group. The percentile represents the
hospice’s position in the group compared to all other hospices in the comparison group
for that target area and time period. For example, suppose a hospice has a target area
percent of 2.3 and 80 percent of the hospices in the comparison group have a percent for
that target area that is less than 2.3. Then we can say the hospice is at the 80th percentile.
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Percentiles in PEPPER are calculated from the hospices’ percents so that each hospice
percent can be compared to the statewide, jurisdiction-wide or nationwide distribution of
hospice percents.
For more on percents versus percentiles, please see the “Training and Resources” page in
the Hospice section on PEPPERresources.org for a short slide presentation with visuals to
assist in the understanding of these terms.
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Acronyms and Abbreviations
ACRONYM/
ABBREVIATION
ALOS

CMS

FATHOM

LOS
MAC

PEPPER

TMF

UB-04

ACRONYM/ABBREVIATION DEFINITION
The average length of stay (ALOS) is calculated as an arithmetic average, or mean. It
is computed by dividing the total number of days beneficiaries received service from
the hospice by the total number of episodes of service within the given time period.
The Centers for Medicare & Medicaid Services (CMS) is the federal agency
responsible for oversight of Medicare and Medicaid. CMS is a division of the U.S.
Department of Health and Human Services.
First-look Analysis Tool for Hospital Outlier Monitoring (FATHOM) is a Microsoft
Access application. It was designed to help Medicare Administrative Contractors
(MACs) compare acute care prospective payment system (PPS) inpatient hospitals in
areas at risk for improper payment using Medicare administrative claims data.
Length of Stay
The Medicare Administrative Contractor (MAC) is the contracting authority that
replaced the fiscal intermediary (FI) and carrier in performing Medicare Fee-ForService claims processing activities.
Program for Evaluating Payment Patterns Electronic Report (PEPPER) is a data report
that contains a single hospice’s claims data statistics for claims for service at risk for
improper Medicare payments.
TMF Health Quality Institute (TMF) is under contract with the Centers for Medicare &
Medicaid Services (CMS) to develop and distribute PEPPER to short-term and longterm acute care hospitals, critical access hospitals, inpatient psychiatric and
rehabilitation facilities, hospices, partial hospitalization programs and skilled nursing
facilities, and to develop and distribute FATHOM to CMS and MACs.
Standard uniform bill used by health care providers to submit claims for services.
Claims for Medicare reimbursement are submitted to the provider’s Medicare
Administrative Contractor.
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Appendix 1: Hospice Terminal Conditions by Diagnosis Code
Terminal Condition
Alzheimer’s disease
Bladder Cancer
Blood/lymph Cancer
Brain Cancer
Breast Cancer
Congestive heart failure
Chronic kidney disease
Chronic liver disease
Colo-rectal Cancer
CVA/stroke
Debility not otherwise specified
Failure to thrive (adult)
Liver Cancer
Lung and other chest cavity Cancer
Non-Alzheimer’s dementia
Non-infectious respiratory
Other heart disease

ICD-9-CM Diagnosis Code(s)
331.0
188.0 – 188.9
200.00 – 208.92
191.0 – 191.9
174.0 – 175.9
428.0 – 428.9
585.1 – 587
571.0 – 573.9
153.0 – 154.8
430 – 434.91, 436 – 438.9
799.3
783.7
155.0 – 156.9
162.0 – 165.9
290.0 – 290.9, 294.0 – 294.9, 331.11 – 331.9
490 – 496
390 – 398.99, 402.00 – 402.91, 404.00 – 404.93, 410.00417.9, 420.0 – 427.9, 429.0 – 429.9
Ovarian Cancer
183.0
Pancreatic Cancer
157.0 – 157.9
Parkinson’s and other degenerative diseases
332.0 – 335.9
Pneumonias and other infectious lung diseases 480.0 – 488.89, 510.0 – 519.9
Prostate Cancer
185
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RECENT CIAS AND
COMPLIANCE
EFFECTIVENESS
Susan Gillin, Chief, Administrative and Civil Remedies
Branch, Office of Counsel to the Inspector General
Steven Ortquist, Managing Director, Aegis
Compliance & Ethics Center, LLP
Thomas Beimers, Partner, Hogan Lovells US LLP
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CIAs evolve to reflect:


OIG priorities and monitoring experience



Feedback from providers and IROs



The evolution of compliance in the health care industry



Trends in health care, and fraud, waste, and abuse

Big Picture


Most providers have the basics and don’t need to be micromanaged
by OIG



OIG is focused on early detection of risks and fraud through audits,
disclosures, and risk assessments



Policies, code of conduct, training

OIG’S NEW MODEL CORPORATE
INTEGRITY AGREEMENT

2

1



Still requires training, policies, screening, etc.


High-level language that can apply to most providers



Goal—minimize negotiation of CIA body



Requires a certification that the provider is complying with these
elements



IRO reviews will be more tailored and useful




Focus on risks particular to that provider type

Requires risk assessment and internal audits


Also reporting to OIG of CMS and contractor audits

MORE ON THE NEW MODEL CIA
3



Training Plan and Policies and Procedures


Provider determines their risk tolerance and implements the basics
accordingly



No exception for part-time, because provider is free to adjust as
appropriate



Compliance Officer must be member of senior management



Board Resolution and Training: Board expert is a heightened
provision



Screening: SAM no longer required



Overpayments: Establish a policy and look to the 60-day rule



Should result in simpler Annual Reports

SPECIFICS
4
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More robust and targeted


Targeted to risks, not necessarily the covered conduct



Removes the “Discovery Sample” in favor of one 100-claim sample



Requires that the error rate be extrapolated as part of the Claims Review Report
…



But provider determines what “reasonable diligence” is required, to comply with
the 60-day rule




Repayment of extrapolated overpayment, further investigation, full sample review, or
repayment of sample overpayment only

“Medically necessary and appropriately documented” means medical review

CLAIMS REVIEWS
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Each year, the Population can be determined based on risk


Recommendations from provider



OIG data mining and analysis





Volume of types of claims compared to peers



Claim types at various locations

Risks in the industry



For hospitals, the risk-based determination is the default Claims Review
process



OIG Compliance Monitor, Provider’s Compliance Officer, and IRO will begin
discussing risk areas with many months left in the year

RISK AREA IDENTIFICATION
6

3



Suggest creative Claims Reviews that the provider will find useful



Accept that the body of the CIA will be largely standard



OIG’s goals are effective oversight and efficient resolution


We are asking, “Why did the conduct happen?”



Be transparent about corporate structure and relationships



Think broadly about risk



Think positively about compliance goals



Involve the compliance officer

TIPS FOR NEGOTIATIONS
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Shift to organizational assessment of risk tolerance puts increased
burden on compliance officer


Policies & procedures



Training plan



Management of overpayments & reportable events

Understanding context for risk management & risk tolerance in
complex healthcare organizations

CHALLENGES TO CIA
IMPLEMENTATION & OPERATION
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Training Plan


The upsides and downsides of the self-defined training plan



Training requirements for medical staff and “downstream” personnel



Risk Assessment



Compliance Committee



Notice and Reportable Event Requirements



Overpayments



IRO Selection and Engagement



Screening requirements





Be aware of how process Annual Report requirements & IRO claims review processes

Consider reviewing processes in other operational areas

FOCUS AREAS FOR IMPLEMENTATION
AND OPERATION
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Focus Early on Annual Report Requirements


Training plan



Risk assessment process



Compliance work plans, internal audits, corrective action plans



Summary of disclosures in the disclosure log



(Note that annual report requirements may be “skinnier” than they were
even 18 months ago – but consider whether documentation should be
maintained (e.g.,) of:


Aggregate overpayments



Contractor audits and responses



Other?

FOCUS AREAS FOR IMPLEMENTATION
AND OPERATION
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Management Certifications

•



“I have been trained on and understand the compliance requirements and
responsibilities as they relate to [insert name of department(s)], an area under my
supervision.



“My responsibilities include ensuring compliance with regard to the [insert name of
department(s)] with all applicable Federal health care program requirements,
obligations of the Corporate Integrity Agreement, and [ORGANIZATION’s] policies,
and I have taken steps to promote such compliance.



“To the best of my knowledge, except as otherwise described herein, the [insert
name of department(s)] of [ORGANIZATION] is in compliance with all applicable
Federal health care program requirements and the obligations of the Corporate
Integrity Agreement.



“I understand that this certification is being provided to and relied upon by the
United States.”

What structures, processes, sub-certifications should an organization
develop to support these certifications?

FOCUS AREAS FOR IMPLEMENTATION
AND OPERATION
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CEO and Chief Compliance Officer Certification


“to the best of his or her knowledge, except as otherwise described in the [annual
or implementation] report [ORGANIZATION] is in compliance with all of the
requirements of the CIA;



“to the best of his or her knowledge, [ORGANIZATION] has implemented
procedures reasonably designed to ensure that all Focus Arrangements do not
violate the Anti-Kickback Statute and Stark Law, including the Focus Arrangement
Procedures required in Section III.D. of the CIA;



“to the best of his or her knowledge [ORGANIZATION] has fulfilled the requirements
for New and Renewed Focus Arrangements under Section III.D.2. of the CIA; and



“he or she has reviewed the report and has made reasonable inquiry regarding its
content and believe that the information in the report is accurate and truthful.”

FOCUS AREAS FOR IMPLEMENTATION
AND OPERATION
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Board Resolution
“The Board of Director has made a reasonable inquiry into the operations of
[ORGANIZATION’s] Compliance Program including the performance of the
Compliance Officer and Compliance Committee. Based on its inquiry and
review, the Board has concluded that, to the best of its knowledge,
[ORGANIZATION] has implemented an effective Compliance Program to meet
Federal health are program requirements and the obligations of the CIA.”


What should the board (or board committee) be reviewing and/or
considering in support of this resolution?



What makes a compliance program “effective?” Has the standard
migrated in recent years?

FOCUS AREAS FOR IMPLEMENTATION
AND OPERATION
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Modern compliance systems date to 1991


Introduction of “7 elements” by US Sentencing Commission



OIG pharmaceutical guidance



CIA and DPA terms



Increased emphasis post Enron/Worldcom, etc.



Companies have invested heavily in compliance programs



Many studies on implementation of compliance programs



Little to no systematic, empirical analysis of whether compliance
programs actually make a difference



Based on “7 elements”, OIG CPGs, and Industry Best Practices

MEASURING COMPLIANCE PROGRAM
EFFECTIVENESS
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Certain stakeholders advocating increased punishment as other
approaches don’t seem to make adequate impact



NEJM article



Civil and criminal, corporate and individual



Companies don’t get message



Proposes increased penalties and personal liability



The Economist



NY Times, Forbes, other media



Congressional attention – Mylan; Valeant; Turing



Corporate fines should be higher

MARKED INCREASE IN PUBLIC
CONCERN

15

ARTICLE NOTES THAT LARGE MANUFACTURERS
ARE PERPETUALLY UNDER CIAS
CALLS INTO QUESTION THE PREMISE OF
COMPLIANCE PROGRAMS
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For the most recent fiscal year ending September 30 (FY2015):


DOJ and OIG won or negotiated over $1.9 billion in health care
fraud judgments and settlements.






Top industry for fraud enforcement (2nd = government contracts at $1.1
billion)

Together, DOJ and OIG:


Filed criminal charges in 1,263 cases



Opened 1,475 civil actions

OIG excluded 4,112 individuals and entities from FHCPs

STATISTICS
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Health Care Fraud Recoveries (in $ billions)
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New FCA Actions Filed - Health Care Industry
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Rare to see sentencing recognition for having a robust compliance
system (1999-2011 data)


2/1223 - effective compliance system (0.2%)



16/1223 – ineffective program (1.3%)



1205/1223 – no mention/no program (98.5%)



Do companies get “informal credit for compliance program?



Small increase in actions against “large companies” (>5000
employees) (but small “n”)



Flat to decreasing number of actions involving small (<10) or solo
companies



Perhaps, but no statistical evidence, and anecdotal evidence is sketchy

USSG STATISTICS
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Enforcement data generally does not establish any objective improvement
over time



Minimal “good news” based on numbers



Long enough implementation time so positive effects should be visible



Individual company results may vary



What is the explanation for the lack of apparent improvement?



Confounding factors


Enforcement priorities



Interpretation of the law



Time delays

PRELIMINARY OBSERVATIONS
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No demonstrable, meaningful empirically provable evidence of a positive
impact from compliance programs



Increase, not a decrease, in number of fraud cases


Some overall decrease in the number of federal criminal fraud cases



Appears to be at the individual or small entity level



Increase in the severity of the punishment



No evidence of sentencing credit for having a compliance program



Little or no change in level of company reporting or cooperation with
enforcement agencies



Confounding factors may explain trends



Total fines

PRELIMINARY CONCLUSIONS FROM
STATISTICS
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Assesses employee views and
attitudes on compliance and ethics






Generally no significant improvement in
cultural measurements found

Conducted by Ethics Resource
Center



Biannual survey since 2000



Survey multiple thousands of
employees

Structured set of questions



New questions added over time
Special issues researched



Some variations (positive and negative) over
time



Percentage of employees observing
misconduct key measure


Independent of company size and
enforcement priorities



Measure of future enforcement risk



Observed misconduct generally flat over past
decade



Reporting is up, as is retaliation



Pressure to compromise is up over last survey



More companies identified as having weak
ethics cultures

NATIONAL BUSINESS ETHICS SURVEY
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Primary Objective of Compliance Program


Promoting an ethical culture – 49.5% of respondents



Preventing and detecting misconduct – 39%

Management View of Compliance Program Objections (Respondent Perception)


Meeting regulatory requirements – 42.6% of respondents



Preventing and detecting misconduct – 26%



Promoting an ethical culture – 13 %

Board View of Compliance Program Objections (Respondent Perception)


Preventing and detecting misconduct – 28% of respondents



Meeting regulatory requirements – 24%



Protecting corporate reputation – 19 %

SCCE/HCCA COMPLIANCE
OBJECTIVES SURVEY

24
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Key Takeaways


Compliance community values ethical culture



Compliance professionals view management and board as
having different goals than compliance professionals themselves



Management views compliance primarily in relation to external
requirements

SCCE/HCCA COMPLIANCE
OBJECTIVES SURVEY
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STARK LAW & THE SRDP
Health Care Compliance Association
Healthcare Enforcement Compliance Institute
October 2016
Presenters: Robert A. Wade, Kreig DeVault LLP
Joseph C. Hudzik, Latham & Watkins LLP
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AGENDA

• Key Cases & Settlements: What have

we learned?
• What does “takes into account” really

mean?
• Perspective on the CMS SRDP
• Questions?
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Key Cases & Settlements:
What have we learned?

4

Summary of Recent Stark Law Cases/Settlements
• Halifax
• Tuomey
• The Adventists
• North Broward
• Columbus Regional

2
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Fair Market Value Issues, CONT.
United States ex rel. Reilly v.
North Broward Hospital District, et al.
• The relator alleged that the compensation was excess of fair market value

and commercially un-reasonable, because it was over the 90th percentile of
total cash compensation as published in MGMA physician compensation
surveys, and generated substantial practice “losses” for Broward
• Broward

tracked and evaluated “inpatient contribution margins” and
“outpatient contribution margins”

6

Fair Market Value Issues, CONT.
United States ex rel. Reilly v.
North Broward Hospital District, et al.
• For

instance: One orthopedic surgeon was alleged paid at least
$1,391,184.23 in 2008 and $1,557,984.40 in 2009

• MGMA 90th percentile compensation for orthopedic surgeons in the Southern

U.S. was $1,209,569 in 2008
• After evaluating the net revenue and expenses of the practice, Broward faced

a net loss of $791,630
• However after tracking “inpatient contribution margins” and “outpatient

contribution margins” this surgeon contribution margin was a profit of
$867,326

3
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Fair Market Value Issues, CONT.
United States ex rel. Reilly v.
North Broward Hospital District, et al.
• The physicians’ compensation was not financially self-sustaining from

professional income alone, but would be self-sustaining if one added the
value of facility fees, which Broward tracked
• The whistleblower argued that Broward’s “Contribution Margin Reports,”

continually tracked referral profits and was used to “take into account the
volume and value of referrals” when establishing compensation

• The complaint also alleged that Broward pressured physicians to limit charity

care, even though Broward is a public entity, and to keep referrals in-house,
even when physicians believed the patient’s care needs were better served
by another facility
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Fair Market Value Issues, CONT.
United States ex rel. Reilly v.
North Broward Hospital District, et al.
• Follow-up Notes:
 The settlement marked the largest ever reached without litigation under the Stark

Law at the time
 Because of the settlement we don’t know DOJ’s thoughts on:
• The propriety of compensation that, in combination with practice overhead expenses, is in excess of

collections from the physician’s personally performed service
• But we do know that a DOJ fair market value expert has asserted in litigation that physician

arrangements, even for employed physicians, for departments that “lose” money are commercially
un-reasonable while conceding that there is no statutory or regulatory basis for such an assertion
• And the DOJ has asserted that hospitals that tolerate practice “losses” because of the value of the
employed physician’s referrals to the hospital are suspect

4
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Fair Market Value Issues, CONT.
Adventist Health System
• Compensation Exceeded Fair Market Value:
 Compensation formulas based on “bottom line” by incorporating Part A and Part B

revenues (DHS revenues) such that compensation varied based on volume or value
of referrals. For example, oncologists were paid in part with chemotherapy
revenues so that the more chemotherapy drugs a physician ordered, the more the
physician was paid. This resulted in a high number of physicians exceeding the
90th percentile with some making over $1 million/year.
 Bonus payments consisting of professional charges plus a significant

portion, if not all, of the facility fee. The facility fee was paid outside of the
contract language.
 Bonuses based on numbers of patients seen by the physician.
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Fair Market Value Issues, CONT.
Adventist Health System
• Compensation Exceeded Fair Market Value: (Cont.)
agreements included caps on compensation that were not
enforced.
One interesting example involved an oncologist whose total
compensation was nearly $2 million and by contract was not to be paid in excess of
the 99th percentile. Other agreements required the physician not to be paid more
than certain dollar figures or no more than the 90th percentile and none were
enforced.

 Employment

 The Dorsey Qui Tam complaint included an exhibit listing 167 physicians whose

compensation arrangements involved alleged Stark violations, 85 of those exceeded
the 90th percentile on MGMA
 Many physicians paid in excess of 90th percentile fell below the 50th percentile in

work RVUs

5
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Fair Market Value Issues, CONT.
U.S. ex. rel. Drakeford v. Tuomey Healthcare System, Inc.
• In 2003, several local specialty groups told Tuomey they planned to perform surgical

procedures in-office instead of at Toumey's 266-bed hospital
• To allegedly avoid a reduction in surgical case volume, Tuomey employed the 19 specialists

as part-time employees
• Each of the 10-year employment contracts included essentially the same terms.
 Physicians were required to perform outpatient procedures at a Tuomey hospital or facilities owned by Tuomey
 Tuomey was responsible for billing and collections from patients and third-party payers, including Medicare and

Medicaid
 Tuomey compensated the physicians with annual base salaries that hinged on Toumey's net cash collections for

outpatient procedures
 The physicians were also eligible for productivity bonuses equal to 80 percent of the net collections, along with

an incentive bonus that could total up to 7 percent of the productivity bonus
 Finally, the contracts also included a non-compete clause, prohibiting the specialists from competing with

Tuomey during the 10-year term and two years after the contract expired

12

Fair Market Value Issues, CONT.
U.S. ex. rel. Drakeford v. Tuomey Healthcare System, Inc.
• Tuomey claimed that it had acted in good faith and sought/relied on

advice from various outside law firms and consultants in connection
with the employment agreements – Legal Opinion “Shopping”
• Tuomey indicated that it believed the employment agreements were

commercially reasonable and not in excess of fair market value given
a shortage of physicians in the community
• However, the Government discovered additional consultant reports

suggesting potentially conflicting opinions as to the regulatory risk of
the employment agreements

6
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Fair Market Value Issues, CONT.
U.S. ex. rel. Drakeford v. Toumey Healthcare System, Inc.
• The valuation Tuomey relied upon indicated productivity levels of the

physicians were between the 50th and 75th percentiles
• Compensation levels exceeded the 90th percentile
• But, the valuation did not take into account any full time benefits provided
• In addition to this valuation, Tuomey sought out the expertise of a former

Department of Health and Human Services attorney who had experience
with the Stark Law and who advised them the physician contracts were
problematic and the terms could potentially expose them to liability under
the Stark Law
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Fair Market Value Issues, CONT.
U.S. ex. rel. Drakeford v. Tuomey Healthcare System, Inc.
• Shortly after, Tuomey terminated the representation and sought

advice from a new attorney
• The new attorney was placed in the position of providing guidance to

Tuomey regarding compliance with the Stark Law
• This new attorney allegedly advised Tuomey that given the facts

above, the Stark Law did not apply to the physician contracts

7
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Fair Market Value Issues, CONT.
U.S. ex. rel. Drakeford v. Tuomey Healthcare System, Inc.
• Follow-up Notes: Major question regarding volume or value of

referrals
 Here is how the Fourth Circuit interpreted the compensation structure when

remanding the case back to district court:
“It stands to reason that if a hospital provides fixed compensation to a physician
that is not based solely on the value of the services the physician is
expected to perform, but also takes into account additional revenue the hospital
anticipates will result from the physician's referrals, that such compensation by
necessity takes into account the volume or value of such referrals.”
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Fair Market Value Issues, CONT.
U.S. ex. rel. Drakeford v. Tuomey Healthcare System, Inc.
• Follow-up Notes: Important Takeaways from Tuomey
 Virtually all FCA cases are resolved through settlement agreements due to potential

ramifications of losing – unusual that this case went to trial
 Physician employment does not necessarily insulate agreements from Stark Law liability
 If a proposed arrangement appears to have been developed in response to the fear of

losing a referral stream, the government may look closely at issues of commercial
reasonableness
 Long-term arrangements should be reviewed periodically for compliance
 Providers cannot blindly follow a fair market value or commercial reasonableness

determination, its important to look at the analysis from a legal perspective

8

What does “takes into
account” really mean?

18

Varying Based upon Volume or Value:
What does this mean?
• Two Standards: (1) cannot vary with the volume or value, and (2)

cannot take into account volume or value
• Four levels of volume and value:
Paying a doctor for each referral of designated health services. Clearly
prohibited.
ii. Creation of a bonus pool that varies with either the gross revenue or net
margin of a service line. Division of bonus pool based upon each physician’s
referrals of DHS. Clearly prohibited.
iii. Creation of a bonus pool that varies with either the gross revenue or net
margin of a service line. Division of bonus pool based upon percentage of
work RVUs in comparison with aggregate wRVUs of all applicable physicians.
Halifax case, but unlitigated.
iv. Fixed bonus pool or bonus based upon overall success of AMC, both
financially and based upon quality metrics. Unlitigated.
i.

9
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Fair Market Value/Bonus Issues
United States ex rel. Baklid-Kunz v. Halifax Hospital
Medical Center, et al.
• Lawsuit brought by the former Director of Physician Services at

Halifax Health alleges that contracts with six (6) oncologists
violated the Stark law and other relevant Medicare laws.
• The government alleged that the prohibited referrals resulted in

the submission of 74,838 claims and overpayment of
$105,366,000.
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Fair Market Value/Bonus Issues, CONT.
United States ex rel. Baklid-Kunz v. Halifax Hospital
Medical Center, et al.
• Executed contracts with six medical oncologists that included an incentive

bonus that improperly included the value of prescription drugs and tests that
the oncologists ordered and Halifax billed to Medicare.
 Bonus Pool = 15% of Halifax Hospital's "operating margin" from outpatient medical

oncology services (i.e., pool includes revenue from "designated health services"
referred by oncologists)
 Does not comply with Employment Exception (1) FMV and (2) Volume/Value referral
prohibition
 Share of pool paid to individual oncologists is based on each individual physician's
personal productivity, not referrals
 However, pool includes "profits" from services referred, but not personally performed
by oncologists.

10
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Fair Market Value/Bonus Issues, CONT.
United States ex rel. Baklid-Kunz v. Halifax Hospital
Medical Center, et al.
• Complaint alleged Halifax paid three neurosurgeons more than FMV
 Bonus = 100% of collections after covering base salary, no expense

sharing
 Total Comp. = As much as 2x neurosurgeons at 90th percentile of FMV.
AMGA 90th

MGMA 90th

Dr. R.K.

Dr. W.K.

Dr. F.V.

$844,703

$1,200,051 $1,725,302 $1,160,163 $1,897,524
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Fair Market
Value/Bonus
Issues, CONT.
United States ex rel.
Baklid-Kunz v. Halifax
Hospital Medical Center,
et al.

11
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Commercial Reasonableness
United States ex rel. Baklid-Kunz v. Halifax Hospital
Medical Center, et al.
• Loss Arrangements
 DOJ asserted that paying physicians more than the professional collections they generate

exceeds FMV, is not commercially reasonable, and takes referrals into account:

"Given that each neurosurgeon was paid total compensation that
, Defendants could not reasonably have
concluded that the compensation arrangements in those contracts were fair market value for
the neurosurgical services or were commercially reasonable."

• But, there is no requirement that providing physician services must be profitable:





If compensation is FMV and is not adjusted for referrals, it should satisfy the Stark Law
Some service lines have unprofitable payor mixes or low demand
CMS recognizes the legitimacy of subsidizing physician compensation, e.g. in the E.D.
Likewise, call coverage and hospitalist services often require subsidies
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Commercial Reasonableness, CONT.
Adventist Health System
• Employed Physician Practices Consistently Lost Money But for

Referrals:
 Contribution margin from inpatient and ancillary services referrals was tracked

for each physician
 One example describes a pediatric urologist who wanted to work 3 days/month

and was paid $300,000/year based on the physician doing 80-85% of his
surgeries at the hospital
 Physician debts were routinely forgiven
 Employment agreements included provisions requiring salary reductions if

practice losses exceeded certain amounts that were not enforced

12
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Group Practice Definition
Adventist Health System
• Practice Groups Fail Group Practice Conditions Under Stark:
 Violated “Rule of 5’s” by paying profits from DHS to physicians of components

of the group practice consisting of less than 5 physicians.
• For example, 60% of the physicians in one group were independent contractors and

not employees.
 Violated “Unified Business Test” because not all practices used the centralized

billing system
 Violated “Full Range of Services Test” because physicians were employed or

contracted to provide only certain services.
• For example, anesthesiologists employed for pain management only.
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Non-Physician Provider Billing
Adventist Health System
• Incentive Compensation Included Services of NPPs:
 Reimbursement per RVU set very high
 Chargeable RVUs included those of NPPs
 Bonuses included revenue generated by NPPs

13
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Takeaways
Real Estate Arrangements

Personal Service Arrangements

• Tenant improvements have value
• Valet services have value & must be

• Track & validate that paid services

allocated to physician-owned MOB
• Time share allocation by time and
expenses; not number of physicians

•
•
•
•

Asset Transaction Arrangements

were provided
FTE compensation for FTE services
No PTE for outpatient surgery only
Be aware of compensation stacking
Enforcing contractual compensation
maximums

• Validate utility of assets in asset

purchase agreement (obsolete? $0)

Employment Arrangements
• Document basis for employment; do

Legal Opinion Shopping

not rely on downstream technical
revenue
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Regulatory Collision
Physician Compensation!
• Compensation set in advance, FMV,

and does not take into account the
volume or value of referrals
• Commercially reasonable and furthers legitimate
business interests
• Complies with fraud and abuse provisions

14
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Varying Terminology
• Despite CMS’s stated long-standing policy to interpret the

volume or value standard uniformly, the regulations use
inconsistent phrasing:
 “takes into account the volume or value or referrals”
• 411.357(e)(4)(v)
 “without regard to the volume or value of referrals”
• 411.357(m); 411.357(s)
 “based on the volume or value of referrals”
• 411.357(e)(1)(iii); 411.357(r)

• The AKS uses “vary with the volume or value of referrals”
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Recent Regulatory Changes
• In the 2016 PFS CMS revised certain exceptions to more

consistently use the phrase “takes into account”
 Modified exceptions: physician recruitment, medical staff incidental

benefits, obstetrical malpractice insurance subsidy, and
professional courtesy

• Change was intended to avoid possible incorrect

conclusions that the use of different terminology by CMS
(“takes into account,” “based on” and “without regard”)
was intended to convey different “volume and value of
referral” standards

15

Perspective on the CMS SRDP

32

Assessing Stark Law Noncompliance
• Upon receipt of credible information of Stark Law

noncompliance
• Must conduct “reasonable diligence”
 Be diligent during inquiry & mindful 60-day report & return

requirement
 Consider whether recent regulatory changes (2016 Medicare PFS)
are helpful
 Consider whether arrangement can be reformed (legal counsel)
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New Stark Regs: Technical Revisions
• Writings – A collection of contemporaneous documents evidencing the course of
conduct between the parties may be sufficient

• Signatures – A single signed contract is not required
• Term (the “at least one year” requirement) – requirement met if arrangement
continues “as a matter of fact for at least one year”

• Holdover Provisions – Indefinite holdover permitted for rental of office space,
equipment & PSAs

• Renewals under the Fair Market Value Exception – Arrangements of any
commercially reasonable term—including those longer than one year—may be
renewed for any length of time

• Temporary Noncompliance with Signature Requirement – Allows 90 days
to obtain required signature
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New Stark Regs: Revised Definitions
• “Remuneration”
 Stated “split bill” arrangements do not involve remuneration between the physician

and hospital (see U.S. ex rel. Kosenske v. Carlisle HMA (3rd Cir., 09))
 Clarified that the provision of items, devices or supplier “used solely” to collect

transport, process or store specimens for the entity providing the items, devices or
supplies or to order or communicate the results of tests or procedures for such an
entity, is not remuneration if the item, device or supply is used for one or more of
the six purposes listed in the statute and for no other purposes.

• “Stand in the Shoes”
 Clarified “that, for all purposes other than the signature requirements, all physicians

in a physician organization are considered parties to the compensation arrangement
between the physician organization and the DHS entity.”
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New Stark Regs: New Exceptions
• Non-Physician Recruitment Assistance [42 CFR 411.357(x)]
 Permits hospitals, Federally Qualified Health Centers (FQHCs) and Rural Health

Clinics (RHCs) to provide assistance to recruit and retain non-physician practitioners
(NPPs) to physician practices.
 NPP defined to include physician assistants, nurse practitioners or clinical nurse
specialists, certified nurse-midwives, clinical social workers, and clinical
psychologists

• Timeshare Arrangements [42 CFR 411.357(y)]
 Permits arrangements whereby the licensee is granted a "personal privilege or

permissive use" of a licensor's premises, equipment, personnel, items, supplies or
services.
 Limited to Evaluation and Management services & related DHS
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CMS Self-Referral Disclosure Protocol
• Established under Section 6409(a) of the ACA to facilitate

resolution of actual or potential violations of the Stark Law
• Under Section 6409(a), CMS is authorized to reduce the

amount due and owing under the Stark Law
• May not be used to obtain an AO or determination whether an

actual violation of the Stark Law occurred
• The Status of the SRDP
 Since September 23, 2010, over 100 submissions per year
 CMS no longer posting settlement information on website
 Resolved (one way or another) about 25% of submitted disclosures
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Proposed Changes to the SRDP
● Public Comments due July 5, 2016 ● Final ICR Approval on [INSERT] ●

• To revise the previous Information Collection Request to reflect 6 year

“lookback” period established in the Final Overpayment Rule
• To “streamline and simplify the SRDP” and “reduce the burden on

disclosing parties” through the use of standardized forms
• What will be the impact of CMS’ proposed changes?
 Analysis of the pervasiveness of the noncompliance?
 Use of forms to improve efficiency?
 Financial analysis submitted via Excel-compatible spreadsheet?
 Requirement to update CMS?

38

Resolving Stark Law Noncompliance
• Perform a complete Stark Law analysis
 Ask if the arrangement is a violation in light of the new regulations

• Can the arrangement be reformed to comply with the law?
 Certain noncompliant events may be reformed, avoiding a determination of

noncompliance and overpayment identification

• Voluntary Repayment
 Repaying CMS thorough any appropriate refund process
 Program Safeguard Contractors & ZPICs investigation
 OIG & DOJ inquiry into voluntary refunds
 No release of FCA or CMP liability
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Resolving Stark Law Noncompliance, CONT.
• CMS? OIG? DOJ? Where do you disclose?
CMS SRDP

OIG SDP

DOJ

Stark Law Violations
Only

Stark Law violations
with colorable AKS
violations

Conduct requiring an
FCA release

• What do I do with a Stark-Medicaid Overpayment?
• How long will it take to resolve my self-disclosure?
• Will my disclosure be referred to OIG or DOJ?
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Resolving Stark Law Noncompliance, CONT.
• How does CMS calculate SRDP settlement amounts?
 CMS does not publish its settlement methodology and no longer publishes

settlement notices on its website
 Overpayment reductions are based on the facts and circumstances of the

disclosed violation, including:
• Nature and extent of the improper or illegal practice
• Timeliness of the self-disclosure
• Cooperation in providing additional information
• Litigation risk associated with the matter disclosed
• Financial position of the disclosing party

[Insider’s View] Reductions under the SRDP have historically been significant
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Resolving Stark Law Noncompliance, CONT.
• What is the scope of the release?
CMS SRDP
41 USC 1395nn(g)(1) only

OIG SDP
Applicable CMP (kickback) &
Exclusion Authorities
May include 42 USC
1395nn(g)(3) [CMP & exclusion
for improper claims] & (4) [CMP
& exclusion for circumvention
schemes]

No FCA, CMP or Exclusion
Release

No FCA or Stark Law
overpayment [(g)(1)] release

DOJ
False Claims Act, 31 USC. 37293733; the Civil Monetary
Penalties Law, 42 USC 1320a7a; the Program Fraud Civil
Remedies Act, 31 USC 38013812; or the common law
theories of payment by mistake,
fraud and unjust enrichment.
No Stark Law overpayment
[(g)(1)] release or Exclusion
release (requires OIG)
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Key Considerations for SRDP Disclosures
• Consider the revised Stark Law Regs (See 80 FR 70885)
• Time-to-resolution concerns (& managing expectations)
• CMS reserves the right to refer disclosures to OIG or DOJ
 Multiple violations may indicate that the provider recklessly disregarded or

was deliberately ignorant of the law
• Do not anticipate the ability to negotiate the settlement amount or the

language of the settlement agreement
• No False Claims Act or CMP release; no appeal rights
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QUESTIONS?

THANK YOU!
Joseph C. Hudzik
Latham & Watkins, LLP
202-637-1055
joseph.hudzik@lw.com
https://www.lw.com/people/josephhudzik

Robert A. Wade
Kreig DeVault, LLP
574-485-2002
rwade@kdlegal.com
http://www.kriegdevault.com/our_profes
sionals/robert-wade
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Enforcement and Compliance
for Physician Related Fraud
Anna Grizzle
Bass, Berry & Sims PLC

Jerry Williamson, MD, MJ, CHC
Healthcare Consultant

Enforcement Actions Related to
Financial Arrangements With
Referral Sources
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Recent Enforcement Actions
 U.S. ex rel. Hammett v. Lexington County Health Services District (July 28,
2016)
• $17 million settlement to resolve allegations that hospital acquired
practices and employed physicians for excess FMV and commercially
unreasonable terms to obtain ancillary referrals
• Allegations that hospital established tiered compensation formula
paying higher amounts for higher rvus levels and tracked imaging
referrals and questioned physicians if declines

Recent Enforcement Actions
 U.S. ex rel. Schaengold v. Memorial Health, Inc. (Dec. 23, 2015)
• $9.8 million settlement to resolve allegations that the hospital entered
into physician employment arrangements as part of practice purchase
that exceeded FMV, took into account the volume or value of referrals,
and were not commercially reasonable
• Allegations that hospital considered physician referrals, pointing to
acceptance of projected and actual substantial losses, and ignored
warnings of possible violations
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Recent Enforcement Actions




U.S. ex rel. Payne, et al. v. Adventist Health (Sept. 21, 2015)
•

$118 million settlement to resolve allegations that Adventist violated the False Claims
Act by maintaining improper compensation arrangements with referring physicians
and by miscoding claims

•

Allegations that Adventist initiated a corporate policy to purchase physician practices
or employ physicians to control patient referrals in surrounding areas

•

Allegations that Adventist willing to absorb persistent losses because they were offset
by referral revenue to the hospital

U.S. ex rel. Reilly v. North Broward Hosp. Dist. (Sept. 15, 2015)
•

$69.5 million settlement to resolve FCA allegations related to physician compensation
arrangements that were above FMV and not commercially reasonable due to internal
tracking of contribution margins from referrals

Recent Enforcement Actions
 U.S. ex rel. Barker v. Columbia Regional Healthcare System Inc. (Sept. 4, 2015)
• $35 million settlement to resolve former executive’s False Claims Act suits
accusing the Georgia Hospital chain of overpaying referring oncologist
 Westchester Medical Center (May 14, 2015)
• $18.8 million settlement to resolve AKS and Stark Law violations for
improper financial relationship with cardiology practice
• Allegations that hospital advanced monies to open practice for sole purpose
of generating referrals, and, when payments became due, entered into
retroactive, no work consulting agreements as well as allowed practice to use
hospital fellows in practice’s office free of charge
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Financial Arrangements with
Referral Sources
 OIG Special Fraud Alert (June 25, 2014)
• Any transfer of value from lab to physicians presents a substantial
risk of fraud and abuse under AKS
• Paying physicians to collect, process, and package patients’
specimens is considered suspect
 Health Diagnostics Laboratory and Singulex (Apr. 9, 2015)
• Defendants paid $48.5 million to resolve allegations they paid
remuneration to cardiologists in exchange for patient referrals
• Induced physicians to refer patients for blood tests by paying them
processing and handling fees of between $10 and $17 per referral
and by routinely waiving co-pays and deductibles

 OIG Special Fraud Alert (June 9, 2015)
• Compensation arrangements with medical directors must be fair
market value for bona fide services that physicians actually provide

 Questions to ask
• How are they selected?
• What is communicated about how they are selected?
• How is compensation determined?
• How is performance tracked?
• Is doctor paid regardless of completion of services?

4

Financial Arrangements with
Referral Sources
 Robinson Health System, Inc. (March 31, 2015): $10 million
settlement following self-disclosure of questionable financial
relationships following due diligence review conducted while
searching for partner health system
• Allegedly paid improper remuneration in exchange for referrals
to more than 30 physicians during 10year period in violation if
AKS and Stark
• Remuneration allegedly included management agreements with
at least two physician groups when payments not justified by
good faith management services and lease and services
agreements lacking adequate documentation

Arrangement Review Process
 Use contract management tool to manage agreements.
 Establish centralized contracting process for consistent review and
approval of all arrangements.
 Develop template agreements meeting legal requirements.
 Confirm fair market value of arrangement.
 Consider when outside valuations will be required.
 DON’T forum shop opinions
 Choose experienced, reputable valuator.

 Document appropriate business justification for arrangement.
• DON’T pay for referrals.
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Compensation Structure Development
 Simple – easily administered and physicians
understand it
 Consistent – minimal variation driven only by
sound and appropriate principles
 Auditable – can be regularly reviewed
 Compliant – Link to production, collections,
need or other measure to support amount

Arrangement Tracking
 Require periodic reevaluation of FMV and commercial
reasonableness
 Update arrangements if change in relationship
• Compensation changes must follow centralized process.

 Enforce detailed payment tracking
• NO payment without documentation.
• If the arrangement involves services, track service and
activity logs.
• If the arrangement involves space or equipment, monitor
use of leased space or equipment.
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Enforcement Actions Related to
Improper Billing Practices

Enforcement Target: Services Not
Rendered or Medically Unnecessary
Office of Inspector General (OIG) Work Plan, FY 2016:
“Examines quality-of-care and failure-of-care issues in
nursing facilities, institutions, community-based settings,
and other care settings and instances in which Federal
programs may have been billed for services that were
medically unnecessary, not rendered or not rendered as
prescribed, or the care was so deficient that it constituted
“worthless services.”
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Recent Enforcement Actions
 U.S. v. Dr. Augustine Egbunike and Loretta Mbadugha (June 10,
2016): Criminal case involving $2 million testing scheme
• Vestibular diagnostic testing not performed, not medically
necessary or not performed by licensed individuals with some
patients tested more than 1,000 times
• Largest case among four, separate indictments related to $6
million testing scheme in the Houston area

Recent Enforcement Actions
 U.S. v. Dr. Robert Windsor (March 25, 2016): Physician guilty plea
to $1 million false billing of intraoperative monitoring
• Allowed unauthorized medical assistant to perform
intraoperative monitoring that physician contracted to
personally perform
• Patients put at risk by being without a qualified physician
monitoring their neurological health during surgery.
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Recent Enforcement Actions
 U.S. ex rel. Ting v. 21st Century Oncology and South Florida
Radiation Oncology (March 8, 2016): $34.7 million settlement
involving radiation treatment procedure under circumstances where
the procedure served no medically appropriate purpose
• Performed by improperly trained physicians and physicists
• Billed when no physician reviewed the test results until seven or
more days after the last day patients received radiation
treatment therapy
• Billed for procedure when no results were available due to
technical failures in imaging equipment

Recent Enforcement Actions
 U.S. v. Dr. Syed Imran Ahmed (July 29, 2016): Criminal conviction
related to physician falsely billing for incision-and-drainage and
wound debridement surgeries that he did not perform
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Enforcement Target:
“Incident to” Billing
 “Incident to” refers to Medicare billing mechanism, permitting
services provided in outpatient setting to be delivered by auxiliary
personnel and billed under the provider's national provider
identification (NPI) number
 Services must be delivered under provider's direct supervision
• Provider must be in area where care is delivered and
immediately available to provide assistance and supervision
 Services provided by non-physician provider reimbursed at 100% of
physician fee schedule by billing under the physician's name and
NPI number

Recent Enforcement Actions
 U.S. ex rel. Renard v. Dr. Yasin Khan, Dr. Elizabeth Khan, Dr.
Dong Ko, Westfield Hospital and Lehigh Valley Pain Management
(E. D. Pa.) (Aug. 17, 2016): $690,441 settlement
• Defendants sought reimbursement for “incident to” services
where supervising physicians were away from office or otherwise
incapable of required supervision
• In addition to payment Defendants agreed not to submit
“incident to” claims for 30 months
 U.S. v. Dr. Amir Bajoghli (E.D. N.Y.) (Nov. 30, 2015): Physician
acquitted of criminal charges involving “incident-to” billing and
medically unnecessary services following 5-week trial
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Tips to Ensure Compliance
 Develop appropriate policies and procedures.
• Federal and state regulations define that quality and medically
necessary care must be provided to each patient.
• Ensure appropriate understanding of requirements before
billing for services.
• Payer rules may vary from Medicare requirements
• Example: “incident to” billing not permitted in inpatient
setting
 Conduct effective training and education.
• Ongoing training should be provided to ensure knowledge of
care and documentation requirements.

Tips to Ensure Compliance
 Foster open and effective communication.
• Leadership should demonstrate and communicate
commitment to integrity and transparency.
 Conduct internal monitoring.
• Thoroughly monitor compliance with regulations and
billing requirements.
 Respond to problems and complaints.
• If an employee reports a problem, take it seriously
and fix problem to avoid potential whistleblower.
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Enforcement Actions Related to
Inappropriate Documentation

Recent Enforcement Actions
 St. Luke's University Health Network (Apr. 3, 2013): $1,029,791
settlement to resolve allegations that the hospital improperly
attached Modifier 25 to E/M services which were not significant and
separately identifiable from underlying procedures
 Elizabethtown Hematology Oncology PLC (June 2014): $3.7
million settlement to resolve FCA allegations of billing for
unnecessary office visits prior to infusion services
• Inappropriate use of Modifier 25
• Unnecessarily and improperly extending duration of
chemotherapy infusion treatment times to bill additional hours
of chemotherapy infusion treatments
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Recent Enforcement Actions
 Oswego Hospital and Dr. Vilas Patil (Aug. 12, 2015): Settlement of
voluntary disclosure related to billing improprieties
• $1.45 million settlement by hospital and $204,365 settlement by
physician
• Internal review showed supporting documentation
• Was not created or could not be located;
• Contained incorrect service dates;
• Were simply verbatim treatment notes from prior
appointments with patients; and/or
• Failed to include time-related information required for
certain time-based billing codes

Recent Enforcement Actions
 U.S. ex rel. Lee v. Vanguard Health Services, Inc., et al.,
(June 15, 2015): $2.9 million settlement to resolve FCA action
• Allegations included paying above FMV physician salaries
and bonuses
• Allegations also included that physicians upcoded E/M
patient visit codes and billed for cardiac rehabilitation
therapy provided by physician who was not properly
supervising therapists providing services
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Potential New Enforcement?
 Chronic care management services (CPT Code 99490) for patient
with multiple chronic conditions expected to last at least 12 months
or until death
 Qualified provider (physicians, nurse practitioner's, physician
assistants, clinical nurse specialists and midwives) required to create
and update comprehensive electronic care plan, provide 24/7 access
to care for chronic care needs and continuity of care and care
management
• Devote at least 20 minutes of clinical staff time directed by qualified
provider to providing CCM services

 CMS will pay for only one provider to furnish CCM to the same
patient in the same calendar month. First claim in, first claim paid?

Tips to Ensure Compliance
 Understand all program, care and documentation
requirements before submitting claims.
• Appropriate consent form
• Appropriately certified meaningful use EHR

 Provide education and training on the appropriate use of
all codes and modifiers.
 Conduct audits to avoid inappropriate documentation
errors.
 If errors are identified, correct errors and issue needed
refunds to avoid FCA penalties.
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Questions
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Public Disclosure/Original Source
First-to-File

Public Disclosure/Original Source
• Qui Tam Provisions of False Claims Act
• Civil War
• “Setting a rogue to catch a rogue”
• Safest and most expeditious way of bringing rogues to justice
• Relator received one-half of the award

2
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Public Disclosure/Original Source
• Tension
• Encourage private citizen involvement in exposing fraud
• Prevent opportunistic suits by private persons
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Public Disclosure/Original Source
• Parasitical Actions
• 1930s
• Copying criminal indictments
• Copying congressional investigations
• Hope of recovering windfall

4
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Public Disclosure/Original Source
• Supreme Court Upheld Parasitical Actions
• 1943
• U.S. ex rel. Marcus v. Hess, 317 U.S. 537 (1943)

5

Public Disclosure/Original Source
• Congress Changed Law
• 1943
• Relator could bring action only if based on information not known to government
• Intended to eliminate parasitical actions
• Relator must provide new information
• If doesn’t, not qualified for share
• Jurisdictional bar
• Intervened case: relator could receive 10%
• Declined case: relator could receive 25%
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Public Disclosure/Original Source
• Courts Interpreted 1943 Bar Expansively
• Applied bar even if government’s pre-suit knowledge provided by relator
• And, even if government took no action
• Government knowledge defense
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Public Disclosure/Original Source
• Congress Changed Law Again
• 1986
• Extensive revisions
• Concerned about cases where relator provided information, but government did nothing
• Also concerned about insufficient government resources to redress fraud.
• Encourage private reporting of fraud
• Increased incentive
• Intervened case: relator receives 15 – 25%
• Declined case: relator receives 25 - 30%
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Public Disclosure/Original Source
• Encourage whistle blowing
• Promoting qui tam suits which the government was not equipped to bring on its own

• Discourage opportunistic behavior
• Rejecting qui tam suits which the government was capable of pursuing
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Public Disclosure/Original Source
• Congress Added Public Disclosure Bar
• Eliminated government knowledge defense
• Bars suits brought on information publicly disclosed in certain ways
• Unless Relator original source
• And provided information to government before filing suit

10
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Public Disclosure/Original Source
•31 USC § 3730(e)(4)(A) and (e)(4)(B) (1986).
(A) No court shall have jurisdiction over an action under this section based upon the
public disclosure of allegations or transactions in a criminal, civil, or administrative
hearing, in a congressional, administrative, or Government Accounting Office report,
hearing, audit, or investigation, or from the news media, unless the action is brought by
the Attorney General or the person bringing the action is an original source of the
information.
(B) . . . “original source” means an individual who has direct and independent
knowledge of the information on which the allegations are based and has voluntarily
provided the information to the Government before filing an action under this section
which is based on the information.

11

Public Disclosure/Original Source
•Types of Public Disclosures
• Judicial proceedings
• Criminal, civil, or administrative hearing
• Civil cases
• Federal cases
• State cases
• Criminal cases

12
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Public Disclosure/Original Source
•Types of Public Disclosures
• Investigations
• Congressional, administrative, or Government Accounting Office report, hearing,
audit, or investigation
• Congressional hearings
• Administrative proceedings
• Audits
• FOIA
13

Public Disclosure/Original Source
•Types of Public Disclosures
• News Media

14

7

Public Disclosure/Original Source
• Essential elements of fraud
• Case still barred if essential elements already public, even if relator added new nonpublic information

• “Based Upon”
• Is relator’s complaint “based upon” publicly disclosed information?
• Derived from
• Same as
• Supported by

15

Public Disclosure/Original Source
• Original Source
• Individual has direct and independent knowledge of information on which allegations
based
• Provided information to the government before filing action

16
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Public Disclosure/Original Source
• Congress Changed Law Again
• 2010 – 31 U.S.C. § 3730 (e)(4)(A), (B).
• (e)(4)(A) The court shall dismiss an action or claim under this section, unless opposed by the
Government, if substantially the same allegations or transactions alleged in the action or claim were
publicly disclosed –
• (i) in a Federal criminal, civil, or administrative hearing in which the Government or its agent is a party;
• (ii) in a congressional, Government Accountability Office, or other Federal report, hearing, audit or investigation; or
• (iii) from the news media,

• Unless the action is brought by the Attorney General or the person bringing the action is an original
source of the information.
• (e)(4)(B) For purposes of this paragraph, “original source” means an individual who either (i) prior to a
public disclosure under subsection (e)(4)(A), has voluntarily disclosed to the Government the
information on which allegations or transactions in a claim are based, or (2) who has knowledge that is
independent of and materially adds to the publicly disclosed allegations or transactions, and who
has voluntarily provided the information to the Government before filing an action under this section.
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Public Disclosure/Original Source
• Narrowed types of public disclosures
• Only judicial proceedings and investigations involving the federal government
• Federal criminal, civil, administrative judicial proceedings in which federal government is party
• Federal reports and investigations
• Retained news media

• Eliminate “based upon”
• Bars action if “substantially the same” allegations or transactions were publicly disclosed
• Relator’s allegations do not need to be derived from the public disclosure to be precluded
• Nor do they need to be identical to be precluded
• Precluded as long as essential facts have been publicly disclosed
• Similar to First-to-File Bar

18

9

Public Disclosure/Original Source
• Revised “Original Source”
• Individual who either
• Before the public disclosure, had voluntarily disclosed to the government information on
which allegations or transactions are based, or
• Has knowledge that is
• Independent of and
• Materially adds to
• The publicly disclosed allegations or transactions

19

Public Disclosure/Original Source
• U.S. ex rel. Mateski v. Raytheon Co., 816 F.3d 565 (9th Cir.
2016).
• Public disclosure
• Transactions disclosed in news articles
• Transactions disclosed in Federal report – GAO, Commerce OIG
• Inference of fraud from public disclosures
• But, Relator’s allegations not substantially similar to publicly disclosed information
• Different in kind and degree
• General mismanagement problems v specific false statements and practices

20

10

Public Disclosure/Original Source
• U.S. ex rel. Moore & Co., v. Majestic Blue Fisheries, LLC,
812 F.3d 294 (3rd Cir. 2016).
• Public disclosure
• Allegations or transactions disclosed in news media. Internet articles
• Disclosed in Federal report – FOIA response
• Relator’s allegations substantially the same as publicly disclosed allegations
• Original source
• Independent of
• Materially adds

21

Public Disclosure/Original Source
• Materially

adds

• U.S. ex rel. Guardiola v. Renown Health, 2014 WL 5307955 (D. Nev. Oct. 16, 2014)
• U.S. ex rel. Hagerty v. Cyberonics, Inc., 95 F. Supp. 3d 240 (D. Mass. 2015)
• U.S. ex rel. Booker v. Pfizer, Inc., 9 F. Supp. 3d 34 (D. Mass. 2014)

22
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Public Disclosure/Original Source
• Does not materially add
• U.S. ex rel. Osheroff v. Humana, Inc., 776 F.3d 805 (11th Cir. 2015)

23

Public Disclosure/Original Source
• Unless opposed by the government
• US ex rel. Baker v. Cmty. Health Sys., Inc., 2014 WL 10212574, at * 25 (D.N.M. May
16, 2014)

24

12

FIRST TO FILE BAR
•When a person brings an action under this
subsection, no person other than the
Government may intervene or bring a
related action based on the facts
underlying the pending action. 31 U.S.C. §
3730(b)(5).
25

FIRST TO FILE BAR
• Purpose:

Golden Mean

• Incentivize whistleblowers with genuinely valuable information
• Discourage opportunistic individuals who have no significant information to
contribute

26

13

FIRST TO FILE BAR
• Purpose: Prompt Action
• Incentivize whistleblowers to promptly alert the government to essential facts of a
fraudulent scheme
• Even whistleblowers more knowledgeable about the fraud

27

FIRST TO FILE BAR
• Purpose: Sufficient Information
• Ensure the government receives the information it needs to launch a meaningful
investigation into fraudulent conduct

28
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FIRST TO FILE BAR
• Earlier suit must be pending to bar a later suit
• Once earlier suit dismissed, no longer bars later suit
• KBR v. U.S., ex rel. Carter, 135 S.Ct. 1970 (2015)

29

FIRST TO FILE BAR
• Later suit barred if it is a “related action based on the
facts underlying the pending action.”
• Relationship between fraud alleged in two complaints
• Facts alleged in first complaint sufficient to provide government with notice of fraud
alleged in the second complaint

30

15

FIRST TO FILE BAR
• Later suit barred if it is a “related action based on the
facts underlying the pending action.”
• Do not need to be identical facts
• Essential facts of the fraud
• Second complaint barred even if incorporates different details

31

FIRST TO FILE BAR
• Later suit barred by First-to-File Bar
• U.S. ex rel. Chovanec v. Apria Healthcare Group Inc., 606 F.3d 361 (7th Cir. 2010)
• U.S. ex. rel. Ven-A-Care v. Baxter Healthcare Corp., 772 F.3d 932 (1st Cir. 2014)
• U.S. ex. rel. Dhillon v. Endo Pharmaceuticals, 617 Fed. Appx. 208 (3rd Cir. 2015)
• U.S. ex rel. Hicks v. Evercare Hospital, 2015 WL 452288 (S.D. Ohio Feb. 3, 2015)

32
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FIRST TO FILE BAR
• Later suit not barred by First-to-File Bar
• U.S. ex rel. Duxbury v. Ortho Biotech Prods., L.P., 579 F.3d 13 (1st Cir. 2009)

33
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Enforcement and
Compliance: Medical
Necessity and Quality of
Care
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Views expressed herein are those personally of
the speakers and are not necessarily endorsed
by CMS or any other state or federal agency
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10/21/2016

2016 enforcement climate and trends

Investigations and quality care risk areas

2

10/21/2016

Clinical appropriate use criteria can be
found for many procedures/treatments

Clinicians (physicians) often use the phrase "medical
necessity" differently than compliance/legal

3

10/21/2016

Compliance/billing/coding reviews should not just be
documentation=CPT code
Consider medical necessity review (most coders/billers
are not trained for this)

Involve those with appropriate clinical training to be
involved in the audits LCD/NCD/NCCI manual, etc.,
discuss medical necessity and requirements that
clinicians need to understand

4

10/21/2016

Focus on health and safety ─ view innovative health
care models through the lens of compliance with
health and safety requirements

Transparency ─ both in terms of posting outcomes
and providing training, insight into processes

5

10/21/2016

Data analy cs ─ focus on oversight and enforcement
that is both effective and necessary

Questions?
Sean McKenna, Shareholder| mckennas@gtlaw.com| 214.665.3617
CJ Wolf, MD, CHC, CCEP, CIA, COC, CPC
Healthicity | Senior Compliance Executive
cj.wolf@healthicity.com
David Wright, Director Survey and Certification Group
CMS, David.Wright@cms.hhs.gov
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Overview
>
>
>
>
>
>

Introduction
Enforcement landscape
Medical necessity enforcement
Quality of care issues
CMS’s perspective on quality of care enforcement
Questions

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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1

U.S. Department of Justice (DOJ)
> Divisions committed to prosecute healthcare fraud
- Criminal/Civil/Antitrust Divisions
- Consumer Protection Branch
- Healthcare fraud coordinators within 94 United States
Attorneys' Offices
- Federal Bureau of Investigation
- Drug Enforcement Agency
- Partnerships with private payors

> Distinct funding sources
Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

Other Enforcement Players
> Local District Attorneys
> Offices of Inspector Generals
‐

>
>
>
>
>
>
>
>

Federal and State

Medicaid Fraud Control Units
Centers for Medicare and Medicaid Services
Medicaid State agencies
Tricare Management Authority
Federal/State contractors
Commercial payor “special investigative units”
Licensing boards
Whistleblowers

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Recent DOJ Activity
> DOJ recovered more than $3.5 billion in FY 2015 alone
‒ Down from last year’s $5.6 billion recovery

> Continues 4‐year record of recoveries over $3 billion
> Of $3.5 billion –
‒ $1.9 billion from healthcare industry, including $330 million
from hospitals
‒ $2.8 billion (more than half) from cases filed by whistleblowers

> Number of Qui tam suits exceeded 600
‒ Down from last year’s 700
‒ But way up from 1987’s 30
‒ Whistleblowers received record $597 million

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

Enforcement Outlook
> State and federal enforcement actions rising
– Increased Qui tams in 2016

> Medicare insolvent in 15 years
> State budget shortfalls
> Federal and commercial rules remain complex
> Demonstrating effective compliance is crucial
> Increasing attempts to ensure individuals accountable
> Criminalization of medical decision making
Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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DOJ’s Yates Memorandum
> Yates Memo (9/9/2015): “Individual Accountability for Corporate
Wrongdoing”

> Emphasizes DOJ’s commitment to combat fraud “by individuals”
> Recommends:
– Not to give cooperation credit unless company provides facts re:
individuals
– To focus investigations on individuals “from the inception”
– Not to release “culpable individuals” from liability absent
“extraordinary circumstances”
– Not to settle with company without “clear plan to resolve related
individual cases”

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

OIG-HHS Activity
> Creation of Health Care Fraud Prevention and Enforcement Action
Team
– New laws and tools for government to combat fraud, waste, and,
abuse

> In June 2015 announced formation of new affirmative litigation team
to focus exclusively on pursuing civil monetary penalties and
exclusions
– Doubles number of litigators to bring cases
– Team will review FCA cases as sources of potential enforcement
actions

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Sources of Cases
> Partnering by enforcement agencies
> Data mining
> Initiatives, working groups, and task forces
> Competitor complaints
> Patient/family complaints
> Self-disclosures
> Whistleblowers
> Social media
> Traditional media

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

Common Investigation Triggers
> Hotline calls
> Reports to management or compliance
> Vendor communications
> Departing employees
> Industry rumors
> News articles
> Subpoenas or other government requests
> Government interviews of employees or related parties
> Private litigation

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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USA v. Jacques Roy – North Texas Doctor in Nation’s
Largest Criminal Home Healthcare Fraud Scheme
> Roy certified around 11,000 Medicare patients as part of a $375
million Medicare scam
– USA alleged “swapping” scheme to falsely certify home health
patients so he could treat and bill for homebound patients
– DOJ call Roy its largest medical necessity case

> Roy recruited some pa ents ─ including some of Dallas’ homeless
─ to submit fraudulent health care claims

> Roy indicted along with numerous other home health owners and
employees

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Investigations, continued
>
>
>
>
>
>
>
>

Surveillance
Consensual monitoring
Qui tams
Data analytics
Interviews
Search warrants
CIDs
Subpoenas

- Grand jury
- Inspector General
- AID (HIPAA)

> Requests for information

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Investigations, continued
> Obtain information
-

Claims/contracts/payments

-

Interview

> Issue warrant, subpoena, or request
-

Internal/external correspondence/e-mails

-

Policies/practices

-

Specific claims/patient files

> Review information gathered
-

What is knowledge/intent?

> Determine how to proceed
-

Civil/criminal/administrative or parallel

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

Repayment and Disclosure
> FIRST fix any problems
> Federal law requires repayment of known overpayments within 60 days
–

CMS issued final rule at 77 Fed. Reg. 9179 (Feb. 16, 2016)

> Disclosure to DOJ
– Possible non‐prosecution of business entity
• See USAM § 9‐28.000, et seq.
– Limited civil FCA multiplier
• See False Claims Act § 3729

> HHS‐OIG Self‐Disclosure Protocol
– Lower damages/no integrity obligations

> CMS Voluntary Self‐Referral Disclosure Protocol
 Do not disclose both to CMS and OIG
 Use OIG protocol if implicates other laws

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Outcome - U.S. v. Jacques Roy
> Awaiting Sentencing
–

Roy surrendered medical license and faces more than 80 years in prison

–

Each conspiracy and fraud count has statutory penalty of 10 years in federal prison and
$250,000 fine

–

Obstruction of justice and each false statement have a maximum penalty of five years in
federal prison and $250,000 fine

–

Co‐conspirators already sentenced from 10 to 3 years

> Raising suspicion
–

OIG said Roy came to the agency’s attention following a data analysis targeting suspicious
billing.

–

Most physicians refer fewer than 100 patients for home health services but Roy had “by far”
submitted the most Medicare claims in the nation for home health services

–

This type of data analytics is routinely used to find outliers

–

Large majority of “innocent” home health agencies were suspended by Medicare due to
“association” with Roy.


Virtually all now out of business

Greenberg Traurig, LLP | gtlaw.com
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Resources for Enforcement Information
> Advisory opinions
> Published cases
> OIG Compliance program guidance publications
> State and federal work plans/audits/evaluations
> Settlement/integrity agreements
> Press releases
> GAO reports
> Comments/preambles to safe harbors/exceptions

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Common Quality/Medical Risk Areas
>

False/fraudulent claims
–

Worthless services (failure of care) shown by insufficient documentation of care
furnished

-

Billing for items or services not rendered

-

>

>



Upcoding and product substitution



Potential for patient harm

Misrepresenting nature of items or services


Overutilization of surgical, diagnostic, and ancillary procedures



Furnishing medical procedures or pharmaceuticals to maximize reimbursement

Improper financial relationships/referrals
-

Sham compliance with safe harbor or exception for medical directorships

-

Excessive payments to falsely certify patients for home health, DME, hospice,
pharmacy, lab or other services

Retention of known overpayments arising from foregoing

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

Key Takeaways
> Use of data analytics and focus on outliers are now common bases
for identifying/investigating subjects

> Enforcement increasing against clinicians’ medical decision‐making
> Individual clinicians can no longer hide beyond healthcare
corporations

> Compliance Matters
–

Have a demonstratively effective compliance program


If an organization is found guilty of a violation of state or federal laws, the government may offer a
reduction in penalties if an effective compliance program is in place

> Self‐Disclosure = effectiveness
–

If a company discovers conduct that might give rise to FCA liability, it should consider self‐disclosure


Highly fact and circumstance specific



Reduces damages and integrity obligations

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud
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Sean McKenna, Greenberg Traurig Shareholder
> Former 10‐year Assistant U.S. Attorney, Attorney with
U.S. Office of Counsel to the Inspector General for HHS
and U.S. Department of HHS, Office of General
Counsel

> mckennas@gtlaw.com
> 214.665.3617

Greenberg Traurig, LLP | gtlaw.com

Healthcare Fraud

The Medical in
Medical Necessity
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CJ Wolf, MD, CHC, CCEP, CIA, COC, CPC
Healthicity | Senior Compliance Executive
cj.wolf@healthicity.com

Cardiology

11

DOJ sues
cardiologist for
‘unnecessary
procedures’
-CNBC
January 5, 2015

12

Cardiology allegations
• Asad Qamar--Florida cardiologist
• Qui tam suit filed by physician and biller in US
District Court (Middle District of Florida; Case 5:15cv-00179-WTH-TBS)
• Second highest recipient of Medicare dollars in
2012 ($18.2 Million)
• Settlement $2 million plus $5.3 million
• 3 year exclusion followed by 3 year integrity
agreement
• Unnecessary procedures
• Kickbacks to patients (waiving co-payments)

Cardiology allegations
• “Drive-by” renal aortography
• E/M at same time of Protime/Coumadin checks
• Unnecessary nuclear stress test
• Unnecessary erectile dysfunction ultrasounds
• Cardiac caths performed without examining
first
• Unnecessary peripheral interventions
• Unnecessary groin artery checks

13

Cardiology allegations
• Overestimated the extent of arterial blockage
(leading to unnecessary angioplasty, atherectomy
and stents)
• Unnecessary carotid ultrasounds
• Unnecessary Holter monitors
• Unnecessary extremity ultrasounds leading to
procedures
• Unnecessary transcranial Doppler
• Routine waiver of patient co-pays and deductibles

Society for Vascular Surgery
• Don’t use interventions (including surgical bypass,
angiogram, angioplasty or stent) as a first line of
treatment for most patients with intermittent
claudication.
• Trial of smoking cessation, risk factor modification,
diet and exercise as well as pharmacologic
treatment should be attempted before most
procedures.
• Society for Vascular Surgery, released Jan. 29, 2015; updated July 1,
2016
• Inter-Society Consensus for the Management of Peripheral Arterial
Disease (TASC II).
J Vasc Surg. 2007 Jan;45 Suppl S:S5-67.
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Clinical background with
coding
• CPT 75724 (~$293.50) vs. G0725 (~$14.50)
• CPT 75724--Angiography, renal, bilateral,
selective (including flush aortogram),
radiological supervision and interpretation

Clinical background with
coding
• G0275--Renal angiography, nonselective, one
or both kidneys, performed at the same time as
cardiac catheterization and/or coronary
angiography, includes positioning or placement
of any catheter in the abdominal aorta at or
near the origins (ostia) of the renal arteries,
injection of dye, flush aortogram, production of
permanent images, and radiologic supervision
and interpretation (List separately in addition to
primary procedure)

15

Image accessed from Cleveland Clinic website on 3/6/2016
https://my.clevelandclinic.org/services/heart/disorders/arterial‐
di
/
l t
di

NCCI Manual
“While withdrawing the catheter during a cardiac
catheterization procedure, physicians often
inject a small amount of dye to examine the
renal arteries and/or iliac arteries. These
services when medically reasonable and
necessary may be reported with HCPCS codes
G0275 or G0278. A physician should not report
CPT codes 75722 or 75724 (renal angiography)
unless the renal artery(s) is (are) catheterized
and a complete renal angiogram including the
venous phase is performed and interpreted.”

16

NCCI Manual
“While withdrawing the catheter during a cardiac
catheterization procedure, physicians often
inject a small amount of dye to examine the
renal arteries and/or iliac arteries. These
services when medically reasonable and
necessary may be reported with HCPCS codes
G0275 or G0278. A physician should not report
CPT codes 75722 or 75724 (renal angiography)
unless the renal artery(s) is (are) catheterized
and a complete renal angiogram including the
venous phase is performed and interpreted.”

NCCI Manual
“Renal artery angiography at the time of cardiac
catheterization should be reported as HCPCS
code G0275 if selective catheterization of the
renal artery is not performed. HCPCS code
G0275 should not be reported with CPT code
36245 for selective renal artery catheterization
or CPT codes 75722 or 75724 for renal
angiography. If it is medically necessary to
perform selective renal artery catheterization
and renal angiography, HCPCS code G0275
should not be additionally reported.”
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Cardiology allegations
• Elie Korban--Tennessee cardiologist
• Whistleblower suit from another physician
(Chief of Cardiology) filed in US District Court
(Western District of Tennessee, case 07-cv01116-SHL-egb)
• $1.15 million settlement
• Corporate Integrity Agreement
• Unnecessary cardiovascular stent procedures
• Improper Locum Tenens billing

18

Cardiology allegations
Unnecessary:
• transthoracic echocardiography
• scintigraphic stress imaging
• transesophageal echocardiography
• heart catheterization
• diagnostic coronary angiography
• various coronary peripheral intervention
procedures, including stent placements

American Society of
Echocardiography
• Avoid using stress echocardiograms on
asymptomatic patients who meet “low risk” scoring
criteria for coronary disease.
• Stress echocardiography is mostly used in
symptomatic patients to assist in the diagnosis of
obstructive coronary artery disease. There is very
little information on using stress echocardiography
in asymptomatic individuals for the purposes of
cardiovascular risk assessment, as a stand-alone
test or in addition to conventional risk factors.
American Society of Echocardiography, released Feb. 21, 2013
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Cardiology allegations
Falsification of medical records:
• Blockage more severe than demonstrated by films
• Documented patients had continual chest pain,
symptoms and positive stress tests when this was not
the case
Estimated that approximately 40% of Medicare claims for
stent placement and approximately 25% of his TennCare
claims for stent placement falsely certified that those
procedures were medically indicated and necessary

JAMA Study-2011
• Chan PS, Patel MR, Klein LW, et al.
Appropriateness of Percutaneous Coronary
Intervention. JAMA. 2011;306(1):53-61.
doi:10.1001/jama.2011.916.
• Large U.S. study of over 500,000 interventions
performed at over 1000 hospitals
• For nonacute indications, 72,911 PCIs (50.4%)
were classified as appropriate, 54,988 (38.0%)
as uncertain, and 16,838 (11.6%) as
inappropriate.
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JAMA Study-2015
• CathPCI Registry--U.S. study of over 2.7 million
interventions performed at over 766 hospitals
• Significant decline in non-acute PCI (89,704 in
2010 and 59,375 in 2014)
• ‘Inappropriate’ non-acute PCIs decreased from
26.2% to 13.3% (absolute numbers were 21,781 to
7,921).
• Still significant variation among some hospitals.
JAMA. 2015;314(19):2045-2053. doi:10.1001/jama.2015.13764
Published online November 9, 2015.

JAMA Study-2015

JAMA. 2015;314(19):2045-2053. doi:10.1001/jama.2015.13764 Published online
N
b 9 201
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http://cvquality.acc.org/NCDR‐Home/About‐NCDR/Benefits‐of‐
Participating/Appropriate‐Use‐Criteria aspx
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Vein Procedures

Vein Ablation Allegations
• Donald Woo Lee--Physician in
Temecula, CA
• Indicted in US District Court (Central
District of California; Case 2:16-cr00415-GW)
• Over 3 years $14.7 Million of
Medicare billings of which $12.4
Million was for vein ablation
• MAC required non-invasive,
conservative treatments first
• No need for vein ablations
• Performing vein ablations on different
days instead of same session

24

“A 3-month trial of
conservative therapy such as
exercise, periodic leg
elevation, weight loss,
compressive therapy, and
avoidance of prolonged
immobility where
appropriate, has failed, AND
The patient is symptomatic
and has one, or more, of the
following:
• Pain or burning in the
extremity severe enough
to impair mobility
• Recurrent episodes of
superficial phlebitis
• Non-healing skin ulceration
• Bleeding from a varicosity
• Stasis dermatitis
• Refractory dependent
d
”

Endovenous Ablation
• Multi-society consensus quality improvement guidelines for
the treatment of lower-extremity superficial venous
insufficiency with endovenous thermal ablation
http://www.sirweb.org/clinical/cpg/Jan2010b.pdf

• Recommended Reporting Standards for Endovenous
Ablation for the Treatment of Venous Insufficiency
http://www.sirweb.org/clinical/cpg/Endovenous_Ablation_for_the_Treatment_of_Venou
s_Insufficiency.pdf

• The care of patients with varicose veins and associated
chronic venous diseases: Clinical practice guidelines of the
Society for Vascular Surgery and the American Venous
Forum
http://www.jvascsurg.org/article/S0741-5214(11)00327-2/pdf
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Appropriate Use Criteria
(Peripheral)

Duplex for Venous Insuffiency
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Ultrasound Guided Sclerotherapy
(UGS) Allegations
• Ravi Sharma--Physician in Tampa, FL
• Qui tam suit filed by office manager in
US District Court (Middle District of
Florida; Case 8:12-cv-00133-JSMEAJ)
• $400,000 settlement
• 3 year integrity agreement
• Vein injections and physician office
visits performed by unqualified
personnel
• Dr. Sharma instructed non-qualified
personnel to perform services while
he was not present

Local Coverage Determination
“All non-invasive vascular diagnostic studies must
be:
(1) performed by a qualified physician, or
(2) performed under the general supervision of a
qualified
physician or technologist who has demonstrated
minimum entry level competency by being
credentialed in
vascular technology, and/or
(3) performed in a laboratory accredited in vascular
technology.”

27

Text messages from physician

BCBS Massachusetts

28

Pain Management

29

Pain clinic allegations
• Pain center in Missouri
• $860,000 settlement
• Upcoding of evaluation & management
services and nerve conduction studies
• Corporate Integrity Agreement

30

Pain clinic allegations
• Clinic in Long Island, NY
• $1.1 million settlement
• Whistleblower was receptionist (US District Court,
Eastern District of New York, Case 2:10-cv-03851LDW-WDW)
• Medically unnecessary nerve conduction studies

Pain clinic allegations
• Altered documents so it would appear studies
were done on different days even though tests
done on same day
• (Tests done on the same day would be denied per
payor policy)

• Tests were not medically necessary
• Staff compensated for administering multiple
tests to multiple patients

31

What do You Do?
Some auditing and
monitoring should be done
by those with a clinical
background
“The individuals from the physician practice involved in these selfaudits would ideally include the person in charge of billing (if the
practice has such a person) and a medically trained person (e.g.,
registered nurse or preferably a physician).”
OIG Compliance Program Guidance
Federal Register, Volume 65, No. 194, page 59437

CJ Wolf, MD, CHC, CCEP, CIA, COC, CPC
Healthicity | Senior Compliance Executive
cj.wolf@healthicity.com

32

Enforcement and Compliance: Medical Necessity and
Quality of Care
HCCA Enforcement Compliance Institute
Washington, DC

David Wright, Director
Survey and Certification Group
CMS
david.wright@cms.hhs.gov

The thoughts and opinions expressed in this presentation are my own and do not
necessarily represent those of the Centers for Medicare & Medicaid Services or the
United States Department of Health and Human Services.

33

The CMS Vision

BetterSmarter.Healthier.
Working across all boundaries to ensure the shared goal
of: better care, smarter spending and healthier people.

67

Current Pathway: Employ Multiple Levers to Transform
System
FFS Payment Reforms
Value-Based Payment
Pre-ACA System: Transparency Initiatives
Producer-Centered
Volume Driven
Quality, Standards & Coverage
Fragmented Care
Unsustainable
Medicaid initiatives

Post-ACA System:
Patient-Centered
Outcomes Driven
Coordinated Care
Sustainable

Duals Initiatives
Innovation Center
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Moving toward…
• Active vs Passive Monitoring and Oversight
• Quality incentives
• Transparency

Active Monitoring
O Onsite Surveys
O Expansion of Enforcement Remedies
O Systems Improvement Agreements

36

Linking Quality to Payment
(Hospitals)
O Readmissions Reduction
O Hospital Value-based Purchasing Program
O Hospital Acquired Conditions

Hospital Readmissions
Reduction Program
The Affordable Care Act authorizes Medicare to reduce payments to acute care
hospitals with excess readmissions that are paid under CMS's inpatient prospective
payment system, beginning October 1, 2012. The program initially focuses on patients
who were readmitted for selected high-cost or high-volume conditions, namely, heart
attack, heart failure, and pneumonia.
High rates of readmission within 30-days of discharge from the
hospitals may result from such factors as:
•Complications from treatments received during a hospital stay
•Inadequate treatment
•Inadequate care coordination and follow up care in the community
•Unexpected worsening of disease after discharge from the hospital
Hospital readmissions may cause undue suffering to patients and their families and
may lead to significant increase in health care spending.
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Hospital Value‐Based
Purchasing (VBP) Program
Medicare now has information about how the quality of a hospital's care affects
the payments it gets from Medicare. The Hospital VBP Program, established by the
Affordable Care Act, implements a pay-for- performance approach to the payment
system that accounts for the largest share of Medicare spending – affecting
payment for inpatient stays in approximately 3,000 hospitals across the country.
Under Hospital VBP, Medicare is adjusting a portion of payments to hospitals
beginning in Fiscal Year (FY) 2013 based on either:
•How well they perform on each measure compared to all hospitals,
or
•How much they improve their own performance on each measure
compared to their performance during a prior baseline period.
The Hospital VBP Program is designed to promote better clinical outcomes for
hospitalized patients and improve their experience of care during hospital stays.

Hospital‐Acquired Condition
(HAC) Reduction Program
The Affordable Care Act authorized Medicare to reduce
payments to subsection (d) hospitals that rank in the worst
performing quartile of subsection (d) hospitals with respect
to hospital-acquired conditions (HACs). The worst
performing quartile is identified by calculating a Total HAC
score which is based on the hospital’s performance on risk
adjusted quality measures. Hospitals with a Total HAC
score above the 75th percentile of the Total HAC Score
distribution may be subject to payment reduction
beginning October 1, 2014.
The HAC Reduction Program is designed to encourage
hospitals to reduce the incidence of HACs.
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2015 HACs
AHRQ PSI 90 composite measure
The AHRQ PSI 90 composite measure includes the following
eight PSIs:
• PSI 03 - Pressure Ulcer
• PSI 06 - Iatrogenic Pneumothorax
• PSI 07 - Central Venous Catheter-Related
Bloodstream Infections
• PSI 08 - Postoperative Hip Fracture
• PSI 12 - Perioperative Pulmonary Embolism or
Deep Vein Thrombosis
• PSI 13 - Postoperative Sepsis
• PSI 14 - Postoperative Wound Dehiscence
• PSI 15 - Accidental Puncture or Laceration

Data Transparency
(Medicare.gov)
O Hospital Compare
O Physician Compare
O Dialysis Compare
O Nursing Home Compare
O Home Health Compare
O Open Payments (cms.gov/openpayments)
O Charge Master (cms.gov)
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Questions?
David Wright, Director
Survey and Certification Group
CMS
David.Wright@cms.hhs.gov
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Enforcement and
Compliance: Medical
Necessity and Quality of
Care
HCCA’s 2016 Healthcare Enforcement Compliance Institute
October 25, 2016

Views expressed herein are those personally of
the speakers and are not necessarily endorsed
by CMS or any other state or federal agency
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2016 enforcement climate and trends

Investigations and quality care risk areas

2
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Clinical appropriate use criteria can be
found for many procedures/treatments

Clinicians (physicians) often use the phrase "medical
necessity" differently than compliance/legal

3
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Compliance/billing/coding reviews should not just be
documentation=CPT code
Consider medical necessity review (most coders/billers
are not trained for this)

Involve those with appropriate clinical training to be
involved in the audits LCD/NCD/NCCI manual, etc.,
discuss medical necessity and requirements that
clinicians need to understand
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Focus on health and safety ─ view innovative health
care models through the lens of compliance with
health and safety requirements

Transparency ─ both in terms of posting outcomes
and providing training, insight into processes
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Data analy cs ─ focus on oversight and enforcement
that is both effective and necessary

Questions?
Sean McKenna, Shareholder| mckennas@gtlaw.com| 214.665.3617
CJ Wolf, MD, CHC, CCEP, CIA, COC, CPC
Healthicity | Senior Compliance Executive
cj.wolf@healthicity.com
David Wright, Director Survey and Certification Group
CMS, David.Wright@cms.hhs.gov
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and providing training, insight into processes
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that is both effective and necessary
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Application of Privilege to Internal
Investigation
Health Care Compliance Association
Healthcare Enforcement Compliance Institute
October 25, 2016

Sara Kay Wheeler, Esq.
King & Spalding LLP

David L. Douglass, Esq.
Sheppard Mullin

Overview
What’s at stake?
Privilege 101
Privilege issues in False Claims Act cases and
investigations, and how the privilege is
attacked
Best practices for protecting privileged
compliance information – proactive steps to
preserve privilege
2

Privilege & Healthcare Providers

WHAT’S AT STAKE?

3

1

Gov’t Access
Gov’t
Contractor
Access (Audits)

Whistleblower
Access

Third Parties

External
Consultants

Attorney‐
Client
Privilege

Financial
Auditor Access

Board
Employees

Committees
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Consequences of Waiving Privilege in
FCA Litigation Can Be Dire

5

Dire Consequences (Cont’d)

6

2

Fundamentals

PRIVILEGE 101

7

The Basics
Attorney‐Client Privilege
(1) Attorney‐client relationship
(2) Attorney acting in capacity as attorney
(3) Communication made in confidence between the
attorney and client
(4) For the purpose of securing legal advice

8

The Corporate Attorney‐Client
Privilege
• The attorney‐client privilege extends to organizations. Elements:
– The communications were made by employees to corporate counsel
who were acting as such for purposes of rendering legal advice to the
corporation;
– The communications were made at the specific direction of their
corporate superiors;
– The communications concerned matters within the scope of the
employees’ corporate duties;
– The communications were made by the employees who were made
sufficiently aware that they were being questioned by attorneys for
the purposes of allowing the corporation to receive legal advice;
– And the communications were at all times treated as highly
confidential when made and thereafter kept confidential by the
company.

Upjohn v. United States, 449 U.S. 383, 394‐95 (1981)

9
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The Basics
Work Product Doctrine
(1) Documents and tangible things
(2) Prepared in anticipation of litigation
(3) By or for a party’s attorney are protected against
discovery unless the party seeking disclosure can
demonstrate:
(a)
substantial need and
(b) that it would experience undue hardship
without discovery.
10

Privileges Are Narrowly Construed
• The Federal Rules of Civil Procedure favor full
discovery, when possible.
– Parties may obtain discovery of “any nonprivileged
matter that is relevant to any party’s claim or
defense . . .” Fed. R. Civ. P. 26(b)(1).

11

Outside Counsel v. In‐House Counsel
• Whereas communications between corporate clients and outside
counsel are “cloaked with a presumption of privilege,”
communications with in‐house counsel “involve a much different
dynamic.”
• “[M]odern corporate counsel have become involved in all facets of
the enterprises for which they work. As a consequence, in‐house
legal counsel participates in and renders decisions about business,
technical, scientific, public relations. . . as well as purely legal issues.
. . . As such, general business advice, unrelated to legal advice, is
not protected by the privilege even though conveyed by an attorney
to the client, because the purpose and intent is not to communicate
legal advice.”
U.S. ex rel. Baklid‐Kunz v. Halifax Hospital Medical Center, Case No. 6:09‐cv‐1002
(M.D. Fla. Nov. 6, 2012).
12
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Current Landscape

PRIVILEGE ISSUES IN
FALSE CLAIMS ACT CASES AND
INVESTIGATIONS
13

Privilege Issues and Challenges
The attorney‐client privilege is not as strong as you
think!
– Lessons from Halifax and progeny
– Privilege issues in the government Investigation
context
– Privilege issues with internal investigations
– How privilege is attacked

14

U.S. ex rel. Baklid‐Kunz v. Halifax
Hospital Medical Center
The Facts
• Defendant medical center and related entities
alleged to have violated the False Claims Act, Stark
Law, and Anti‐Kickback Statute.
• Defendants claimed privilege for compliance logs,
audit‐related documents, and communications
between the defendants’ in‐house legal department
and other non‐lawyer personnel.

15

5

Halifax
“Purpose & Intent” Test
• “Communications between corporate client and
corporate counsel . . . require the proponent to
satisfy a ‘purpose and intent’ threshold test.”
• Defendants must show that their in‐house counsel
was providing advice on legal matters, not general
business issues.

16

Halifax – Other Lessons Learned
Compliance Log Entries
• Compliance log entries included documents created by the
compliance department to track “day‐to‐day” complaints
and investigations. Some entries were shared with in‐
house lawyers, and were designated privileged and
confidential.
• The court reviewed sample of entries and found that “none
of them evidence[d] legal advice sought or received,”
noting that no “lawyer [had] commented on the
information recorded nor [had] an employee in the
Compliance Department indicated that he or she would
seek advice of counsel.”
17

Halifax – Other Lessons Learned
Audit‐Related Communications
• The court found that many audit‐related
communications were not privileged.
• The audits were performed by non‐lawyers, such as
case management, compliance, and finance
personnel.
• When these communications were sent to lawyers
(among non‐lawyer recipients), the court did not find
the primary purpose was to seek legal advice.
18
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Halifax – Other Lessons Learned
Compliance Structure
• Just because the compliance department operated
under the supervision and oversight of the legal
department, did not mean documents created by
compliance were automatically privileged.
• Instead, defendants were required to demonstrate
for each document that the primary purpose and
intent of the correspondence was to seek or provide
legal advice.
19

Halifax Progeny
In re Kellogg Brown & Root
• There can be more than one “primary
purpose.”
• The question is: Was obtaining or providing
legal advice a primary purpose of the
communication, meaning one of the
significant purposes of the communication?”
– 756 F.3d 754 (D.C. Cir. 2014)
20

Privilege Issues in Government
Investigation Contexts
• Privilege issues are raised when information is
requested and/or provided to the government
in the context of a government investigation.
– Waiver
– Upjohn

21
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Privilege Issues in Government
Investigation Contexts (Cont’d)
Waiver
• Most federal courts have rejected the concept of
“selective waiver,” the idea that a party can disclose
information to one party (i.e., the government)
without waiving privilege with regard to other parties
(i.e., the relator).
• Parties often incorrectly expect that work product or
other information disclosed to the government will
be treated more confidentially than if disclosed to
private parties.
22

Upjohn Issues
• The privilege belongs to the company, not the
employee
• The company can choose to waive privilege
and disclose facts communicated by the
employee, exposing the employee to potential
civil or criminal liability!
• Confusion can expose the company and
counsel to risks
23

Upjohn Warnings
• Advise employee prior to the interview
– Counsel represents the company, not the
employee
– The company can choose to disclose the
information provided by the employee to third‐
parties including the government

• Government agencies have challenged
privilege claims when Upjohn warnings have
not been given or are unclear.
24
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Yates Memorandum
• Issued by DOJ’s Deputy
General Sally Yates in Sept.
2015
• Seeks consistency in “efforts
to hold to account individuals
responsible for illegal
corporate conduct”
• Establishes six measures that
DOJ attorneys must adopt
• Increases risk to individuals
of criminal prosecution

Six “Yates” Measures
1. To be eligible for any cooperation credit,
corporations must provide all relevant facts
relating to the responsible individuals
– Applies to companies under investigation for
criminal and civil liability

2. Criminal and civil investigations should focus
on individuals from the beginning
3. Criminal and civil attorneys in parallel
proceedings should routinely communicate

Six “Yates” Points (cont’d)
4. Absent extraordinary circumstances, DOJ will not
release culpable individuals from civil or criminal
liability when settling with a corporation
5. DOJ attorneys should not settle with a corporation
without a “clear plan” to resolve related individual
cases and should document decisions not to
prosecute individuals
6. Civil attorneys should consistently focus on individuals
as well as companies and evaluate whether to bring
civil suit against an individual (regardless of the
individual’s ability to pay)

9

Privilege Issues with Internal
Investigations
• Clear “Upjohn warnings” are essential and can
assist in:
– Minimizing inadvertent disclosure of privileged
company information by employees, either to the
government or other third parties
– Reducing risk of government inquiry or litigation
challenges based on employee claims regarding
expectation of confidentiality
– Protecting the company and counsel from Conflict
of Interest claims
28

How Privilege Is Attacked
• What are the signs that indicate to relator’s
counsel that a provider has been too
ambitious in claiming privilege?
• What sets relator’s counsel off in the privilege
log?

29

The Bottom Line
• Courts often struggle with finding the right
balance between a party’s right to broad
discovery and the other party’s right to
attorney‐client privilege, and the results are
not always predictable or consistent.
• Given recent judicial decisions, it is fair to say
that the privilege is not as strong as one would
think.
30
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Looking Around Corners

PROACTIVE STEPS TO PRESERVE
PRIVILEGE
31

Best Practices
• Emails and Other Communication
– Simply labeling a document “Privileged and Confidential –
Attorney‐Client Privilege” is not a sufficient basis to claim the
privilege.
– Likewise, sending non‐privileged information through an
attorney (or cc‐ing the attorney on an email) does not make the
communication privileged.
– Routine Compliance correspondence may be copied to the Legal
Department for information purposes, but should not be
considered privileged.
– Non‐routine requests by Compliance for legal assistance should
be separately communicated to the Legal Department, marked
privileged, and only copied to management on a need‐to‐know
basis.
32

Best Practices (Cont’d)
• Privileged Reviews by the Legal Department
– Once a matter has been referred to Legal, the internal
review or investigation should be led by the lawyer (in
consultation with Compliance).
– Legal should report the results of its privileged review to
Compliance.
– The Legal review and advice should remain privileged and
shared only on a need‐to‐know basis.
– Compliance’s implementation of any action plan following
the Legal review would not normally be privileged.
33
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Best Practices (Cont’d)
• Proactive Steps
– Train management on the appropriate use of
emails
– Deliver Upjohn warnings in connection with
employee interviews
– Document and communicate the legal purpose of
internal investigations
34

QUESTIONS AND DISCUSSION

???
Thank you!
35
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Broad and Cassel, Fort Lauderdale, FL
Jill Wright, Esq., Special Counsel
Foley & Lardner LLP, Washington, DC
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This presentation will cover:





Audits and Investigations (contractors who
perform them and the scope of their authority);
What providers should expect when going
through audits and investigations;
Overpayment appeals process;
Strategies for providers.
2

Disclaimer & Fine Print
The comments expressed by Jill Wright are her
own opinions and ideas, and do not reflect the
opinions of the
Senate Finance Committee
or Senator Orrin G. Hatch.

3
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Audits and Investigations

4

Who Is Performing These Audits?



Medicare Administrative Contractors (MACs)
Recovery Audit Contractors (RACs)









Medicare RACs & Medicaid RACs
DME, Home Health and Hospice RAC

Zone Program Integrity Contractors (ZPICs)
Comprehensive Error Rate Testing (CERT)
Supplemental Medical Review Contractor (SMRC)
Unified Program Integrity Contractors (UPICs)
Office of Inspector General (OIG) audits
5

MACs: Brief Overview


MACs are private companies that serve as
contractors performing claims administration for
Medicare Part A and Part B.



MACs analyze claims to determine provider
compliance with Medicare coverage, coding, and
billing rules and take appropriate corrective
action when providers are found to be non‐
compliant.



12 Contracts for Parts A and B.

6
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MACs: Brief Overview (Cont.)


MACs have the option of performing
prepayment or postpayment review of claims
submitted by new providers as needed.




MACs have the authority to review any claim at any
time; however, they should focus their efforts on
error prevention. (MPIM, Ch. 3.2.1).

MACs enroll health care providers in the
Medicare program and educate providers on
Medicare billing requirements.

7

MACs: Brief Overview (Cont.)




Historically, CMS used the "pay and chase" model –
paying claims before investigating if those claims were
proper
In 2011, CMS announced it would use predictive
modeling in an attempt to move away from the "pay and
chase" model, but still timely pay proper claims


Using risk scoring technology to identify fraud using real‐time
data before the claim is paid
http://www.cms.gov/Outreach‐and‐Education/Medicare‐Learning‐Network‐
MLN/MLNMattersArticles/downloads/SE1133.pdf
8

MACs: Progressive Corrective
Action ‐ The Process









For each provider identified as "at risk", the potential error is
validated with prepayment or postpayment probe review of
generally 20‐40 potentially erroneous claims.
The error is categorized as either minor, moderate or major
concern. Examples:
Minor: provider with a low error rate and relatively low financial impact. Education and
collection of overpayment would be sufficient
Moderate: provider with a low error rate, but substantial financial impact. Prepayment review
would be tracked and adjusted or eliminated according to provider's response
Major: provider with a high error rate (generally 20% or greater) and no mitigating
circumstances. This would call for stringent administrative action, including possible payment
suspension or referral to the ZPICs
9
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RACs: Brief Overview




RACs detect and correct past improper
payments so that CMS and MACs can
implement actions that will prevent future
improper payments.
Five Regions, one specializing in identifying and
correcting improper payment for DMEPOS,
home health and hospice services.
10

What do RACs do?


The Recovery Audit Review Process:

RACs review claims on a post‐payment basis

RACs use the same Medicare policies as MACs: NCDs, LCDs and the CMS
Manuals

Three types of review:
‐ Automated (no medical record needed)
‐ Semi‐Automated (claims review using data and potential human review of a
medical record or other documentation)
‐ Complex (medical record required)

Recovery Audits look back three years form the date the claim was paid.

RACs are required to employ a staff consisting of nurses, therapists, certified
coders and a physician CMD

11

RACs: The Collection Process


Same as for MAC identified overpayments
(except demand letter comes from the RAC)


Carriers, FIs and MACs issue Remittance Advice
‐ Remark Code N432: Adjustment Based on Recovery Audit



MAC recoups by offset unless provider has
submitted a check or a valid appeal
12
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RACs: Differences in Review





RAC issues the Demand Letter
Outside the normal appeals process, RACs
offer a means to discuss the improper
payment determination with the provider
Each RAC posts "CMS approved issues" on its
website, which puts the industry on notice
before performing a widespread review
13

ZPICs: Brief Overview





ZPICs investigate instances of suspected
fraud, waste, and abuse, to ensure Medicare
Trust Fund monies are not inappropriately
paid.
They also identify any improper payments
that are to be recouped by the MAC.
7 ZPIC zones.
14

ZPICs: Brief Overview (Cont.)


Actions that ZPICs take to detect fraud include:









Investigating potential fraud and abuse for CMS
administrative action or referral to law enforcement.
Performing medical review, as appropriate.
Performing data analysis in coordination with CMS' Center
for Program Integrity Fraud Prevention System.
Referring cases to law enforcement for consideration and
initiation of prosecution.
Referring cases to the OIG, regardless of dollar thresholds
or subject matter.
15
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ZPICs: Brief Overview (Cont.)


In performing these functions, ZPIC may:
 Request medical records and documentation;
 Conduct an interview;
 Conduct an onsite visit;
 Identify the need for prepayment or auto‐denial edit and
refer these edits to the MAC for installation;
 Withhold payments; and
 Refer cases to law enforcement.
16

Referral Standard to other Agencies




PIM, chapter 4, sections 4.18ff, 4.19ff, 4.20ff
ZPICs shall identify cases of suspected fraud and make referrals to the OIG,
regardless of dollar thresholds or subject matter.
Documented allegations pertaining to:











Provider, beneficiary, supplier or other subject
Engaged in a pattern of improper billing
Submitted improper claims with suspected knowledge of their falsity
Submitted improper claims with reckless disregard or deliberate ignorance of their truth or falsity

OIG has 90 days to accept the case; refer the case to DOJ or reject the case
If OIG does not respond, ZPIC may refer the case to the FBI
ZPICs shall alert and coordinate with OIG, FBI, and civil and criminal divisions in
the US Attorneys Office of contemplated suspensions, denials, and overpayment
recoveries where there is evidence of fraud and a referral is pending to one of
those agencies.
Program Integrity Manual, Chapter 4, Section 4.18
17

OIG Action


OIG normally takes one of the following actions to
investigate a case:







Conduct a criminal and/or civil investigation
Refer the case back to the ZPIC for administrative
action/recovery of overpayment either after an
investigation or with no further investigation
Refer the case back to the ZPIC for administrative
action/recovery after consulting with DOJ
Refer the case to another law enforcement agency for
investigation
18
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Immediate OIG referral
ZPIC will immediately advise the OIG telephonically if it receives evidence of one of
the following:

Government contractor employee fraud

Cases involving an informant that is an employee or former employee of the
suspect physician or supplier

Involvement of providers who have prior convictions for defrauding Medicare or
who are currently under investigation by OIG

Cases that are likely to get widespread publicity

Allegations of kickbacks or bribes

Allegations of a crime by a federal employee

Indications that organized crime may be involved
Medicare Program Integrity Manual, Chapter 4, Section 4.18.1.2
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CERT Contractor
 Measures "improper" payments in the Medicare fee‐
for‐service program.
 Selects a stratified random sample of 40,000 Part A
and Part B claims each reporting period.
 Two Contractors: Documentation and Review.
 Overpayments recouped/underpayments paid.
20

Supplemental Medical Review Contractor





Conducts nationwide review as directed by CMS.
Parts A and B and DME providers selected by CMS.
Compliance with coverage, coding payment and billing practices.
Vulnerabilities identified by CMS internal data, analysis, CERT audits,
professional organizations and federal oversight agencies, e.g. OIG.
 Referral to MAC for recovery.
 StrategicHealthSolutions, LLC.
 Current medical reviews for:
 Inpatient psychiatric facilities
 Diagnostic Radiology Services
 SNF Therapy Services

21
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UPICs: Brief Overview
In June 2016, CMS announced awards to 7 companies for its
United Program Integrity Contract.
 The goal for UPICs is to reorganize and consolidate the
work of the Medicaid Integrity Contractors (MICs) and the
Medicare Zone Program Integrity Contractors (ZPICs).
 This will bring further consolidation and increased claims
data transparency and availability to integrity contractors.



More and improved surveillance.
Increased potential for government scrutiny of claims
payments by federal healthcare programs.
22

What Will UPICs Do?


UPICs will perform many of the functions
currently contracted to ZPICs and MICs.




CMS will provide UPICs with a centralized case
management capability, centralized data, and some
centralized analytic capability.

They will perform data analysis and data
matching activities on, Medicare‐only claims,
Medicaid‐only claims, and Medicare‐Medicaid
claims.

23

CMS Contractor Access to Information






The Medicare Program Integrity Manual, CMS 100‐08, Ch.
3.1 authorizes MACs to analyze claims to determine
provider compliance with Medicare coverage, coding, and
billing rules, and take appropriate corrective action when
providers are found to be non‐compliant.
Once a MAC has initiated pre‐payment or post‐payment
review, the MAC may request additional documentation
(authorized under 42 U.S.C. 1395l, 1395g generally).
MACs may also request documents from third‐parties,
including the treating physician, even if the services are
being billed by another provider/supplier (PIM Ch. 3.2.3).
24
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CMS Contractor Access to Information




ZPIC reviews are similar to MAC pre‐ and post‐payment review.
But, they also have a variety of unique and powerful tools at their disposal.
For example, in addition to review of claims submitted, ZPICs may (PIM Ch. 4.7.1):













conduct telephone interviews of beneficiaries;
review fraud and abuse history;
perform data analysis of the provider's claims data;
conduct and review telephone calls and written questionnaires of physicians;
perform random validation of physician licensure;
review certificates of medical necessity (CMNs);
perform analysis of procedures and items based on frequency and cost;
perform analysis of local patterns/trends of practice/billing against national and regional trends,
beginning with the top 30 national procedures for focused medical review and other kinds of analysis
that help to identify cases of fraudulent billings; and,
initiate "other analysis enhancements" to authenticate proper payments.

If there appears to be a pattern of fraudulent behavior, the ZPIC in coordination with
other enforcement agencies will determine whether or not an investigation should be
developed for possible referral to the OIG or DOJ.
25

Exclusion for Noncompliance




Conviction relating to obstruction of an investigation or audit
(42 U.S.C. § 1320a‐7(b)(2); 42 C.F.R. § 1001.301). The OIG may
exclude “any individual that interferes with or obstructs an
investigation relating to (1) any offense [warranting a mandatory
exclusion]; or (2) the use of funds received, directly or indirectly,
from any Federal health care program.” 42 U.S.C. § 1320a‐7(b)(2).
Length of Exclusion. An exclusion imposed in accordance with this
section will be for a period of three years, unless aggravating or
mitigating factors form the basis for lengthening or shortening
that period. 42 C.F.R. § 1001.301(b)(1).

26

Exclusion for Noncompliance




Failure to supply payment information (42 U.S.C. § 1320a‐7(b)(11); 42 C.F.R.
§ 1001.1201). Any individual . . . furnishing, ordering, referring for furnishing, or
certifying the need for items or services for which payment may be made under
subchapter XVIII of this chapter or a State health care program that fails to provide
such information as the Secretary or the appropriate State agency finds necessary
to determine whether such payments are or were due and the amounts thereof, or
has refused to permit such examination of its records by or on behalf of the
Secretary or that agency as may be necessary to verify such information.”
42 U.S.C. § 1320a‐7(b)(11).
Length of exclusion. There is no minimum period of exclusion. The following
factors will be considered in determining the length of an exclusion under this
section: “(i) the number of instances where information was not provided; (ii) the
circumstances under which such information was not provided; (iii) the amount of
the payments at issue; (iv) whether the individual or entity has a documented
history of criminal, civil or administrative wrongdoing (the lack of any prior record
is to be considered neutral); and (v) the availability of alternative sources of the
type of health care items or services provided by the individual entity.”
42 C.F.R. § 1001.1201(b).

27
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Exclusion for Noncompliance




Failure to grant immediate access (42 U.S.C. § 1320a‐7(b)(12)). The Secretary may exclude any
physician that fails to grant immediate access, upon reasonable request to:

The Secretary, or to the agency used by the Secretary for the use of State agencies to determine
compliance by providers of services with conditions of participation or payment;

The Secretary or the State agency, to perform the reviews and surveys required under State plans;

The Inspector General of the Department of Health and Human Services, for the purpose of
reviewing records, documents, and other data necessary to the performance of the statutory
functions of the Inspector General; or

A State Medicaid fraud control unit.
Length of Exclusion. “An exclusion of an individual under this section may be for a period equal to the sum
of: (i) The length of the period during which the immediate access was not granted, and (ii) An additional
period of up to 90 days.” 42 C.F.R. § 1001.1301(a). The exclusion of an entity may be for a longer period
than the period in which immediate access was not granted based on consideration of the following
factors‐‐ (i) The impact of the failure to grant the requested immediate access on Medicare or any of the
State health care programs, beneficiaries or the public; (ii) The circumstances under which such access
was refused; (iii) The impact of the exclusion on Medicare, Medicaid or any of the other Federal health
care programs, beneficiaries or the public; and (iv) Whether the entity has a documented history of
criminal, civil or administrative wrongdoing (The lack of any prior record is to be considered neutral).” 42
C.F.R. § 1001.1301(b)(2).
28

Revocation for Noncompliance


Revocation of Medicare Enrollment (42 C.F.R.
§ 424.535(a)(10)) Failure to document or provide
CMS access to documentation.
(i) The provider or supplier did not comply with the
documentation or CMS access requirements specified
in § 424.516(f) of this subpart (which pertains to
DMEPOS, clinical laboratory, imaging services, or
covered ordered/certified home health services);
Revocation period. Subject to revocation for a period of
not more than 1 year for each act of noncompliance.
29


Use of Statistical Sampling



Contractors use statistical sampling in
retrospective audits to determine overpayments
Prerequisite under the Medicare Act, Regulations
and Guidance:


A Medicare contractor may not use extrapolation to
determine an overpayment unless documented
educational intervention has failed to correct the
payment error, or there is a sustained or high level of
payment error.
30
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Use of Statistical Sampling, cont.


A sustained or high level of payment error may be determined to
exist through a variety of means, including, but not limited to:










Error rate determinations by Medical Review (“MR”) unit, Program‐
Safeguard Contractor (“PSC”), Zone Program Integrity Contractor
(“ZPIC”) or other area;
Probe samples;
Data analysis;
Provider/Supplier history;
Information from law enforcement investigations;
Allegations of wrongdoing by current or former employees of a
provider or supplier;
Audits or evaluations conducted by the OIG.
31

Overpayment Determination



If a contractor determines an overpayment exists, the
provider will receive a Demand Letter
Provider may respond by:







Submitting a check
Submitting a rebuttal
Undergo the recoupment process
Appeal

Medicare Financial Management Manual, Chapter 3
(Overpayments)
32

Recoupment







If the provider does not pay the overpayment stated on the
Demand Letter in full within 40 calendar days of the date of
the Demand Letter, the overpayment will be "recouped"
from current payments due or from future claims submitted
If the debt is not paid or recouped within 60 days and no
appeal is pending, an "Intent to Refer" letter will be sent,
meaning the contractor may refer the debt to the
Department of Treasury for offset or collection
There are extended repayment plan options
Recoupment can be stopped by initiating a valid and timely
appeal
33
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Overpayment Appeals

34

Rebuttal



The provider may submit a rebuttal statement to the demand
letter within 15 calendar days from the date of the demand letter
The rebuttal will lay out why Medicare should not initiate
recoupment






The reasons should be other than a disagreement over the
overpayment assessment

A rebuttal statement is not an appeal
42 CFR 405.373; 405.375
Medicare Financial Management Manual, Chapter 3, Section
200.1.2
35

Appeal
Administrative Appeals Process :
 Redetermination: 42 C.F.R. §§ 405.940, 948:
 Contractor independent review of the initial determination.
 Reconsideration by a Qualified Independent Contractor (QIC): 42 C.F.R. § 405.904.
 ALJ Hearing. 42 C.F.R. § 405.1000
 Medicare Appeals Council
 A party to the ALJ hearing may submit a request for review of the ALJ's decision
by the Medicare Appeals Council (MAC) of the HHS Departmental Appeals Board.
42 C.F.R. §§ 405.1100, 405.1102.
 Judicial Review (United States District Court).
 42 C.F.R. § 405.1006(c); 42 U.S.C. § 405(g)
 The Secretary's findings of fact, if supported by substantial evidence, are
conclusive.
36
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Limitation on New Issues
• No new issues may be raised by contractors at
redetermination or reconsideration when appealing
post‐payment audit. Can only address original denial
reason.
• Applies to redetermination and reconsideration requests
received after August 1, 2015.
• CMS recommends sending audit results with appeal
requests.
MLM Matters No.: SE1521

37

Audit and Appeal Reform Proposal
The Appeals Fairness, Integrity, and
Reforms in Medicare Act of 2015 (AFIRM)
• June 4, 2015 – Senate Finance Committee passed AFIRM.
• Purpose: Seeks to increase coordination and oversight of
government audit contractors while implementing new
strategies to address growing number of audit
determination appeals that delay taxpayer dollars from
reaching the correct source.
• December 8, 2015 – Chairman Hatch introduced AFIRM, S.
2368; AFIRM placed on Senate Legislative Calendar.

38

AFIRM 0f 2015
Proposed Changes
1. Improve oversight capabilities for HHS/CMS that increase the
integrity of the Medicare auditors and claims appeals process.
2. Coordinate efforts between auditors and CMS to ensure that all
parties receive transparent data regarding audit practices,
improved methodologies, and new incentives/disincentives to
improve auditor accuracy.
3. Establish voluntary alternate dispute resolution process to
allow for multiple pending claims with similar issues of law or
fact to be settled as a unit, rather than as individual appeals.

39
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AFIRM 0f 2015
Proposed Changes
4. Ensure timely and high quality reviews, raise amount in
controversy for review by an ALJ to match amount for review
by District Court.
5. Allow for use of sampling and extrapolation, with the
appellant’s consent, to expedite the appeals process.

40

AFIRM Highlighted by D.C. Court of Appeals
• American Hospital Association, et al., v. HHS
• Main dispute: To “force” HHS to work more quickly
through a buildup of findings by Medicare’s RACs.
• Lower court dismissed the case in December 2014 –
Stating that the delay in the RAC process wasn’t
“unreasonable enough”.
• On February 9, 2016, a 3 judge panel reversed the lower
court’s decision and sent it back for reconsideration.

41

AFIRM Highlighted by D.C. Court of Appeals
“Moreover, the Senate is considering a bill known
as the ‘AFIRM Act,’ which would provide
$125,000,000 in additional annual funding for
OMHA, as well as other reforms to the appeal
process designed to address the backlog…If
enacted, this legislation might go some way
toward resolving the problems.”
42
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Strategies for
Providers
43

Limits and Waiver of Recovery for
Overpayments





If the contractor concludes an overpayment has been made to a provider, the provider will be
liable unless the carrier determines it is "without fault" with respect to the overpayment
If the contractor finds the provider is without fault, the provider is relieved of the liability for the
overpayment
Appeals Council consistently find that a provider has actual or constructive knowledge of non‐
coverage through CMS notices, including:






Program manuals
Bulletins
Other written guides or directives from Medicare contractors

See In the Case of Barnes Healthcare Services, 2013 WL 7094069 (H.H.S.) ("Council concurs with the
ALJ's determination that the appellant knew or should have known that payment would not be
made for the equipment provided to the beneficiary because the appellant did not demonstrate
that it was medically reasonable and necessary.").

44

Statistical Sampling




Burden of Proof

Provider/supplier must set forth specific arguments that demonstrate that the
flaws in the methodology were so significant as to render the overpayment
arbitrary and capricious
‐ MAC has repeatedly acknowledged CMS Ruling 86‐1, which states that the
use of statistical sampling 'creates a presumption of validity as to the amount
of an overpayment which may be used as the basis for recoupment'
‐ Burden shifts to provider to take next step
No generally accepted principles of statistical sampling:

Medicare Appeals Council of the Departmental Appeals Board (“MAC”) and
federal courts have held that there is no formal recognition of “generally accepted
statistical principles and procedures” (Transyd Enterprises, L.L.C. v. Sebelius, 2012
WL 1067561 (S.D. Tex.))
45
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Statistical Sampling Issues
Subject to Challenge






Sample size;
Representativeness of sample;
Randomness of sample;
Documentation provided to support
sampling;
Precision of overpayment.
46

Payment Suspension
The withholding of approved Medicare payment
amount while a CMS contractor reviews previously
paid claims to determine the existence and amount
of an overpayment or until resolution of credible
allegation of fraud

47

CMS Suspension Trends


In 2007 and 2008, CMS implemented 253
suspensions







85% were Part B providers
79% were providers located in FL, CA, MI, and PR
Overpayments totaled over $206 million

2013 – 297 suspensions implemented
2014 – 507 suspensions implemented
48
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Grounds for Suspension


“Reliable information” exists of a past or
imminent overpayment




Examples of reliable evidence:
‐ Unusual billing patterns identified through
audits, FCA cases, data mining
‐ Statements of patients, employees as to
fraudulent activity

See 42 C.F.R. § 405.371(a)(1)

49

Grounds for Suspension





Suspension may be imposed if there is a “credible allegation of
fraud”
Exception: “good cause” exists NOT to suspend

Suspension would compromise investigation

Beneficiary access problems

Other remedies would be more effective

Not in best interests of the program
See 42 C.F.R. § 405.371(a)(2), (b)
50

Suspension Procedures (§ 405.372)


Notice requirements





Suspensions can be imposed with or without prior
notice

Opportunity to rebut
Cannot appeal imposition of a payment
suspension; may appeal only the resulting
overpayment determination
51

17

10/17/2016

Duration of Suspension


If based on reliable evidence of overpayment





Initial period is 180 days
“One‐time only” extension of 180 days if unable to
complete investigation during initial 180‐day period
OIG/DOJ must submit extension request to CMS

52

Duration of Suspension


If based on credible allegation of fraud




Every 180 days, CMS must reevaluate whether
good cause exists NOT to continue the
suspension
No longer than 18 months, unless
‐ Case referred to OIG for admin action
‐ DOJ requests continuation based on
anticipated filing of criminal or civil action

53

Know Your Resources


MAC General Information:



RAC General Information:



ZPIC General Information



Medicare Internet‐Only Manuals:



Appeals Timeline:











http://www.cms.gov/Medicare/Medicare‐Contracting/Medicare‐Administrative‐
Contractors/MedicareAdministrativeContractors.html
http://www.cms.gov/Research‐Statistics‐Data‐and‐Systems/Monitoring‐
Programs/Medicare‐FFS‐Compliance‐Programs/Recovery‐Audit‐Program/
http://www.cms.gov/Outreach‐and‐Education/Medicare‐Learning‐Network‐
MLN/MLNMattersArticles/downloads/SE1204.pdf
http://www.cms.gov/Regulations‐and‐Guidance/Guidance/Manuals/Internet‐Only‐Manuals‐
IOMs.html
https://www.noridianmedicare.com/dme/news/docs/2011/12_dec/timeline_for_appeals_proc
essing.html
54
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For more information, please contact:
Lester J. Perling, Esq., CHC
Broad and Cassel
lperling@broadandcassel.com
954.764.7060

Jill Wright, Esq.
Foley & Lardner LLP
jwright@foley.com
202.945.6064
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Overpayments - History
• Old Order:
‒ Action = Liability

• New Order:
‒ Inaction = Liability

1

Evolution of Overpayment Liability
• Medicare criminal overpayment statute
• Requires knowledge of overpayment upon receipt and
affirmative concealment
• Criminal charges against health care executives in late
90’s
• Health care industry response and compliance program
effect
• Compliance Program Guidance and Corporate Integrity
Agreements

Pre-2009: False Claims Act (FCA)
– “Reverse False Claims”
• Overpayment an FCA violation only if
defendant:
‒ Used a “false record” or “statement”
‒ To conceal, avoid, or decrease an
obligation to pay money to the
government.
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FERA
• FCA liability for:
‒ “knowingly concealing,” or
‒ “knowingly and improperly avoiding or
decreasing,”
‒ “an obligation to pay” funds owed the
government.

Arguably:
Still required some affirmative act.

ACA
• Makes reporting and repaying any
overpayment an “obligation” under the FCA.
(31 USC § 3729(b)(3))
• Failure to report and return an overpayment
within the deadline may result in FCA
liability.

3

1. Define
• Overpayment:
Section 1128J(d) of the Act provides that an
overpayment means “* * * any funds that a
person receives or retains under Title XVIII * *
* to which the person, after applicable
reconciliation, is not entitled under such title.”

2. Investigate
• A person has identified an overpayment if
the person
‒ has actual knowledge of the existence of the
overpayment or
‒ acts in reckless disregard or deliberate
ignorance of the existence of the overpayment.

42 CFR 401.305
(emphasis added)

4

2. Investigate – Due Diligence
CMS:
“We believe defining ‘identification’ gives providers
and suppliers an incentive to exercise
reasonable diligence to determine whether an
overpayment exists.
Without such a definition, some providers and
suppliers might avoid performing activities to
determine whether an overpayment exists, such
as self-audits, compliance checks, and other
additional research.
Federal Register, Vol. 77, No. 32
Feb. 16, 2012

2. Investigate – Confusion

When is it over?
‒ Affirmative Duty to “Investigate”?
‒ Perpetual Duty to “Investigate”?

5

2. Investigate – Example
CMS:
“. . . a provider that receives an anonymous compliance
hotline telephone complaint about a potential
overpayment has incurred an obligation to timely
investigate that matter. If . . . the provider fails to
make any reasonable inquiry into the complaint,
the provider may be found to have acted in
reckless disregard or deliberate ignorance of any
overpayment.”
Federal Register, Vol. 77, No. 32
Feb. 16, 2012

3. Identify – Examples
CMS:
• A Provider or Supplier:
1. Reviews billing or payment records and learns
that it incorrectly coded certain services,
resulting in increased reimbursement.
2. Learns that a patient death occurred prior to the
service date on a claim that has been submitted
for payment.
3. Learns that services were provided by an
unlicensed or excluded individual on its behalf.
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3. Identify – Examples (cont’d.)
4. Performs an internal audit and discovers that
overpayments exist.
5. Is informed by a government agency of an audit that
discovered a potential overpayment, and the
provider or supplier fails to make a reasonable
inquiry.
6. Experiences a significant increase in Medicare
revenue and there is no apparent reason – such as
a new partner added to a group practice or a new
focus on a particular area of medicine – for the
increase.

4. Report
• Section 1128J of the Act provides that if a
person has received an overpayment, the
person shall
i.

“report . . . the overpayment to the Secretary . . . an
intermediary, a carrier, or a contractor . . .; and

ii. notify the Secretary . . . intermediary, carrier, or
contractor to whom the overpayment was returned
in writing of the reason for the overpayment.” (More
on this later.)
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Affordable Care Act Requires
Clarification
• What does “identify” mean? (The House bill required
reporting if you “know of an overpayment.”)
• When does 60 day clock begin to run?
• What if the provider cannot quantify the amount
within 60 days?
• What does “after applicable reconciliation” mean?
• How does the cost report deadline apply?

Affordable Care Act Requires
Clarification (cont’d.)
• What information should be included in the report
of the overpayment?
• How should providers report and return
overpayments?
• What is the overlap with other existing reporting
mechanisms?
• How does this statute relate to the reimbursement
appeals process already in place?

8

How far back must you go?
• The law had no explicit temporal limits.
• If the government can’t recoup the
money, is it still an overpayment?
• Various statutory and regulatory
provisions limited the government’s
ability to recoup money.
– SSA 1870, 1879.
– Reopening regulations.

Legal Framework
• Two statutory provisions limit recovery of
overpayments, 1870 and 1879 don’t use
the word “reopening.”
• 1870 focuses on “without fault” and
includes a time frame, 1879 uses “did not
and should not” have known, no
timeframe.
• Regulations limit reopening, are silent on
recovery.
• Manuals both limit reopening and recovery.
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Social Security Act §1870
(c) There shall be no adjustment as provided in
subsection (b)(nor shall there be recovery) in any
case where the incorrect payment has been made
(including payments under section 1814(e)) with
respect to an individual who is without fault or where
the adjustment (or recovery) would be made by
decreasing payments to which another person who is
without fault is entitled as provided in subsection
(b)(4), if such adjustment (or recovery) would defeat
the purposes of title II or title XVIII or would be
against equity and good conscience.

Social Security Act §1870
Adjustment or recovery of an incorrect payment (or only such
part of an incorrect payment as the Secretary determines to be
inconsistent with the purposes of this title) against an individual
who is without fault shall be deemed to be against equity and
good conscience if (A) the incorrect payment was made for
expenses incurred for items or services for which payment may
not be made under this title by reason of the provisions of
paragraph (1) or (9) section 1862(a) and (B) if the Secretary’s
determination that such payment was incorrect was made
subsequent to the third [FIFTH] year following the year in which
notice of such payment was sent to such individual; except that
the Secretary may reduce such three-[FIVE] year period to not
less than one year if he finds such reduction is consistent with
the objectives of this title.
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How does §1870 work?
• Focus only on the YEAR payment is made.
• Payment made 1/4/13. Can recover 5 years after
2013, so count: 2014, 15, 16, 17, 18. Recovery
possible through 12/31/18.
• Payment made 12/31/12. If new provision applies,
2013, 14, 15, 16, 17. Recovery until 12/31/17.
• Note that references to “five years” are very
misleading. Simplicity trumps accuracy.

How Far Back Must You Go?
“An overpayment must be reported and
returned in accordance with this section
if a person identified the overpayment,
as defined in paragraph (a)(2) of this
section, within 6 years of the date the
overpayment was received.”
- 42 CFR 401.305(f)
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If You Are Entitled to Keep The
Money…
“Overpayment means any funds that a
person has received or retained under title
XVIII of the Act to which the person, after
applicable reconciliation, is not entitled under
such title.”
- 42 CFR 401.303
•If the contractor can’t reopen the claim,
doesn’t that mean you are entitled to keep
the money?

CMS Disagrees
“Comment: Commenters questioned whether they
had a responsibility to go back beyond the 3 years
covered in a Recovery Audit Contractor (RAC) audit
that identifies overpayments.
Response: Yes, as discussed previously, this final
rule clarifies that when the provider or supplier
receives credible information of a potential
overpayment, they need to conduct reasonable
diligence to determine whether they have received an
overpayment.
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CMS Disagrees
RAC audit findings, as well as other Medicare
contractor and OIG audit findings, are credible
information of at least a potential overpayment.
Providers and suppliers need to review the audit
findings and determine whether they have
received an overpayment. As part of this review,
providers and suppliers need to determine
whether they have received overpayments going
back 6 years as stated in this rule. - 81 FR 7672

Six Years From When?
• Remember “identify” includes
quantification.
• The six years runs from the date the
overpayment is quantified not from the
first suspicion of an overpayment.
• Operationally, this may be
challenging.
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Summing It Up…
• The government thinks you must go
back six years from the date you have
quantified.
• There are disregarding conflicting
statutory guidance.
• You have to decide whether to go
along or opt to fight.
• Does a fight require challenge to the
rule under the APA?

Did They Get This Right?
Comment: Some commenters stated that the concept of
“overpayment” is not fair in some situations. The
commenters stated that certain reasons for an
overpayment, such as “insufficient documentation” or “lack
of medical necessity” are extremely difficult to define
objectively.
Response: “The definition of overpayment is fixed in
statute. Sufficient documentation and medical necessity
are longstanding fundamental prerequisites to Medicare
coverage and payment.”
- 81 FR 7658
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Duty to Report?
“To the extent that a provider or supplier
who has received an overpayment
resulting from a kickback arrangement
and it not a party to a kickback
arrangement but has sufficient
knowledge of the arrangement to have
identified the resulting overpayment, the
provider or supplier must report the
overpayment to CMS.” - 81 FR 7666

Duty to Report?
“Our expectation is that only the parties
to the kickback scheme would be
required to repay the overpayment that
was received by the innocent provider or
supplier, except in extraordinary
circumstances.” - 81 FR 7666
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Can You Appeal Following Your
Refund?
“Comment: Several commenters requested
that CMS confirm that refunds based on
statistical sampling will maintain appeal
rights. Because individual claim
adjustments may not be made when
sampling is utilized to estimate an
overpayment amount, CMS should confirm
that providers and supplier may still appeal
such findings if necessary.”

Can You Appeal Following Your
Refund?
“Response: To the extent that the return of any selfidentified overpayment results in a revised initial
determination of any specific claim or claims, a
person would be afforded the appeal rights that
currently exist. As is currently the case under the
existing voluntary refund process, there are no appeal
rights associated with the self-identified
overpayments that do not involve identification of
individual overpaid claims and individual claim
adjustments.” – 81 FR 7668
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Continuum SDNY Case
Allegations
• DOJ filed intervention complaint June 2014.
• Starting in 2009 – software compatibility issues resulted in
submitting improper Medicaid secondary payor claims.
• Sept. 2010: Contacted by NYS about a few claims.
• Dec. 2010: Software vendor notice of error cause.
• Feb. 4 2011: Kane email identifying 900 claims likely overpayment.
• Feb. 8 2011: Kane terminated.
• Feb. 2011: Refund 5 claims.
• April 5 2011: Kane became a Relator.
• April 2011-March 2013: Sporadic refunds after prompting by NYS.
‒ 300 claims refunded after receiving CID in June 2012.

Overpayment
• “Any funds that a person receives or
retains under title [Medicare or
Medicaid] to which the person, after
applicable reconciliation, is not entitled
under such title.”
• Many things are NOT overpayments.
‒ Poor documentation.
‒ Violations of Escobar.
‒ Reassignment problems.
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Do You Have An
Overpayment??
• This is often the most important
question.
• Intellectual consistency is key.
• If you really did the work, it is fair and
appropriate for you to work to justify
payment.
• Good lawyering can pay off.

Short Stays: Pre 10/1/13 Guidance
Medicare Benefit Policy Manual
(CMS Pub. 100-02)
§10 - Covered Inpatient Hospital Services Covered
Under Part A
An inpatient is a person who has been admitted to a hospital
for bed occupancy for purposes of receiving inpatient
hospital services. Generally, a patient is considered an
inpatient if formally admitted as inpatient with the
expectation that he or she will remain at least overnight
and occupy a bed even though it later develops that the
patient can be discharged or transferred to another hospital
and not actually use a hospital bed overnight.
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Pre 10/1/13 Guidance
The physician or other practitioner responsible for a
patient's care at the hospital is also responsible for
deciding whether the patient should be admitted as
an inpatient. Physicians should use a 24-hour
period as a benchmark, i.e., they should order
admission for patients who are expected to need
hospital care for 24 hours or more, and treat
other patients on an outpatient basis. However,
the decision to admit a patient is a complex
medical judgment which can be made only after
the physician has considered a number of
factors,

Pre 10/1/13 Guidance
including the patient's medical history and current
medical needs, the types of facilities available to
inpatients and to outpatients, the hospital's by-laws
and admissions policies, and the relative
appropriateness of treatment in each setting.
Factors to be considered when making the decision
to admit include such things as:
• The severity of the signs and symptoms exhibited
by the patient;
• The medical predictability of something adverse
happening to the patient;
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E&M Issues
An internal documentation review finds…

Audit Results

Dr. A
Dr. B
Dr. C
Dr. D
Dr. E

Under-coded

Correctly-coded

Over-coded

13%
50
15
0
33

76%
30
50
19
33

11%
20
35
81
33
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What is the Relevant Law?
• “If it isn’t written, it wasn’t done,” right?
• Good advice, but not the law.
• Medicare payment is determined by the content
of the service, not the content of the medical
record.
• The documentation guidelines are just that:
guidelines (although the Medicare contractor
won’t believe that).

Role of Documentation: The Law
“No payment shall be made to any provider of
services or other person under this part unless
there has been furnished such information as
may be necessary in order to determine the
amounts due such provider or other person under
this part for the period with respect to which the
amounts are being paid or for any prior period.”
Social Security Act §1833(e)
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Role of Documentation:
Guidance from CPT and CMS
• The CPT Assistant explains: “it is important to
note that these are Guidelines, not a law or rule.
Physicians need not modify their record keeping
practices at all.”
CPT Assistant Vol. 5, Issue 1, Winter 1995
• Then HCFA, now CMS publicly stated that
physicians are not required to use the
Documentation Guidelines.

Role of Documentation:
Guidance from CMS/HCFA
Documentation Guidelines for Evaluation and
Management Services Questions and Answers
These questions and answers have been jointly
developed by the Health Care Financing
Administration (CMS/HCFA) and the American
Medical Association (AMA) March 1995.
1. Are these guidelines required?
No. Physicians are not required to use these
guidelines in documenting their services.
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Guidance from CMS/HCFA
However, it is important to note that all physicians are
potentially subject to post payment review. In the event
of a review, Medicare carriers will be using these
guidelines in helping them to determine/verify that the
reported services were actually rendered. Physicians
may find the format of the new guidelines convenient to
follow and consistent with their current medical record
keeping. Their usage will help facilitate communication
with the carrier about the services provided, if that
becomes necessary. Varying formats of documentation
(e.g. SOAP notes) will be accepted by the Medicare
carrier, as long as the basic information is discernible.”

Guidance from CMS/HCFA
“6. How will the guidelines be utilized if I am reviewed
by the carrier?
If an evaluation and management review is indicated,
Carriers will request medical records for specific
patients and encounters. The documentation guidelines
will be used as a template for that review. If the
documentation is not sufficient to support the level of
service provided, the Carrier will contact the physician
for additional information.”
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Audit Results

Dr. A
Dr. B
Dr. C
Dr. D
Dr. E

Under-coded

Correctly-coded

Over-coded

13%
50
15
0
33

76%
30
50
19
33

11%
20
35
81
33

Audit Review Results
What Do They Mean?
Documentation
Exceeds Code
Under coded

Dr. A
Dr. B
Dr. C
Dr. D
Dr. E

13%
50
15
0
33

Documentation
Documentation
Does Not
Supports Code Support Code
Correctly coded Over coded

76%
30
50
19
33

11%
20
35
81
33
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How Do We Figure Out If the
Service was Done?
• Ask.

— The physicians.
— Others (nurses, receptionists).
— Secret shopper/shadowing.

• Schedules/time-based billing.
• Patient complaints.
• Production data.

Our Facts:
• Physician D is a very hard worker, is at
the 75th percentile for RVUs.
• Physician C is a hard worker, is at twice
the 90th percentile for RVUs.
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Preliminary Conclusions
• Dr. D is ok. Educate, don’t refund.
• Dr. C: Need more development. Begin
interviews, etc.
• If you conclude the work wasn’t done, how
do you calculate the amount?
— Sample?
— Calculation?

What If??
• One day, a patient who was treated by
the very productive president of your
group calls and complains she was
billed for a complete physical, but she
never removed any clothes.
• What do you do?
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What If??
A review of that physician’s appointment
book reveals that the physician worked
from 9-3, took lunch, and saw 67 patients;
6 of the visits were billed as
comprehensive physicals. The
documentation supports all but 5 of the
visits. (There is a comprehensive physical
documented for the woman who called.)

Unsigned Charts
Many unsigned physician encounters are
discovered. Must all of the services be
refunded?

27

The Part B Side
The rules will vary based on the payor, but Medicare
doesn’t require a signature.
“11. Is the physician’s signature required on
each page of the documentation?
No. The guidelines only state that the identity of
the observer be legibly recorded.”

Program Integrity Manual, CMS Pub
100-08 §3.3.2.4,
Signature Requirements
• If the signature is missing from an order, MACs
and CERT shall disregard the order during the
review of the claim (e.g., the reviewer will
proceed as if the order was not received).
• If the signature is missing from any other medical
documentation (other than an order), MACs and
CERT shall accept a signature attestation from
the author of the medical record entry.

28

What If This Is In The Hospital?
• Violations of the CoP Aren’t
Overpayments:
– Universal Health Services v. U.S. ex rel
Escobar.
– Important PIM text.

Program Integrity Manual
§3.1 - Introduction
Contractors must analyze provider compliance
with Medicare coverage and coding rules and
take appropriate corrective action when
providers are found to be non-compliant. MR
staff should not expend resources analyzing
provider compliance with other Medicare rules
(such as claims processing rules conditions of
participation, etc.).
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Program Integrity Manual
§3.1 - Introduction
If during a review it is determined that a
provider does not comply with conditions of
participation, do not deny payment solely
for this reason. Refer to the applicable state
survey agency. The overall goal of taking
administrative action should be to correct the
behavior in need of change, to collect
overpayments once identified, and deny
payment when payment should not be made.

Program Integrity Manual
§3.1 - Introduction
For repeated infractions, or infractions showing
potential fraud or pattern of abuse, more severe
administrative action should be initiated. In
every instance, the contractor's priority is to
minimize the potential or actual loss to the
Medicare Trust Funds while using resources
efficiently and treating providers and
beneficiaries fairly.
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Manuals Are NOT a Basis
For an Overpayment
• “Thus, if government manuals go counter to governing
statutes and regulations of the highest or higher dignity, a
person ‘relies on them at his peril.’ Government Brief in
Saint Mary’s Hospital v. Leavitt.
• “[The Manual] embodies a policy that itself is not even
binding in agency adjudications…. Manual provisions
concerning investigational devices also ‘do not have the
force and effect of law and are not accorded that weight
in the adjudicatory process.’ ” Gov’t brief in CedarsSinai Medical Center v. Shalala.

Manuals/Guidance Can’t Limit
Coverage
• 42 USC §1395hh(a)(1) says nothing other
than an NCD may change benefits unless
promulgated as a regulation.
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Hard Questions About Internal
Reviews
• If an internal review identifies an error,
when do you just refund on the claims
reviewed and when do you project to a
larger universe?
• If a review of ten claims finds three identical
errors, does that trigger the duty?
• What if there are three errors, but each one
is different?

Hard Questions About Internal Reviews
• If you have identified a problem, how large a
sample should you select?
• Do you use the same approach used by
Medicare, and use the lower bound of the 95
percent confidence interval?
• How much effort do you put into developing a
statistically valid sample?
• Do you use the same approach for all payors?
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Hard Questions About Internal
Reviews
• If you have identified a problem, how
large a sample should you select?
• Do you use the same approach used by
Medicare, and use the lower bound of
the 95 percent confidence interval?
• How much effort do you put into
developing a statistically valid sample?
• Do you use the same approach for all
payors?

Private Insurers
• Can you discern anything from the initial
contact?
• Is it a “routine audit?”
• Does the title of the person matter?
• Can you tell if the cops are involved?
• Should you record calls? Keep notes?
• Do you have to send the records?
Should you?

33

The Letter
• Requests for multiple records are
much more troubling.
• Make sure you keep a copy of
everything you send.
• Use tracked delivery.
• Do you only send what was
requested?
• When do you talk to counsel?

Interacting With Auditors
• Be friendly.
• Keep them in a room where you know
what they have.
• Make sure they don’t get any originals.
• Keep them in a low trafficked area.
• Take advantage of any exit
conference. Involve your counsel if
possible.
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What Ifs…
• What if your documentation is hard to
follow?
• What if your documentation is
missing?
• How long should you expect to wait to
hear something?
• What do you do if you hear nothing?

Preparing a Defense
• Do you interview staff?
• Do you do a review while the insurer
is doing theirs? If so, who do you
use?

35

Hiring Consultants
• Consider using work product privilege.
• Discuss the consultant’s role; is s/he
an advocate or a cop?
• Get references. There are some
horror stories.

Legal Questions
• What rules apply?
– Is there a contract?
– Do Medicare rules matter?
– What if it is a Medicare Advantage
Patient?
– Are you bound by the Insurer’s Manuals?
– How do industry norms factor in?

• Do you have a legal duty to return
overpayments?
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Practical Questions
• What dispute resolution mechanisms
exist?
• Can a payor just take the money?
• Can a payor require rebilling?
• If so, do timely filing limits apply to the
rebilling?

Practical Questions
• What about copayments/deductibles?
• Can they just terminate you?
• What do you do with patients?
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Self-Disclosure Options
• Contractor Refund.
• CMS Self-Referral Disclosure Protocol
(Stark).
• OIG Self Disclosure Protocol (Fraud).
• State Medicaid agencies.
• DOJ.
• Why pay a multiplier in a refund?

The Refund Letter
• Do you ever send a “placeholder” letter?
• Who is it from?
• Who is it to?
• How much detail do you provide?
• What about small issues where cost of
investigation exceeds overpayment?
• What don’t you say?
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Dr. C’s Letter
• We recently discovered that one of
our physicians was committing
billing fraud. She was not
documenting services properly.
We inadvertently billed for these
services. We did a statistically valid
sample. We have corrected the
problem.

The Refund Letter
• “As part of our ongoing compliance process.”
• “More appropriate” is a great phrase.
• “Possible issues.”
• Reserve the right to recant.
• “Level we are confident defending…”
• Beware of “our attorney has told us . . . ”
• “Refund” vs. “overpayment.”
• “Steps to improve….”
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What Do You Do With
Copayments?
• Law is less clear.
• Size matters. (Would you bill the
patient if they owed you the same
amount?)
• State law.

Do You Rebill or Refund?
• Rebilling generates timely filing
issues.
• Refunding leaves bad claims data in
the insurer’s system.
• For private payors, beware of your
contract.
• Refund is the way to go.
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How Do Refunds Affect RACs?
• If you have sampled, no one claim has been
“refunded.”
• This will be something to watch.
• Note this is an issue even if the audit is on a
different problem.
• In any overpayment situation, always look at
prior refunds/audits on the same issue.
• (Note tie-in to rebill/refund issue!)

QUESTIONS?
Sanford “Sandy”
Teplitzky
teplitzky@ober.com
410.347.7364

David Glaser
dglaser@fredlaw.com
612.492.7143
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Andy Mao
Assistant Director
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Sally Blinken
Special Assistant Attorney General
Office of the Attorney General of
the State of NY

Amy Easton
Phillips & Cohen LLP
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Enforcement, Compliance and Long Term Care:
Nursing Homes
• Failure of Care/Abuse and Neglect cases
• Rehab therapy and other types of cases
• Elder Justice Task Forces and other enforcement
trends

2

1

Why do we care about these cases?
• Cases often involve harm, suffering and sometimes
death of frail elderly residents
• Our chance to protect residents from abuse and
neglect and hold owners liable for harm and fraud
• Abuse and neglect costs the Medicare and Medicaid
system billions of dollars
• The Government is not getting what it’s paying for and
owners are profiting
3

Types of cases
• Failure of Care/Worthless Services
• Rehab therapy cases
• Other cases including, kickbacks, long term care
pharmacies, failure to report etc.

4

2

How do these cases/tips come to the
Government?
• Qui tam or whistleblower lawsuits
• Reporting of the conduct through
• OIG hotline
• Ombudsmen
• Additional reporting mechanisms

5

Legal Theories
• False Claims Act, 31 U.S.C. 3729 et al.
• Executive Law 63 (12)
• Criminal‐ Federal Health Care Fraud, Wire Fraud, etc.
• Breach of Contract, Common Law Fraud, Unjust
Enrichment
• Administrative

6

3

Failure of Care/
Worthless Service Cases

7

False Claims Act and Failure of Care cases
• FCA cases pursued against health care providers
who:
• knowingly render grossly substandard care or
no care at all, and
• bill Medicare or Medicaid for the alleged care
• “Worthless Services” Theory
8

4

Worthless Services Cases under FCA
Some cases have held that in order to sustain a worthless services
theory, the service performed must be so deficient as to be equivalent
to no performance at all.
• United States ex rel. Mikes v. Straus, 274 F.3d 687 (2d Cir. 2001)
• Chesbrough v. VPA P.C., 655 F.3d 461 (6th Cir. 2011)
• United States ex rel. Absher v. Momence Meadows Nursing Ctr., Inc., 764 F.3d
699 (7th Cir. 2014)

9

Worthless Services Cases under FCA
Other cases, however, have held that it is not necessary to
show that services are completely lacking:
United States v. Villaspring Health Care Ctr., Inc., 2011 U.S. Dist. LEXIS 145534 (E.D. Ky. Dec. 19, 2011)
• Complaint alleged that Defendants defrauded the government by submitting claims for nursing home care that was
either nonexistent or “so inadequate as to be worthless.”
• “Sufficient to show patients were not provided the quality of care which meets the statutory standard.”
United States ex rel. Academy Health Ctr., Inc. v. Hyperion Found., Inc., 2014 U.S. Dist. LEXIS 93185 (S.D. Miss. July 9, 2014)
• Complaint alleged Defendants provided inadequate care, inadequate staffing, and inadequate supervision, which
resulted in harm to residents.
• “Worthless services claims under the FCA are not, as a legal matter, limited to instances where no services at all are
provided.”
United States v. Associates in Eye Care, P.S.C., 2014 U.S. Dist. LEXIS 15724 (E.D. Ky. Feb. 4, 2014)
• Complaint alleged that Defendant optometrist and his employer provided eye examinations to so many nursing
home residents in a single day that the examinations provided must have been so cursory that they were worthless.
• Worthless services allegations, which indicated that in some cases the doctor must have spent less than four minutes
with each patient, were sufficient to survive a motion to dismiss.
10
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Recent DOJ Investigations
United States vs. Vanguard, et al., 3:16‐cv‐2380 (M.D. Tenn 2016).
• The United States recently filed a False Claims Act lawsuit against
Vanguard Healthcare LLC, and six of its nursing homes and related
entities, as well as Vanguard’s Director of Operations
• The lawsuit alleges that the defendants were responsible for the
submission of false claims to Medicare and TennCare for skilled
nursing home services that were either non‐existent or grossly
substandard. The lawsuit also alleges that the defendants submitted
required nursing facility Pre‐Admission forms with forged physician
and nurse signatures
11

United States vs. Vanguard cont’
Specifically the United States alleged that the lack of adequate care at the
Vanguard facilities included:
• chronic staffing shortages and shortages of critical medical supplies
• failure to provide standard infection control
• failure to administer medication to residents as prescribed by their
physicians
• failure to provide wound care as ordered by physicians, failure to
adequately manage residents’ pain, and
• providing unnecessary and excessive psychotropic medications to residents
and using unnecessary physical restraints on residents.
As a result, it alleges that Vanguard residents suffered pressure ulcers, falls,
dehydration, and malnutrition, among other harms.
12
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Recent DOJ Investigations/settlements
Extendicare Settlement‐‐October 2014
• Extendicare Health Services, Inc. and its subsidiary Progressive
Step Corporation settled for $38MM
⁻ Alleged to have billed Medicare and Medicaid for materially substandard
nursing services that were so deficient that they were effectively
worthless and billed Medicare for medically unreasonable and
unnecessary rehabilitation therapy services.

• Allegations included
⁻ Employing fewer skilled nurses than needed to care for the very sick
residents in its facilities and
⁻ Failure to train and supervise the staff
13

State AG‐ Investigative Tools/Legal Theories
•

•

•
•

• 18 NYCRR 504.3 Letters
• 18 NYCRR § 518.7‐ Withhold power – credible allegations of fraud
Executive Law 63(12)
• Subpoena Power
• Fraud and Illegality in Conducting Business
• Penal Law violations; especially falsification of business records; no one wakes up and
starts falsifying records!
• Public Health Law violations/misdemeanor/fines
• Survey History: every deficiency is a violation of law; they add up.
• Money Damages and Injunctive Relief
False Claims Act – State Finance Law (Marie/Chris)
• Subpoena Power
• Knowingly making or causing to be made false Claims to Medicaid
• Treble Damages/$6‐10k per claim
Government Funds Obtained Without Right – Executive Law 63‐c
Unjust Enrichment

7

Recent NY AG investigations/settlements
Medford
• 17 Arrests and Convictions between 2008‐2010 of CNAs and LPNs
• Turnover of Administrators/Senior Nursing Staff
• Ownership remained consistent throughout: “it comes from the top”
• Facility plagued by
• Poor DOH Survey History (15 deficiencies per year)
• History of high # of Complaints

• Allegations of short‐staffing/lack of accountability and supervision/filling in
the blanks
• Post arrests; number of reported incidents decreased while number of
incidents and accidents remain high (averaging 20 per week)
• Reflect cover up? E.g., Failure to Report? Falsifying Business Records?
15

Medford Cont’‐‐Dollars Out
2005

2006

2007

2008

2009

2010

2011

2012

2013

$3.6

$3.1

$9.0

$5.5

$3.0

$5.6

$13.3

$7.4

$6.2

employees)

$11.8

$11.8

$13.2

$13.5

$14.4

$14.6

$14

$14.1

$16

% To Owners

31%

27%

68%

41%

21%

38%

95%

53%

39%

Dollars taken
out by Owners
Total Staff Dollars (400

8

ANALYZE NURSING STAFFING CUTS AND EVENTS OCCURRING AT
MEDFORD

Annual Percentage
Change in Total
Direct Care Costs

2005

2006

2007

2008

2009

‐8%

‐10%

‐7%

‐17%

‐35%

16 DEFs

18 DEFs

19 DEFs

6 Arrests

8 Arrests

2010

37 DEFs

2011

2012

2013

2014

‐11%

‐18%

N/A

N/A

7 DEFs

9 DEFs

2 Arrests

Including Mrs.
Rios Death on
Vent Unit

Events at Nursing
Home

Vent Unit‐ IJ

11 Arrests

2 IJs July

Medford Results
• Coordination: filing of Civil Complaint and Arrests in February 2014
• Convictions/Civil Recovery:
•
•
•
•
•
•

9 Nurses/Aides Convicted
The Administrator Pled Guilty
The Corporation Pled Guilty
Compliance Program/Monitor
Restitution to Medicaid Program
Establishment of Resident Care Fund

9

Recent NY AG investigations/settlements
Mohawk Prosecution and Settlement
• Run of the mill patient abuse complaints that turned into indictment of the
Administrator, the DNS, two owners, the sons of the majority owner, and
the Corporation
• The key to that case was the investigative team
• Guilty Pleas by DNS, Administrator, two sons/owners and Corporation
• Civil Settlement
•
•
•
•

Compliance Program
Monitor in Place
$1 Million Restitution to Medicaid Program
Bad owners out of home
19

Rehab Therapy Cases

20
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Rehab Therapy Cases
FCA cases pursued against skilled nursing facilities
that:
• knowingly cause the submission of false claims
to Medicare for medically unnecessary
rehabilitation therapy services

21

Rehab Therapy Cases
• Types of potentially relevant evidence
•
•
•
•
•
•

RU/ALOS related targets untethered to patient needs
Bonuses or other rewards based on achieving RU/ALOS targets
Punishment or termination for failing to achieve RU/ALOS targets
Internal complaints regarding corporate pressure to achieve RU/ALOS targets
Pressure to keep patients longer than medically necessary
Ramping/suspension bridging

22
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Recent DOJ investigations/settlements
RehabCare/Kindred Healthcare Settlement‐‐January 2016
• Kindred Healthcare/RehabCare (nation’s largest nursing home therapy
provider) settled for $125 million
• Allegations included that skilled nursing facility submitted false claims
to Medicare for rehabilitation therapy services that were not
reasonable, necessary, and/or were unskilled primarily by:
•
•
•
•

Presumptively placing patients in the highest therapy reimbursement level
Not basing treatment on the needs of the individual patients
Inflating reporting time on initial evaluations
Not reporting actual minutes of therapy time with patients
23

Recent DOJ investigations/settlements
U.S. ex rel. Martin v. Life Care Centers of America, Case No. 1:08‐
cv‐251/1:12‐cv‐64 (E.D. Tenn.)
Government alleged Life Care billed Medicare for medically
unnecessary and/or unskilled therapy services and pressured
therapists to target Ultra High RUG level without regard to
the individualized needs of the patients.
Other RUGS cases filed include:
• HCR Manorcare
• SavaSeniorCare

24
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Kickback Cases
• Omnicare settlement (2014): resolving allegation that nation’s largest
provider of pharmaceuticals and pharmacy services to nursing homes
offered improper financial incentives to skilled nursing facilities in
return for their continued selection of Omnicare.
• RehabCare settlement (2014): resolving allegations that contract
therapy providers RehabCare Group Inc., RehabCare Group East Inc.
and Rehab Systems of Missouri and management company Health
Systems Inc. violated the False Claims Act by engaging in a kickback
scheme related to the referral of nursing home business.

25

Remedies
•Money damages
•Monitoring and other injunctive relief
•Payment suspensions/Withholds
•HHS‐OIG remedies (exclusion, CIA)

26

13

Defenses
• Substandard care is not actionable under the False Claims
Act
• Residents are getting some valuable services
• False Claims Act v. Medical Malpractice and other remedies
• Physician discretion
• Battle of the experts

27

Elder Justice Task Forces and
Other Enforcement Trends

28

14

Elder Justice Task Forces

https://www.justice.gov/opa/pr/department‐justice‐launches‐10‐regional‐elder‐justice‐task‐
forces

29

Elder Justice Task Forces
State of New York

http://nyselderabuse.org/

30

15

New Trends in DOJ Investigation and Enforcement

https://www.justice.gov/opa/pr/three‐individuals‐charged‐1‐billion‐medicare‐fraud‐and‐money‐
laundering‐scheme

31

New Trends in AG NY Investigations and
Enforcement –Nursing Home Task Force
• Investigation in Rochester: Poor Quality of Care Evidence by Surveys/Staffing
Cuts/Problem Staff/Little Evidence of Diversion of Funds to Owners but Pilfered
Patient Fund Accounts
• Investigation in Albany: Tagged/Allegation of not reporting/1,700 I/As in 2014‐
averaging 32 per week/failure to report /Excessive withdrawals of equity to
related parties
• Investigation in HAU/NYC: Evidence of self dealing through related parties/vendor
kickbacks and tax evasion/Lack of arrests and DOH findings
• Investigation in NYC: Evidence of dollar to dollar diversion of funds from Direct
Care costs to owners through management company despite servicing high need
population/lack of arrests & DOH findings
• Investigation in Buffalo: Multiple Arrests/Recent Ventilator Death/Senior Staff
Turnover/Not‐for Profit Board Oversight Lacking/Absent/High Administrative Fee
financial strain on facility
32
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The Statutes & Regs
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The Stark Law
3

 AKA the “physician self-referral law”
 The Rule: If physician (or immediate family member) has financial

relationship with entity (e.g. hospital), physician may not make referral
to entity for designated health service (“DHS”) and entity may not
submit claims for such services.
 Applies to Medicare and Medicaid
 Strict liability (no intent required)
 Can lead to FCA liability, CMPs, exclusion

The Stark Law
4

 “Designated Health Services” = Lab services,

therapy services, radiology/imaging, DME,
prosthetics & orthotics, home health services,
outpatient Rx drugs, inpatient & outpatient hospital
services.

2
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The Stark Law
5

 What qualifies as a “financial relationship” under

Stark?


Any ownership or investment interest;



Any compensation arrangement




Defined as “any arrangement involving any remuneration between a physician (or
an immediate family member of such physician) and an entity” with certain very
limited exceptions.
 Remuneration = any payment, directly or indirectly, overtly or covertly, in cash
or in kind.

Bottom line – almost anything can be considered
a “financial relationship”

The Stark Law
6

 “Referral” is defined very broadly, and includes:
A request for, or ordering of, DHS by a physician
Establishment of a plan of care
 A request for a consultation and any test or procedure ordered by
a physician-consultant
 Indirect referrals by a physician who has reason to know the
identity of the actual provider of the service



3

10/18/2016

The Stark Law
7

Bottom line:

The Stark Law
8

 Major Stark exceptions:


Rental of office space & equipment




Bona fide employment (employed physicians)




Lease must be in writing with a term of at least 1 year; FMV rent w/out
considering referrals; commercially reasonable.
Employment for “identifiable services”; FMV compensation w/out
considering referrals directly or indirectly (productivity bonuses OK);
commercially reasonable.

Personal service arrangements (e.g., CMO, call coverage, etc.)


In writing specifying all services provided and for at least 1 year; FMV
compensation w/out considering referrals.

4
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The Stark Law
9

 Major Stark exceptions:


Physician recruitment




Isolated Transactions




Relocation payments OK if physician not required to refer and remuneration doesn’t
consider referrals.
Isolated financial transactions (e.g., one-time sale of property or practice) OK if amount
of remuneration is FMV, does not take into account volume/value of referrals or other
business generated between parties; commercially reasonable; no additional transactions
b/t parties for 6 months.

Remuneration unrelated to DHS


Hospital can provide remuneration to physician if does not relate (directly or indirectly)
to furnishing of DHS. Must be wholly unrelated and not take into account
volume/value of referrals.

 If arrangement does not fall squarely w/in an exception (including all

requirements under that exception), then you are violating Stark,
regardless of intent or lack thereof!


Burden on party claiming exception

The Anti-Kickback Statute
10

 Prohibits knowingly & willfully paying, offering, soliciting or

receiving remuneration in return for referral

 Criminal, civil & administrative remedies (including damages +

penalties + exclusion)

 Predicate to FCA liability
 Safe Harbors & exceptions similar to Stark exceptions (space &

equipment rental, personal services & mgmt. contracts, sale of
practice, bona fide employment, physician recruitment, etc.)

 Applies to all federal healthcare programs
 “One Purpose” rule

5
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False Claims Act
11

 Prohibits, among other things:




Knowingly presenting, or causing to be presented, false or fraudulent
claims for payment or approval
Knowingly making, using, or causing to be made or used, a false
record or statement material to a false or fraudulent claim
Knowingly concealing or knowingly and improperly avoiding or
decreasing an obligation to pay or transmit money or property to the
government



Retention of overpayment
60-day rule

 Qui tam actions

False Claims Act
12

 Consequences of violating: Treble damages, per-

claim penalties (b/t $10,781 and $21,562), exclusion


For Stark & AKS violations, single damages = all Medicare &
Medicaid payments affected by tainted relationship

 “Knowing” and “knowingly” includes actual

knowledge, deliberate ignorance, or reckless
disregard. No proof of specific intent to
defraud required.

6
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False Claims Act
13

 Examples of FCA violations:








Billing for medically unnecessary services
Upcoding
Violating Stark or AKS
Improper unbundling
Submitting claims for services provided by excluded persons
Improper retention of overpayment for more than 60 days
Lack of physician supervision

Recent Settlements
14

 August 2016: Fla. Ortho group pays $7.4M to resolve FCA matter

involving alleged billing for medically unnecessary urine drug
screenings
 August 2016: Penn. doctors and hospitals pay nearly $700K to
resolve FCA matter involving improper “incident to” billing
 August 2016: Conn. Pediatrict dentist pays $1.3M to settle FCA
matter based on claims for x-rays taken by uncertified dental assistants
 August 2016: N.Y. hospitals pay almost $3M to resolve FCA matter
based on violation of 60-day rule

7
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Current Trends in Government
Healthcare Fraud Enforcement

Current Trends
16

False Claims Act healthcare matters:

Source: DOJ Civil Division Fraud Statistics
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Current Trends
17

# of cases filed
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Current Trends
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Current Trends
19

 March 2015: Congressional testimony regarding increased use of

data analysis to identify emerging trends in, and combat, Medicare
fraud and abuse.







Government is trying to move away from “pay and chase” system.
Discussion of CMS’ “Fraud Prevention System” (FPS), which automatically generates
referrals to ZPICs for review and investigation.
Piloting use of FPS with MACs.
Use of data analytics to identify excluded individuals.
Medicare Fraud Strike Force is using data analytics in various areas, including
Medicare Part D fraud and abuse.

Current Trends
20

 Government has increasingly sought criminal

liability for what used to be contained to the civil
realm:




Worthless services: U.S. v. Houser (nursing home operator
sentenced to 20 years in prison for horrible nursing home
conditions).
Medical necessity:





U.S. v. Patel - jury convicts physician of 51 counts of healthcare fraud for performing medically
unnecessary angioplasty procedures and for placing stents in arteries that had insignificant
disease.
U.S. v. McLean – jury convicted physician on 1 count of healthcare fraud for performing
medically unnecessary stent procedures.
U.S. v. Chhibber – jury convicts internist of 5 counts of healthcare fraud for administering
medically unnecessary diagnostic tests.

10
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Increased Focus on
Individuals

Increased Focus on Individuals
22



June 2015: OIG Fraud Alert & Nationwide “Takedown”



July 2015: OIG Announces New Litigation Team



Sept. 2015: Yates Memo & Changes to USAM



April 2016: Updated Exclusion Criteria



June 2016: DOJ Takedown Part II

11
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Increased Focus on Individuals
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June 2015: OIG Fraud Alert







OIG warns physicians re: compensation arrangements such as medical
directorships
Ensure FMV & bona fide services actually provided
“One purpose” rule
Discusses arrangements wherein healthcare entity paid salaries of physician
front office staff, thereby relieving physicians of financial burden that they
would have otherwise incurred
Nothing new, just reminder that AKS is a two-way street

Increased Focus on Individuals
24



July 2015: OIG Announces New Litigation Team


~ 10 attorneys



Focus on CMP, AKS, and exclusion



Includes matters related to physician compensation arrangements, billing
while excluded, medical necessity, etc.



Referrals from USAO

12
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Increased Focus on Individuals
25



Sept. 2015: Yates Memo (“Individual Accountability for Corporate
Wrongdoing”)


“One of the most effective ways to combat corporate misconduct is by seeking
accountability from the individuals who perpetrated the wrongdoing.”



Memo describes steps “that should be taken in any investigation of corporate
misconduct.”



Applies to both criminal and civil

Increased Focus on Individuals
26

 Sept. 2015: Yates Memo (“Individual Accountability for Corporate

Wrongdoing”)


Six Principles:
(1)
(2)
(3)
(4)

(5)

(6)

In order to qualify for cooperation credit, corporations must provide to DOJ all relevant
facts relating to individuals responsible for the misconduct
Criminal & civil corporate investigations should focus on individuals from the inception
of the investigation
Criminal & civil attorneys handling corporate investigations should be in routine
communication with one another
Absent extraordinary circumstances or approved departmental policy, DOJ will
not release culpable individuals from civil or criminal liability when resolving a matter
with a corporation;
DOJ attorneys should not resolve matters with a corporation w/out a clear plan to
resolve related individual cases, and should memorialize any declinations as to
individuals in such cases; and
Civil attorneys should consistently focus on individuals as well as the company and
evaluate whether to bring suit against an individual based on considerations beyond the
individual’s ability to pay.
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 Follow-Up from DOJ


AAG Leslie Caldwell (Sept. 2015):








“[I]t is not our intent to outsource our investigation of corporate wrongdoing to
companies and their outside advisors. As in the past, we will not sit idle, waiting
for a company to conduct or complete its investigation.”
“[W]e are not asking companies to boil the ocean every time they find evidence
of wrongdoing. We expect investigations to be thorough and tailored to the
scope of wrongdoing. To the extent companies and their counsel are unclear
about what this means, I make this suggestion: call us.”
No requests for privilege waivers.

PDAAG Benjamin Mizer (Oct. 2015): “[I]n order to qualify for the reduced
multiples provision under the False Claims Act, the organization must
voluntarily identify any culpable individuals and provide all material
facts about those individuals.”

Increased Focus on Individuals
28

 Follow-Up from DOJ


Yates (Nov. 2015):








Requiring full cooperation is not new. “What is new is the consequence of not doing it.” No
partial cooperation credit.
Not expecting years-long multimillion dollar investigations. Tailored to situation. If you
have questions re: scope, call prosecutor.
No waiver of privilege. But legal advice is privileged; facts are not. EG: attorney notes
from employee interview may be privileged but must disclose facts learned
from that interview.
Applies equally to civil: “Just because wrongdoers are judgment-proof doesn’t mean they
should escape all judgment.”

Yates (May 2016):





Corporation not required to serve up someone to take the fall. No hypothetical “vice
president in charge of going to jail.”
Company not expected to make a legal conclusion about whether employee is culpable. Just
hand over facts and DOJ will decide.
Companies providing “Yates binders”: containing relevant emails of individuals being
interviewed by the govt.
DOJ will still consider ability to pay, but no longer the determinative factor.
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Sept. 2015: Changes to USAM


Section 4-3.100 (Pursuit of Claims Against Individuals)
(1)
(2)
(3)
(4)
(5)
(6)

Civil corporate investigations should focus on individuals from inception of
corporate investigation
Determinations as to whether to bring suit against individual should not be
based solely on individual’s ability to pay a judgment
Criminal and civil attorneys handling corporate investigations should be in
routine communication with each other
To be eligible for cooperation credit, corporation must provide all relevant
facts about individuals involved in corporate misconduct
Absent extraordinary circumstances, no corporate resolution should provide
protection from criminal or civil liability for any individuals
Corporate cases should not be resolved w/out clear plan to resolve related
individual cases before SOL expires and declinations as to individuals in such
cases must be memorialized and approved

Increased Focus on Individuals
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Sept. 2015: Changes to USAM


Substantial changes to Section 9-28.100 (Principles of Federal Prosecution of
Business Organization), including:






New: Section 9-28.210 (Focus on Individual Wrongdoers), 9-28.900
(Voluntary Disclosures); 9-28.1300 (Adequacy of the Prosecution of
Individuals)
Revised: 9-28.100 (Duties of Federal Prosecutors and Duties of Corporate
Leaders); 9-28.200 (General Considerations of Corporate Liability); 9-28.300
(Factors to be Considered); 9-28.700 (The Value of Cooperation); 9-28.720
(Cooperation: Disclosing the Relevant Facts); 9-28.800 (Corporate Compliance
Programs); 9-28.1100 (Collateral Consequences); 9-28.1200 (Civil or
Regulatory Alternatives); 9-28.1500 (Plea Agreements with Corporations).

Revisions to 1-12.000 (parallel proceedings) requiring coordination between
criminal & civil divisions
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April 2016: Updated Exclusion Criteria


Non-binding criteria for use in evaluating exclusion under 1128(b)(7)
(permissive exclusion)

Increased Focus on Individuals
32

 April 2016: Updated Exclusion Criteria
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 April 2016: Updated Exclusion Criteria


Factors considered by OIG:







Nature & circumstances of conduct, including
 Adverse impact on individuals
 Financial loss
 Leadership role
 History of prior fraudulent conduct
Conduct during investigation, including
 Whether person initiated internal investigation before becoming aware of govt.
investigation
 Whether person self-disclosed
 Cooperation
Significant Ameliorative Efforts
History of Compliance

Increased Focus on Individuals
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 Investigations Post-Yates



All or nothing approach: To receive cooperation credit, company must
completely disclose all relevant facts about individual misconduct.
“Companies cannot pick and choose what facts to disclose.”



Separate counsel for individuals?
 Perhaps more important (and more expensive) than ever
 Revisit by-laws?



“Yates binders”
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 Settlements Post-Yates


Release of individuals from criminal and/or civil liability based on corporate
settlement must be personally approved in writing by Assistant AG or US
Attorney. Approval will only come in “rarest of circumstances.”



No settlement without clear plan re: individuals



Continued Cooperation Post-Settlement: “[T]here may be instances
where the company’s continued cooperation with respect to individuals will
be necessary post-resolution.” This will be in settlement agreement and
failure to do so will result in breach.



Applies to civil too: “[T]he fact that an individual may not have sufficient
resources to satisfy a significant judgment should not control the decision on
whether to bring suit.

Increased Focus on Individuals
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 Settlements Post-Yates


Pre-Yates (Jan. 2014):
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 Settlements Post-Yates


Pre-Yates (Jan. 2015):

Increased Focus on Individuals
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 Settlements Post-Yates


Post-Yates (Oct. 2015):
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 Settlements Post-Yates


Post-Yates (Dec. 2015):

Increased Focus on Individuals
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 Settlements Post-Yates


Company’s continued cooperation required, particularly with regards to individuals who
have not yet settled
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 Settlements Post-Yates


DOJ now requires express certification from company, under which company will have
to confirm that they have turned over all non-privileged info regarding individuals, before
finalizing settlement.


“Internal investigations cannot end with a conclusion of corporate liability, while stopping short of
identifying those who committed the underlying conduct. To ensure that companies understand the
importance of this, the Fraud Section now requires that cooperating companies confirm to us that they
have, in fact, turned over all non-privileged information about individuals.”

Practical Implications
42

 Effect on Self-Disclosures


Possible reluctance to disclose



Lack of certainty



A-C privilege vs. “all relevant facts”
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 Unintended consequence of chilling communications

between company and individuals?

 Length/cost of investigations going up
 Upjohn warning plus?
 Relationships with DOJ and OIG are key
 Effect on cases pending pre-Yates

Yates Before & After
44

 What’s changed?
 What’s stayed the same?
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Questions?
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Introduction

Introduction
 This is a workshop – intended to be interactive
 We want input from the group
 Basic damages principles are established, but many of the
fact-specific application questions are still unsettled
 There is room for creativity, both in a negotiation context
and in litigation

4
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Foundational Cases
in Civil Damages

General Principles
 Damages should make the government whole
 United States ex rel. Marcus v. Hess, 317 U.S. 537, 551
(1943) (”the chief purpose of the statutes here was to provide
for restitution to the government of money taken from it by
fraud”);
 United States ex rel. Roby v. Boeing Co., 79 F.Supp.2d 877
(S.D. Ohio 1999), aff’d on other grounds, 302 F.3d 637 (6th
Cir. 2002), 79 F. Supp.2d at 888 (”…all of the courts attempt
to find a way to ‘make the government whole.’”).

 Specific damage formulas must be determined case-bycase

6
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Key Damages Cases
 United States ex rel. Marcus v. Hess, 317 U.S. 537, 551
(1943)
 Defendants engaged in a bid rigging scheme
 Court held that the damages were the difference between
what the government paid and what it would have paid had it
known the true facts
 Court also held double damages non-punitive

 United States v. Bornstein, 423 U.S. 303, 317 n.13 (1976)
 Subcontractor delivered substandard electron tubes to the
prime
 Supreme Court held that the damages “are equal to the
difference between the market value of the tubes it received

7

Key Damages Cases (cont.)
 United States v. Aerodex Inc., 469 F.2d 1003 (5th Cir. 1973)
 Case of first impression on consequential damages
 Court held that “the language of the False Claims Act does
not include consequential damages resulting from the
delivery of defective goods
 Denied the government’s demand for the cost of removing
and replacing defective aircraft engine bearings

 Commercial Contractors, Inc. v. United States, 154 F.3d
1357 (Fed. Cir.1998)
 Construction of a defective flood canal
 Bornstein-type analysis not possible
 Court used “alternative basis” of the cost of remedying the
defects

8
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Key Damages Cases (cont.)
 BMY-Combat Systems v. United States, 44 Fed. Cl. 141
(1998)
 Contractor failed to perform required tests on a key
component of self-propelled howitzers
 Court noted requirement to avoid consequential damages,
but also cited need for flexibility
 Court held that damages included costs of inspection and
repair; costs of manufacturing replacement components in a
government facility; and interest on payments made
prematurely due to the false claim
 Court denied recovery of government’s administrative costs
related to processing waivers from specifications as
appearing to be consequential
9

Key Damages Cases (cont.)
 Vermont Agency of Natural Resources v. United States ex
rel. Stevens, 529 U.S. 765 (2000)
 Treble damages (with 30% relator share) under revised FCA
are punitive in nature, and not a rough approximation of
Government damages.

 United States v. Mackby, 261 F.3d 821 (9th Cir. 2001)
 Built off Vermont, holding that both damages and penalties
are punitive in nature, not approximate liquidated damages,
and thus subject to Constitutional limitations.
 Health care cases offer unique opportunity for excessive fines
arguments because of high number of claims (thousands).

10
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Newer Developments

Newer Developments
 United States ex rel. Tyson v. AmeriGroup, 488 F.Supp.2d
719 (2007)
 Proper measure of damages = difference in market values
between what the government received and what it would
have received but for the false claim
 Damages determined by calculating medical loss ratio of
AmeriGroup and contrasting it with peers
 How much cost was “foisted on the state” for each person
AmeriGroup did not enroll?
 Damages method withstood scrutiny in part because different
approaches were presented and various adjustments were
incorporated

12
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Newer Developments (Cont.)
 US v. Medina, 485 F.3d 1291, 1303 (11th Cir. 2007)
 Kickback did not meet definition of “damages” under Federal
Sentencing Guidelines since payment of kickback from a
fixed level of profits did not show actual or intended loss to
Medicare

 US v. Rogan, 517 F.3d 449, 452 (7th Cir. 2008)
 Government asserted that defendant had knowledge of illegal
kickbacks and Stark violations
 Government asserted that defendant caused hospital to
submit false cost reports and UB-92s
 Court found that provision of appropriate care did not affect
damage analysis: “The government offers a subsidy (from the
patients’ perspective, a form of insurance) with conditions.
When the conditions are not satisfied, nothing is due.”
13

Newer Developments (Cont.)
 United States v. Anchor Mortgage, Nos. 10-3122, 103342 & 10-3423, 2013 U.S. App. LEXIS 5552 (7th Cir.
Mar. 21, 2013)
 Damages under FCA should be “net trebled” as opposed to
“gross trebled”

 United States ex rel. Davis v. District of Columbia,
679 F. 3d 832 (DC Cir. 2012)
 No FCA damages if services provided but not adequately
documented

14
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Newer Developments (Cont.)
 United States ex rel. Bunk v. Gosselin World Wide Moving,
N.V., 741 F.3d 390 (4th Cir. 2013)
 Court held that $24 million penalties award was not
unconstitutionally excessive, even though there were no
proven damages

 United States ex rel. Drakeford v. Tuomey, 792 F.3d 364
(4th Cir. 2015)
 Regarded entire civil penalty ($119.5 million) as punitive, the
actual damages ($39.3 million) as compensatory, and the
amount resulting from the trebeling of actual damages ($78.6
million) as a hybrid, with the portion allocated to the relator
being compensatory and the rest punitive – therefore, the
approximately 3.6:1 ratio of punitive to compensatory
damages falls just under the 4:1 ratio the Supreme Court
deems constitutionally suspect

15

Newer Developments (Cont.)
 United States v. United Techs. Corp., 782 F.3d 718 (6th
Cir. 2015)
 Under the FCA, the government has suffered no actual
damages when it gets what it paid for, despite a contractor’s
misstatements.

 United States ex rel. Wall v. Circle C Construction, LLC,
813 F.3d 616 (6th Cir. 2016)
 To determine actual damages, the relevant question is “not
whether in some hypothetical scenario the government would
have withheld payment, but rather, more prosaically, whether
the government in fact got less value than it bargained for”

16
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Newer Developments (Cont.)
 United States ex rel. Feldman v. Van Gorp, 697 F.
3d 78 (2d Cir. 2012)
 The proper measure of damages in a FCA case involving a
government grantee’s substitution of non-conforming goods
or services is the entire amount of the grant money disbursed
following the grantee’s making of material false statements on
its grant renewal applications

 60 Day Repayment Rule
 United States ex rel. Kane v. Continuum Health Partners, Inc.
et al., No. 1:11-cv-02325, (S.D.N.Y. Aug. 3, 2015) – the first
case to apply the overpayment provision held that the 60 day
clock for repaying “identified” overpayments begins ticking
“when a provider is put on notice of a potential overpayment,
rather than the moment when an overpayment is conclusively
ascertained”
17

Newer Developments (Cont.)
 Universal Health Servs., Inc. v. United States ex rel.
Escobar, 136 S. Ct. 1989 (2016)
 Upheld the “implied certification” theory of liability where (1)
“the defendant submits a claim for payment that makes
specific representations about the goods or services
provided, but knowingly fails to disclose the defendant’s
noncompliance with a statutory, regulatory, or contractual
requirement,” and (2) “the omission renders those
representations misleading”
 Imposed a “rigorous” materiality standard to all FCA cases
that evaluates the actual decision to pay and the
government’s knowledge at that time
 The FCA “is not a means of imposing treble damages and
other penalties for insignificant regulatory or contractual
violations”
18
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Application to
Specific Issues

General Damage Analysis Techniques
 Qualitative/Risk Assessment
 Assessing the industry and regulatory backdrop
o Clarity of regulations
o Consistency of industry practice

 Assessing the completeness of the record
 Consideration of offsets and alternatives

 Quantitative
 Sampling
o Statistical
o Non-statistical

 Data analysis
 Recalculation
20
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Health Care Examples
 Statistical Sampling Cases
 District courts have taken different approaches
oUnited States ex rel. Martin v. Life Care Centers of America, Inc.,
No. 1:08-cv-251 (E.D. Tenn. Sept. 29, 2014) approved use of
statistical sampling to prove both damages and liability
oUnited States ex. rel. Michaels v. Agape Senior Cmty., Inc., No.
0:12-3466-JFA, 2015 WL 3903675 (D.S.C. June 25, 2015)
rejected statistical sampling because every claim required a
“highly fact-intensive inquiry.” Fourth Circuit certified the question
for interlocutory appeal and will be first circuit court to weigh in

Tyson Foods, Inc. v. Bouaphakeo, 136 S. Ct. 1036 (2016)
oFair Labor Standards Act case, Court refused to create
“categorical exclusion” of statistical sampling
oPermissibility of statistical sampling turns on reliability
21

Health Care Examples
 Medical Necessity Cases
 Different types of issues
o Proper setting?
o Inpatient versus outpatient
o Whether procedure was appropriate
o Whether level of therapy provided was reasonable

 Clinical judgment required
 Differences of opinion versus “falsity”
 Offsets

22
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Health Care Examples (cont.)
 Retained Overpayment Cases
 Amount of the overpayment or time value of money?
 Nature of the underlying overpayment
o If the result of an FCA violation, then remedy under the FCA
o If the result of inadvertence, honest mistake. Or mere
negligence, then single damages and pre-judgment interest
under unjust enrichment or payment by mistake common law
theories?

23

Health Care Examples (cont.)
 Kickback cases
 Rogan court ruled that the government was entitled to the full
amount it paid for services
 United States ex rel. Singh v. Bradford Regional Medical
Center, U.S.Dist. LEXIS 119355 (W.D. PA Nov. 10, 2010)
followed the same analysis in a case of both kickback and
Stark violations
 Inconsistent with FCA’s plain language awarding “damages”,
not windfalls
o Damages might include overutilization, unnecessary services,
services not rendered, poor quality
o Penalties would still apply

 Key distinction between Stark and kickback analysis
o Stark self-disclosure protocol experience
24
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Health Care Examples (cont.)
 Marketing off-label use of devices
 How many devices would not have been used absent the
inappropriate marketing?
 What factors influence usage patterns?
 Possible offsets
o Would another device have been used anyway?
o Were more expensive alternatives avoided?

 Measures of damages – profits, total device cost,
reimbursement impact, etc.
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