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% he resule of recent civil and crimi-

nal fraud enforcement actions has

raised the stzkes for business orga-
nizatiens related o the quality of care, medi-
cal necessity, and reasonableness of providing
health care services. The involvement of
fcderal and state 1.':1W cnf(}rcement in pursu-
ing “quality of care,” “medical necessity,” and
“reasonableness” prosecutions requires health
care business organizations to more pasticu-
larly address compliance issues refated o

the type of care and treatment they provide.
The ovessight of the guality of care, medical
necessity, and reasonableness of heaith care
services is nething new for these osganiza-
tions, However, the involvement of the law
enforcement community with these issues
elevares the need for this oversight and likely
requires different methods 1 address this

growing risk for heaith care organizations.

These developments present challenges

because decisions about the quality of care,

medical necessity, and reasonableness of care
are made on a diffuse basis in most health
care organizations, primarily by practicing
physicians. (See 42 U.S.C. § 1395 and cor-
responding case law.) The histotical overview
of these initial physician determinations

has typicaily been made by Medicare and
Medicaid contractors who process claims for
reimbursement. (See 54 Fed. Reg. at 4305.)
A further review is undertaken at the hospital
level through its own utilization review mech-
anisms in conjunction with quality improve-
ment organizations (QIO), formerly known
as peer review organizations. (See 42 U.S.C,
§ 1320c¢-5.) These determinations about the
quality of care, medical necessity, and reason-
ableness of health care services, however, have
apparently proved to be insufficient to detet
criminal and civil enforcement actions by che
Department of Justice, the Attorneys General,
the Medicaid Fraud Contrel Units of the
different states, and the Office of Inspector

General of Health and Human Services.

Furthermore, the advent of “whistleblower
suits” based on the quality of care, medical
necessity, and reasonableness of health care
services, under the United States False Claims
Act, has had a profound affect on federal and
state enforcement agendas. The legacy of
enforcement actions commenced in the nurs-
ing home industty. The enforcement actions
and case law involving nursing homes, which

we have scen over the years, focused on long-

Quality of care,
medical necessity,
bleness of

term caze services or the abdication of those
services, which in turn raised the specrer of
“worthless” services. The courrs have found
that the provision of worthless services by
health care providers could be a basis for
False Clairns Act liability. The underlying
theory has been that the worthless services
are aralogous to services which have not been
provided or thar the services were so neglect-
ful as to constitute no care at all. Accordingly,
a claim for such worthless services can be
considered a false or fraudulent claim under

the False Claims Act.

The enforcement actions whick have been
brought against the hospital and physician
segments of the health care industry have
been based or a “deficient or worthless ser-
vice” theory of lizbility or that the services
were not “medical necessary or teasonable.”
There is a staturory provision under the
Medicare and Medicaid programs which
specifically excludes from coverage any
iterns or services which are not reasonable
and necessary for the diagnosis or ueat-
ment of illness or injury. [See 42 US.C. §
1395y(a)(1)(A} (Medicare} and 42 U.S.C.
§ 1396a (Medicaid)] This basis of liabilicy
has proven more actionable under criminal
and clvil fraud theories than the quality-of-
care basis of liability which developed in the
nursing home industry. The reason for this
alternative theory of liability, with its statu-
tory underpinnings, is thac the standard for
liability for quatity-of-care actions under the
False Claims Act is a rather difficult sandard
for relators and/or the Department of Justice
to establish, The leading decision addressing
quality-of-care allegations against a physician
group practice stated the following:
The False Claims Act was not designed for
use as a blunt instrument o enforce com-
pliance with all medical regulations - but
rather only those regulations that are a pre-

conditior: te payment — and 1o construe

Health Care Compliance Association * 888-380-8373 + wwwheea-info.org



the impliedly false certification theory in
an expansive fashion would improperly
broaden the Act’s reach. Moreover, a lim-
ited application of implied cerrification in
the health care field reconciles, on the one
hand, the need o enforce the Medicare
statute with, on the other hand, the active
role actors outside the Federal Govern-
ment play in assuring that appropriate
standards of medical care are met. Interests
of federalism counsel that the regulation of
heaith and safety matters is primarily, and
historically, 2 marter of local concern.

See U.S. ex rel. Mikes v. Strauss, 274 F3d

87, 699-700 (2d Cir. 2001)]

ke Court in Aikes went on o say that
permitting qui tam plaintiffs o assest that
efendant’s qualisy of care failed o meet
aedical standatds would promote federaliza-
ion of medical malpractice, as the Federal
overnment or the qui tam relacor would
zplace the aggrieved patient as plaindff”

d. at 700. The Court of Appeals went on

o observe that “the courts are not the best
arum to resolve medical issues concerning
avels of care. State, local or private medical
gencies, boards and societies are better suited

o mentor quality of caze issues.” Id.

“he Mikes decision and another decision
avolving a nursing home defendant, I7.S.

v NHC Healthcare Corp. (115 E Supp.

'd 1149 (W.D. Ma. 2000)] both concluded
biat the False Claims Act “may propery be
nvoked i a defendant’s services are so defi-
fent as to be worthless.” However, the courts
Iso agreed the False Claims Act should not
e used to call into question 2 health care pro-
ider’s judgment regarding a specific course

if treatment. Thus, these courts have limited
he False Claims Act from becoming a federal
nalpracrice starute. [See U.S. ex rel. Phillips
t al. v Permian Residential Care Center,
i76 . Supp. 2d 879 (W.D. Tex. 2005)]
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Quality of care, medical necessity, and reason-
ableness of health care services has, neverthe-
less, become a growing basis for whistleblower
claims under the False Claims Act. A number
of cases that have been both reported and
filed and under seai are currently being
investigated by law enforcement. This places
hospitals, as well as physicians, In a vulner-
able position and a risk for being named

a defendant against chese types of allega-
tions., A physician typically makes the initial
quality-of-care or medical necessity decision
in the hospizal serting, yet the hospital is
accountable for this physician’s decision and
vicariously liable for the care and treatment of
pattents in its facility. The growing basis for
whistleblower claims places the hospiral in the
untenable position of having to more closely
monitor the quality of care, medical necessiry,
and reasonableness of physician services,
without necessarily having the cype of control
over the physician medical staff necessary 1o

effectively monitor those services.

A number of cases involving both criminal
and civil fraud enforcement have highlighted
the risks for health care facilities for quatity
of care, medical necessity, and reasonableness
of services. The United Memortal Hospital
case involved the criminal prosecution and
cenviction of a medicaf staff physician, the
physician chief of the medical staff, the
physician chief of emergency medicine, and
the chief executive officer of the hospital, as
well as a criminal conviction of the corporate
hospital entity iself. This case is likely the
most egregious example of the consequences
of failure zo address quality of care, medical
necessity, and reasonableness issues in the

physician/hospital setting.

The Redding Hospital case in California 2
few years ago is another case which invelved
altegations of over-utilization and lack of

medical necessity and reasonableness for car-

diac stent procedures in the operating room

of the hospital. These allegations resulted in
administrative sanctions and enforcement
actions against individual physicians and the
hospital. These types of cases are now being
investigated and pursued by whisteblowers
and the Department of Justice and Atrorneys
General as the basis for False Claims Act
liabiity, with varying levels of allegations
involving the quality of care, medical neces-
sity, and reasonableness of care. Accordingly,
individuals and organizations are busy de-
fending themselves against aflegations based
on these issues in ctiminal and civil enforce-
ment actions. A mote thorough discussion of
the allegations and evidence involved in these
cases is outside the scope of this article, but
will be discussed at furure HCCA Compli-

ance Conferences.

Some warning signals have already been iden-

tified and lessons learned from the cases that

have arisen over the last several years, The

following would appear to be some signifi-

cant warnings:

8 Medical seaff physician’s privileges re-
stricted at other hospitals

8 Complaints from nursing, operating room,
and medical staff

8 Quantity of patients and explosive growth
of practice

Negligent credentialing and peer review

B Cloned medical records: inadequate his-
tory and physicals; diagnosis inconsistent
with trearment and/or trearment regardless
of medical necessity or reasonableness

History of malpractice complaints and
related complications

Evidence of financial motivation superced-
ing quality-of-care and medical necessity
considerations

# Conlflicss of interest compromising
arganizational governance and compliance
activities for the organization

Continued on page 40
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Guality of care
.continued from page 39

The lessons learned from

cases thus far are:

8 Don't be aftzid to “lknow
which way the wind is
blowing” when you sce the
warning signals,

8% Investigate whenever it appears
there may have been a pattera of billing for
deficient and/or unnecessary medical ser-
vices. If the medical necessity is unclear, do
not bili for the service and make restitution
where necessary.

B Do not tolerate conflicts of intezest in
organizationa governance and in addressing
compliance matters, especially those relared
to “quality of care” matters.

B Given the law on collective corporate re-
sponsibiticy and deliberate ignorance under
the False Claims Act, take listle comfort in
the fact thart specific, high-level hospital offi-
cials didnt know about the pattern of billing

for unnecessary medical services.

The faiture of a hospital, or other health care
organization, to effectively audit and monitor
quality of care, medical necessity, and reason-
ableness of services will sutely result in potential
liability, given the current enforcement environ-

ment. B
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Compliance Certification Board
(HCCB) compliance certification -
examination is available in all 50 5
states. Join your peers and become

Certified i in Healthcare Cemplzance' . :
(CHCQ). :

CHC cemﬁcauon beneﬁts-

i Enhances the credibility of the
r_,omplié.nce practitioner

B Enhances the credibility of the
compliance programs staffed by these cersified
profﬂssionalé

B Assures that each certified compliance
practitioner has the broad knowledge base

necessary w perform the compliance function

&5

Establishes professional standards and status

for compliance professionals

Facilitates compliance work for compliance
practitioness in dealing with other professionals
in the industry, such as physicians and
attorneys

& Demonstrates the hard work and dedication

necessary to perform the compliance task

Since June 26, 2000, when CHC certification
became available, hundseds of your colleagues
have become Certified in Healthcare Compliance.
Linda Wolverton, CHC, says she sought CHC
certification because “many knowledgeable people
waork in compliance and I wanted my peers to
recognize me as one of their own.”

For more information about CHC certification,
please call 888/580-8373, e-mail hecb@heca-info.
org ot click on the HCCB Certification button on
the HCCA Web site at wanw heca-info.org.
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Congratuéatlons on
achieving CHC status!

The Health Care Compliance
Certification Board announces that
the following individuals have recently
successfully completed the Certified
in Healthcare Compliance (CHC)
examination, earning CHC designatior
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Shirley Komoto

Jennifer R. Lee
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Kelli Ann Meyer
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Mary Ann K, Ol
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Sandra J. Puka
Jennifer R. Prleo

Dana L. Read
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