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. Reference guide

. Table of contents - links to sections

. Accessible on the Internet and
downloadable (printer format)

. Defined Terms
. "should" is used to present
voluntary nonbinding guidance

. Footnotes

l-

GCPG User's Gr-ride
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II. Health Care Fraud
Enforcement and
Other Standards:
Overview of Certain
Federal Laws

VII. Conclusion
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I. Intro

VI. OIG Resources and
ProcessesIII. Compliance Program

Infrastructure: The
Seven Elements

IV. Compliance Program
Adapations for Small and
large Entities

V. Other Compliance
Considerations

GCPC by Sections
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A. Federal Anti-kickback Statute (AKS)

B. Physician Self-Referral Law (PSL)
. Six elements

C. False ClaimsAct (FCA)
. Obligation to repayoverpayments

Whatto Do if You . OIG Health Care Fraud Self-Disclosure Protocol
ldentify a Problem . CMS Voluntary Self-Referral Disclosure protocol

\
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. Keyquestions to help identifrproblematic

arrangements

II. Legal Overvierv

5

D. Civil Monetary Penalty Authorities
While False Claims Act cases are pursued by DOf on behalf of HH
Federal court, CMP cases are administrative and pursued by OIG
before an HHS administrative law judge.

. Presentinga hlseclaim

. Employrngan excluded individual

. Medically unne(€ssary services

. Committingacts described in theAKS

. Emeqgency Medical Treatmentand LaborAct (Epffet f) violations

. Making a false record/statement material to a false daim

Potential
CMP Liability

Sin

ll. Legal Overvie\v
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CMP Highlights
r. Beneficiary Inducements CMP v. AKS: knorry the similarities and distinctions for

gomp^liance training riskassessments, and policies regarding rcmuneration to
beneficiaries

z. lnforrnation Blocking: individuals and entities that meet the definition of health
care provider under Office of the National Coordinator for Health Inbrmation
Technology LOryC) regulations should be mindful that they may be subiect to CMPs
enforced by OIG

3. CMPAuthority Related to HHS Grans. Connacts and OtherAgreements

/R-_ ' lt is important for HHS awardees to undcrstand what conduct leads to liability
G)np under OtG's authoriry as uell as underother fraud and abuse laws, and ro put

intcrnal controls into place to prevenr and identify thcsc issues early.
. Self{isdosure information specific to HHS grants and contracts

https ://oighhs.Bovlcpmpliane/selfdisclosurc-info/

7

E. Exclusion Authorities
. Lisit of Excluded Individuals / Entities (LEIE)
. Mandatoryv. Permissive
. State Medicaid Exclusion Authorities

Many providers and thcir staff employ excluded individuals because they
incorrectly believe it is permissible to employ excluded individuals (for examplc,
because an employee obtains a new health care license or has received
from a State agency to practice, has an administrative role, cannot separately

lf an entity discovers that it has employed or contracted with an excluded
individual or entitl', the entity should evaluate its overpayment and CIIIP liabiliry.
We recommend that entities in this situation considerwhether to submit a self-
disclosure through the Hcalth Carc Fraud Sclf-Disclozure Protocol.

@np
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II. Legal O\ er\ ieu
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F. Criminal Health Care Fraud Statute

Health care fraud schemes that often
involve complex money laundering,
tax, and other associated financial
criminal offenses
. Fines of up to szjo,ooo, imprisonment of not

more than royeani, or both

Legal Or en'ieu-II.
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G. HIPAA Privacy and Security Rules
HHS Office forCMl Righs (OCR) is ncspondtrle bradminiseringand enhrcing lhc HIPAA Privacy,
Sccurity, and Brcadr N6tification Rulcs.'

An entity regulated by Privacy Rule requirements should cnsure that it is
compliant with all applicable provisions of the Privacy Rule, including
provisions pertaining to required disclosurc-s (and pcrmittcd uses and
disclosures), *'hen developing its privacy proccdures that are tailored to fit
the entiry-'s particular size and nceds.

HIPAA Security Risk Assessment Tool
' httpol//www.hcatthit.gdtopic/priracy+ecurity-and-tripaa/sectrrity-rbk-asscssment-tool

National Institute of Standards and Technology (NIST) Toolkit
. httpe//csrc.nist.go,v/proiGcls/seerrity-content.autotnation-protocol/hipaa

@rip

II. Legal Overr ieu

c

10



''. 
\Artltlan Pollci.3 .nd Proccdurca

2. Cornpllrncr Lerdrr:hip and O't Grsl8ht
3. Tr.inlnS.nd educatlor!
4. Effccti\rc Uncs of Cornmunlc.tlon wlth tha

Complaanc. Officcr lnd Obd€u.c P,€gr..tr
5. EnforclnSst ndard3: Conrcqucnccs

and lllcanttv!3
6. Rlik As3"3srncnt, Audltln& .l,ld Monitorlng
7. Rc3pondlng to Detccacd Ofirnrs rnd

Dc\rcloplng €orcctlv. Actlon lnitlathras

7 Elements
of, a Successfrrl
Compliance Pnogriam

III. Conrpliance: The Ser en Elenrents
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Compliance Officer's Primary
Responsibilities
The Compliance Officer's primarl'
responsibilities should include adrising rhe
CEO. board, and other senior leaders on
compliance risks facing the entiq; compliance
risks related to strategic and operational
decisions of rhe entig'. and the operation of rhe
entitl"s compl iance program.
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Duties of Compliance Committee

Member attendance, active
participation, and contributions
should be included in each member's
performance plan and compensation
evaluation.
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III. Conrpli.rnce: The Ser en Elenrents
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Board Role
The board shouid et'rsure rhai rhe conrpliance ofilcer i.ras

sulficient po\r'ef. independence. anci resourcet !o
inrplemcnt, nraintain. anc! moniror ihe enrin's
conrpliance program anC adrise rhe board abour the
enriq"s con:pliance operation.s and lisk.

As OIG has sratcd in the Practical Guidance for Healrh C-are Eoards on
Compliance Oversight. "[s]cheduling regular execurive sessions creates a
continuous expectation ofopen dialogue, rather than calling such a
session only when a problem arise, and is helpful to avoid suspicion
among management about why a special executive session is being called.'
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Effective Lines of Communication
and Disclosure Programs

Some entities may havc compliance departments, an'' mcmbe rof whom may receivc
complianct conctrns. Other crrtities may have facitities in muttiptc tocarions, each with
thcirorln faciliry-complianceofficer. Anyof thcsewould beconsidereddesignccs.
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Compliance Incentives
Fora compliance pro$am to be effective, the
organization should establish appropriate
consequences for instances of noncompliance, as
well as incentives for compliance.

Although an cntity may not be able to publicly rccognize an individual
who raises a substantiated concern that results in the mirigation of harm
or risk, the entiry should find a way to recognize this in the pcrformance
reviews of individuals. This, of course, is not possible for peoplc who
*'ish to remain anonymous. Also, this does not apply to individuals who
raise compliance or legal violations for which they themselves committcd
or s€re responsible.
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Entities that want to conduct compliancr risk assessments more often
should ensure that they dedicate the neccssary time and rcsources for
each compliance risk assessment they pcrform during thelear.

Risk Assessments
I Cfar!.t*r{o-raf
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Ill. Compliance: The Seven Elentents
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o Compliance Contact
o Open Lines of Communication
o Risk Assessment

An excluded employee or an employec with a lapsed liccnse can have a
significant impact on a small entity.

A corrective action plan may include policy and process revisions,
education of personncl, a rcvision to the entity's training plan, and
oons€quences for offending individuals.
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o Compliance Departments
o Compliance Subcommittees
. Board Role

/Oti- To the extent possible, given the facility or location's staffing constraints,
\G/ I rl' the facility compliance officer should not have responsibility for clinicat,

fi nancial, legal, or operarionat duties.

Boards of large oryanizations operating in the United States but owned or
controlled by intcrnational organizations should ensure that the parcnt board
is provided with sufficient information about the applicable larr, Federal
health care program requirements. and the compliance risks presented by the
operation of the U.S. oryanization.
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I\'. Conl pl i.rnce Prctgr'.rnt Aclaptations
Larqc L.,ntities
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. Quality and Patient Safety
o New Entrants in the Health Care Ind
. Financial Incentives: Ownership and

Payment-Follow the Money
o Financial Arrangements Tracking

@np

V. Other Contpliarrce Considerations
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. ComplianceToolkits

. RAI-SIATS Statistical Softr,rare

. Repoftsand Publications

. Advisory Opinions, Special FraudAlerts,
Bulletins, and other gridance

. Saft harborregulations

. FrcquentlyAsked Questions

. Corporate Integrity Agreements

. EnforcrmentAction Summaries

. OIG Self-Disdozure Information

. OIG Hodine
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\i I. OIG Resources and Processes
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Compli:rnce@oig.hhs, gov
' submit feedback about compliance considerations and risk

Our Contact Info
. Amanda. Copsey@oig.hhs.gov
. laura. Ellis@oig.hhs.gov

https ://oig.hhs. gov/compliance /compliance-guidance/
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VIl. Conclusion
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