
C
H
S

C
d
s
m
f
t
a
l
t
p
c
m
c
a
a
p
t
E
t
s
g
t
p
s
T
l
t
a
a

M
P

N
p
p
c
t
H
t
m
t
w
T
F

LEGAL COUNSEL

214
ompliance Programs: Serious Business for
ealth Care Providers
teven J. Chananie, Esq, Stacey L. Gulick, Esq
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ompliance programs aimed at re-
ucing fraud and abuse have for
everal years been strongly recom-
ended, but not required, by the

ederal government. However,
here has been an increasing trend
t the federal and state level to pass
egislation requiring the implemen-
ation of compliance programs,
articularly by individuals who re-
eive significant Medicaid pay-
ents. These new laws, as well as

ontinuing investigations and pen-
lties imposed by federal and state
gencies, have moved compliance
rograms to the forefront of impor-
ance for health care providers.
ven those providers who are not

echnically required by federal or
tate laws to adopt compliance pro-
rams need to recognize the impor-
ant role a compliance program can
lay in defending against federal or
tate allegations of fraud and abuse.
his article discusses the various

aws, guidance, and considerations
hat health care providers should
ddress when developing compli-
nce programs.

ODEL COMPLIANCE
ROGRAMS

o discussion of health care com-
liance programs would be com-
lete without a review of the model
ompliance programs published by
he US Department of Health and
uman Services, Office of Inspec-

or General (OIG). The OIG’s
odel compliance programs have

raditionally provided the frame-
ork for compliance programs.
hese programs are based on the

ederal Sentencing Guidelines, M
hich establish 7 requirements that
ave become the hallmarks of an
ffective compliance program.
imply stated, a compliance pro-
ram should include a discussion of
he 7 essential elements that dem-
nstrate due diligence to prevent
nd detect improper conduct and
romote an organizational culture
hat encourages commitment to
ompliance with the law. These 7
lements are (1) standards and pro-
edures to prevent and detect crim-
nal conduct; (2) governing author-
ty oversight of the implementation
nd effectiveness of the compliance
rogram; (3) the appropriate dele-
ation of authority; (4) the effective
ommunication of standards through
raining and education, including
raining of the upper levels of the
rganization; (5) monitoring, au-
iting, and reporting systems, in-
luding mechanisms that allow for
nonymity or confidentiality; (6)
nforcement and discipline, in-
luding incentives for cooperation
ith compliance programs; and (7)

ppropriate and consistent re-
ponse on the detection of an of-
ense (eg, a corrective action plan,
rogram modifications).

EFICIT REDUCTION ACT

n addition to the recommenda-
ions made in the OIG’s model
rograms, health care providers
eed to take into consideration the
ederal Deficit Reduction Act of
005 (DRA) [1], which was signed
nto law on February 8, 2006. The

RA includes a requirement that
ll entities, which receive annual
edicaid payments of at least $5 h

0091
illion (Medicaid providers), have
n place various policies and proce-
ures that address the prevention of
raud, waste, and abuse. As the larg-
st health benefit program in the
nited States, Medicaid has seen a

remendous growth in payments
ver the last few years but still lacks
ederal oversight of the individual
tate program safeguards. To ad-
ress this concern, the federal gov-
rnment, under the DRA, is requir-
ng states to ensure that their

edicaid providers adopt compli-
nce programs to prevent and com-
at Medicaid fraud and abuse. In
ddition, the DRA offers financial
ncentives to the states if they enact
aws relating to false or fraudulent
laims that, among other things,
ontain provisions for rewarding
nd facilitating qui tam1 actions in
manner that is at least as effective
s the same provisions under federal
aw [2].

Although, as noted above, the
IG has for several years recom-
ended voluntary compliance pro-

rams for hospitals (as well as other
ypes of health care providers), the
RA is the first federal law to ex-

ressly require Medicaid providers
o have compliance programs as a
condition of payment.” The re-
uirements for a compliance pro-
ram under the DRA are consistent
ith the OIG’s model programs in

hat the DRA requirements focus

A qui tam action is a lawsuit under a statute,
hich gives to the plaintiff bringing the action a
art of the penalty recovered with the balance to
he state. The plaintiff describes himself or her-
elf as suing for the state as well as for himself or

erself.
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n policies describing the preven-
ion of fraud, waste, and abuse;
raining; and the protection of em-
loyees who make good-faith re-
orts of compliance violations to an
ntity’s compliance officer or gov-
rnment officials (eg, compliance
otline reports, whistleblowers).
owever, the DRA also requires a

etailed discussion of false-claims
aws and whistleblower protec-
ions. Specifically, the DRA re-
uires state Medicaid plans to com-
el Medicaid providers to have the
ollowing in place:

Written policies and procedures
for all employees (including
management), contractors, and
agents that provide detailed in-
formation on the federal false-
claims laws, federal administra-
tive remedies for false claims and
statements, any state laws per-
taining to civil or criminal penalties
for false claims and statements,
and whistleblower protections
under such laws, and the role of
these laws in preventing and de-
tecting fraud, waste, and abuse in
federal health care programs. Ex-
amples of laws that would be re-
quired to be included in such
policies include the federal False
Claims Act [3] and its whistle-
blower protections and the
Fraud Civil Remedies Act [4].
Written policies and procedures
for all employees detailing the
Medicaid Provider’s methods for
detecting and preventing fraud,
waste, and abuse, similar to the
policies already recommended in
the OIG’s model programs.
A section in any employee hand-
book (including codes of con-
duct and compliance manuals) of
the Medicaid provider that (1)
provides a specific discussion of
the laws described above, (2)
highlights the right of employees
to be protected as whistleblow-

ers, and (3) summarizes the enti- o
ty’s policies and procedures for
detecting and preventing fraud,
waste, and abuse.

Although not expressly stated
n the DRA, it is implied that any

edicaid provider that does not
omply with these compliance re-
uirements will not be entitled to
ubmit Medicaid claims, and if a

edicaid provider does submit
laims without having complied,
t could potentially be liable for
ubmitting false claims under the
ederal (and state, if applicable)
alse Claims Act. For Medicaid
roviders that receive Medicaid
evenues of $5 million or more,
his means that they must have
ompliance programs with writ-
en policies and procedures for
etecting and preventing fraud,
aste, and abuse (eg, a compli-

nce program that addresses the 7
lements from the Federal Sen-
encing Guidelines discussed on
he previous page), as well as a
ummary of federal and state laws
egarding false claims.

Furthermore, the policies and
rocedures regarding the federal
nd state false-claims laws must be
ade available to agents and con-

ractors, in addition to all employ-
es. For the purposes of the DRA,
he Centers for Medicare and Med-
caid Services has defined a “con-
ractor” or an “agent” to include
ny contractor, subcontractor, agent,
r person that or who, on behalf of
Medicaid provider, furnishes or

uthorizes the furnishing of Medic-
id health care items or services,
erforms billing or coding func-
ion, or is involved in the monitor-
ng of health care provided by the

edicaid provider.

TATE LAWS

he DRA also provides financial
ncentives to states to pass their

wn laws that establish liability for m
alse or fraudulent claims with re-
pect to payment by the states’

edicaid plans. For a state to avail
tself of such incentives, individual
tate law must have, at a minimum,
rovisions that (1) are at least as
ffective in rewarding and facilitat-
ng qui tam actions and (2) civil
enalties that are not less than the
mount of the civil penalty autho-
ized under the DRA. Because the
RA establishes only minimum re-

uirements, states may adopt laws
hat are applicable to a broader
ange of health care providers or
hat have requirements above and
eyond those required under DRA.
any states have already passed, or

re in the process of passing, laws
hat address qui tam actions and
alse claims. For example, New
ork recently passed legislation re-
uiring certain health care provid-
rs that receive Medicaid payments
eg, hospitals and individual pro-
iders with significant Medicaid re-
eivables) to adopt compliance pro-
rams that include, among other
hings, written policies on compli-
nce issues and nonretaliation against
histleblowers, a compliance offi-

er, training, good-faith reporting,
system for addressing reported

ompliance concerns, and policies
n disciplinary actions [5]. When
eveloping compliance programs,
ealth care providers need to be
ware of any requirements under
heir applicable states’ laws and not
imply review the applicability of,
nd compliance with, the DRA.

For more information on the in-
ividual state laws, the OIG [6]
osts on its Web site analysis of
ome of the state false-claims laws.
owever, it is important to note

hat states not listed on this Web
ite may still have compliance re-
uirements. Health care providers
hould conduct their own assess-

ents of state laws.
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ONCLUSION

ncreasingly, laws are being enacted
o require certain covered health
are providers to develop compli-
nce programs to prevent against
raud and abuse. Therefore, the first
tep health care providers need to
ake is to understand whether they
re covered by any of these laws. If
hey are, the requirements to be
et are generally described in the

pplicable law, such as the DRA.
ven those providers that are not

egally required to adopt compli-
nce programs should nevertheless

trongly consider developing them. b
functioning compliance program
an, among other things, be very
mportant when responding to
overnment allegations of billing
mproprieties or other similar al-
egations of wrongdoing. Regard-
ess of the reasons for developing
he compliance program, strong
onsideration should be given to
he framework established by the
ederal Sentencing Guidelines, as
ell as other legal requirements, if

ny. Health care providers with
trong compliance programs are
n a position to better prevent
gainst fraudulent or erroneous

illing and business practices and
ore readily defend themselves
gainst any suggestions of impro-
riety.
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