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Pharmaceutical industry gets
draft Guidance from OIG

by Geraldine S. Stroka ).D., R.N.

The Office of Inspector General (OIG) determined that the main risk areas for pharma-
ceutical manufacturers are issues relating to the integrity of the data used to establish
payment, kickbacks and other illegal remuneration, and compliance with laws regulat-
ing drug samples. These areas were included in the much-anticipated Draft Compliance
Guidance for Pharmaceutical Manufacturers issued by OIG on September 30, 2002.

On that same day, Janet Rehnquist, the Inspector General for the Department of
Health and Human Services (HHS), announced the Guidance during her address at
a joint meeting of the American Health Lawyers Association (AHLA) and the Health
Care Compliance Association (HCCA) in Washington, D.C. She also unveiled plans
for a combined (OIG, AHLA, and HCCA) effort in developing a pamphlet to assist
boards of directors in promoting compliance within their corporations.

Drug pricing and anti-kickback issues. Rehnquist stated that because phar-
maceutical companies report data used by federal and state healthcare programs in
establishing reimbursement rates, the pharmaceutical companies themselves are
responsible for the integrity of this data. Depending on the specific circumstances,
if the information supplied is inaccurate or false, the False Claims Act, civil money
penalties or the Anti-Kickback Statute could be triggered. Manufacturers’ prices
must accurately reflect rebates, discounts, coupons, or similar benefits.

Potential risk areas under the Anti-Kickback Statute could arise from pharmaceutical
manufacturers’ relationships with purchasers, physicians and other healthcare profession-
als, as well as sales agents. The risk occurs because the relationship could provide prohib-
ited inducements that ultimately impact the Medicare or Medicaid healthcare programs. If
the purpose of such a relationship is to create an inducement and the arrangement is not
protected under a safe harbor provision, an anti-kickback violation may occur.

Emphasizing that the government has, in the past, paid far too much for medica-
tions, Rehnquist faulted several drugpricing methods, the Average Wholesale Price
(AWP) and the “spread.” She stated the AWP, a drug reimbursement methodology
for prescription drugs under Medicare Part B, was “flawed,” because it may not repre-
sent the actual price paid. In addition, she stated that the “spread,” the difference
between the cost of the medication to the physician and the amount that government
programs paid for the medication, might be used as a marketing tool to lure physi-
cians. Rehnquist clarified that although pharmaceutical manufacturers do not di-
rectly bill the government for medications, they directly influence the spread. Anti-
kickback issues arise when there is evidence that drug prices are manipulated to
induce someone to purchase them and there is active marketing of the “spread.”




Also, pharmaceutical manufacturers
need to review their relationships with
physicians and their own sales staffs. Ata
minimum, all dealings with physicians
should follow the Pharmaceutical Code
on Interactions with Healthcare Profes-
sionals (PhRMA Code), a voluntary code
effective July 1, 2002. This Code was en-
acted by the Executive Committee of the
Pharmaceutical Research and Manufactur-
ers of America, and is available on its
Website at http://www.phrma.org. In
addition, manufacturers’ must review their
sales force arrangements to determine if
their compensation programs fit the safe
harbor for personal services arrangements
and employment. Such manufacturers
should also develop comprehensive train-
ing programs for these sales staffs.

Drug samples. Manufacturers need
to comply with the Prescription Drug Mar-
keting Act of 1987 (PDMA) which gov-
erns the distribution and sale of prescrip-
tion drugs or face sanctions under the Act.
Rehnquist stated, “Free is free;” if it is free
to a patient, it is free to the government.

Board of directors’ compliance
tool. Rehnquist announced that the
OIG, AHLA, and HCCA would de-
velop an educational pamphlet for
healthcare companies’ boards of direc-
tors. This pamphlet would contain
questions directors need to ask compli-
ance officers of the healthcare compa-
nies on whose board they serve. m
Draft OIG Compliance Program Guidance for Phar-
maceutical Manufacturers, 67 FR 62057, Oct. 3,
2002, 91151,018

Safe harbor provisions
for waivers of
coinsurance and
deductibles expanded

by Raio G. Krishnayya, J.D.
The Office of Inspector General (OIG)

has issued a proposed rule to expand
the safe harbors provided under the
Anti-Kickback Statute (42 U.S.C.
§1320a-7b(b)). The proposed rule
would grant safe harbor status to waiv-
ers of coinsurance and deductible un-

der the Medicare SELECT program for
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Fraud & Abuse (cont.)

beneficiaries under Medicare Part A or
B programs. Specifically, the proposed
safe harbor is designed to expand the
protection already granted to Medicare
SELECT policyholders. Currently, only
Medicare SELECT waivers for coinsur-
ance or deductibles that pertain to in-
patient hospital treatment are afforded
safe harbor protection. The proposed
rule would allow broader protection for
waivers associated with Part B cost-shar-
ing initiatives (i.e. beyond the inpatient
hospital waiver programs).

Medicare SELECT
waiver programs must
adhere to the guidelines
for acceptable waivers
issued by the Centers for
Medicare and Medicaid
Services (CMS).

The OIG listed several factors that
prompted expansion of the safe har-
bor provisions. For example, a study
had been conducted to determine how
the absence of a safe harbor could af-
fect expansion of the Medicare SE-
LECT networks beyond hospitals. The
result demonstrated that the absence
of such a safe harbor would severely
hinder such expansion.

Another factor was that congressional
intent in establishing the Medicare SE-
LECT program was to expand the SELECT
program to give beneficiaries wider latitude
in choosing supplemental insurance. How-
ever, the current safe harbor provisions re-
garding the Medicare SELECT program
have stifled such expansion.

In addition, reimbursement trends
have made significant changes. The trend
demonstrates that providers are attempt-
ing to move away from cost-based and
charge-based reimbursement programs to
prospective payment programs.

OIG has issued a caveat regarding the
expansion of this proposed safe harbor.
Medicare SELECT waiver programs
must adhere to the guidelines for ac-
ceptable waivers issued by the Centers
for Medicare and Medicaid Services

(CMS). The OIG predicted that charges
based on a fee-for-service reimburse-
ment method would probably not be
subject to an authorized waiver. Thus,
under this proposed safe harbor, CMS
would maintain exclusive control of the
Medicare SELECT program.
Comments regarding this proposed
safe harbor must be received by 5 p.m.
on October 25, 2002. m
Proposed Rule, 67 FR 60202, Sept. 25,2002,9100,916
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Proposed Health
Records Confidentiality
Act targets marketers

by Gordon R. Shea, J.D.

While congressional critics have spent
months threatening to undo the Bush
administration’s changes to the Privacy
Rule of the Health Insurance Portability
and Accountability Act (HIPAA), one of
the first actual steps in that direction has
now been taken: specific legislation has
been proposed to undo the Privacy Rule’s
marketing provisions.

The proposed legislation, titled the
Health Records Confidentiality Act of
2002, was drafted by Sen. Bill Nelson (D-
Florida) in late August. It aims to close
what Nelson and other advocates of strong
medical privacy protections call a market
ing “loophole” in HIPAA’s recently-final-
ized Privacy Rule —a loophole that Nelson
says “lets drug companies and pharmacies
mine and secretly profit from” patients’
“most private medical information.”

Pharmaceutical focus. The Nelson
proposal targets marketing efforts by
pharmaceutical companies. Under
Nelson’s legislative language, healthcare
providers and others that wished to sup-
ply pharmaceutical companies informa-
tion for marketing purposes would first
need to obtain patients’ written consent.
The proposal would exempt any commu-
nications that are “made as part of the
treatment of a patient” from the defini-
tion of marketing when such communi-
cations are “for the purpose of further-
ing” medical treatment.

The proposal would require pharma-
ceutical marketers to provide “clear and
conspicuous notice” to patients of the
marketers’ disclosure practices, and would
force marketers to obtain written patient
consent to each disclosure. It would also
return the focus of the Privacy Rule’s mar-
keting provisions to where it had been
under previous versions of the Rule: the
purposes of suspect communications.

Hybrid return? In some ways, the
proposals represent a hybrid of ideas that
were part of the Privacy Rule before the
Bush administration’s Department of

Health and Human Services (HHS)

changed the Rule earlier this year (albeit a
hybrid limited to pharmaceutical compa-
nies). Under an earlier version of the Pri-
vacy Rule favored by many Democrats,
“marketing” was defined as any commu-
nication that, as one of its purposes, en-
couraged recipients to use or purchase cer-
tain products or services. Other language
in the old version of the Rule would have
required marketers to inform recipients
of sales-type communications as to how
the recipients could stop receiving the
communications. More generally, this ear-
lier version of the Privacy Rule was built
around the idea of consent: healthcare
patients could not be subjected to un-
wanted marketing or disclosures of their
private health information unless they
consented beforehand, usually in writing.

Earlier this year, however, the Bush HHS
department changed all of this. Among
other alterations, HHS redefined the word
“marketing” as it was used in the law and
eliminated language that would have al-
lowed patients to opt out of receiving mar-
keting-related communications. As finalized
this August, the Bush version of the Pri-
vacy Rule no longer focuses on the pur-

poses of marketing-related communications.
The finalized Bush Privacy Rule also ex-
empts three particular classes of communi-
cations from its definition of marketing, and
eliminates both the law’s opt-out provisions
and its consent-based principle.

Florida at the fore. Nelson’s state of
Florida has been the setting for a number of
recent problematic marketing schemes involv-
ing pharmaceutical companies. For example,
pharmaceutical company Eli Lilly was re-
cently investigated by Florida’s attorney gen-
eral after it mailed unsolicited samples of
the anti-depressant drug Prozac to at least
two state residents. In another matter, phar-
maceutical retailer Eckerd recently settled
accusations that it buried marketing autho-
rizations within the fine print of forms that
customers were required to complete before
they picked up prescriptions.

Links to Sen. Nelson’s recent state-
ments on medical privacy and to the text
of his proposed legislative language ad-
dressing the pharmaceutical marketing
“loophole” of HIPAA are available at
http://billnelson.senate.gov/newpages,/
medicalpriv.cfm#. m
CCH Chicago Bureau, Oct. 3,2002
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On The Front Lines

You can’t have privacy without security
by Paris Cavic, J.D., MBA

With the finalization of the Health Insurance Portabili
(HIPAA) Privacy Rule, a vital component of privacy
securing the information—may have been given short shrift.
nizations have recognized and will continue to recognize that privacy cannot be
achieved while security is left in a vacuum, and therefore will begin to take steps
using the principles in the proposed security rule as guidance for securing their

electronically maintained individually identifiable health information.

The Department of Health and Human Services (HHS) pub-
lished a proposed rule for Security and Electronic Signature
Standards (“Security Standards”) on August 12, 1998, more than
four years ago. While this may seem like a millennium ago in the
information technology field, the basic security standards spelled
out in the proposed rule offer significant guidance for those cov-
ered entities seeking to secure their private, individually identifi-
able health information. Confidentiality is threatened not only by
the risk of improper access to electronically stored information,
but also by the risk of interception during electronic transmission
of the information.

In the proposed Security Standards, HHS proposes standards
for electronically maintained health information. The proposed
rule would mandate that health plans, healthcare clearinghouses,
and healthcare providers have Security Standards in place to com-
ply with the statutory requirement that healthcare information
and individually identifiable healthcare information be protected
to ensure privacy and confidentiality when such information is
electronically stored, maintained, or transmitted.

The security provisions of Section 262 of HIPAA applies to
any health plan, any healthcare clearinghouse, and any healthcare
provider that electronically maintains or transmits any health in-
formation relating to an individual.

Section 142.308 of the proposed rule would set forth the
security standard. HHS has recognized that there is no single
standard that integrates all the components of security (admin-
istrative procedures, physical safeguards, technical security ser-
vices, and technical mechanisms) that must be in place to pre-
serve health information confidentiality and privacy as defined
in the law. Therefore, HHS has proposed designating a new,
comprehensive standard, which defines the security require-
ments to be fulfilled. The high-level concepts that HHS has
based on the Security Standard are:

m The Security Standard must be comprehensive. Specifically, if a
system or communications between two systems were imple-
mented with technology meeting standards in a general system
security framework (identification and authentication; authori-
zation and access control; accountability; integrity and availabil-

ity; security of communication; and security administration),
that system would be essentially secure.

m The Security Standard must be “technologically neutral.”
HHS recognizes that technology is changing quickly, and
wants to factor in the flexibility for future advances in
security technology.

m The Security Standard would need to be scalable from the
smallest provider to the largest affected entities commensurate
with the operations and risks faced by the covered entities, and
the economic realities associated with safeguarding individually
identifiable health information.

Implementation Requirements

The Security Standard does not address the extent to which
a particular entity should implement specific features. Instead,
HHS would require that each affected entity assess its own
security needs and risks and devise, implement, and main-
tain appropriate security to address its business requirements.
How individual security requirements would be satisfied and
which technology to use would be business decisions that
each covered entity would have to make.

As a result of HHS’s collaborative Security Standard
development process, implementation of the proposed Se-
curity Standards, for purposes of presentation only, fall
into the following four categories:

Administrative procedures to guard data integ-
rity, confidentiality, and availability. These are docu-
mented, formal practices to manage the selection and execu-
tion of security measures to protect data and the conduct of
personnel in relation to the protection of data. Features for
the administrative procedures category that would be required
and are further detailed in the implementation requirements
of the proposed Security Standard are certification of secu-
rity compliance, chain of trust partner agreement, contin-
gency plan, formal mechanism for processing records, infor-
mation access control, internal audit, personnel security, se-
curity configuration management, security incident proce-
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dures, security management process, and termination and
training of personnel.

Physical safeguards to guard data integrity, confiden-
tiality, and availability. These are standards that relate to the
protection of physical computer systems and related buildings and
equipment from fire and other natural and environmental haz-
ards, as well as from intrusion. Physical safeguards also cover the
use of locks, keys, and administrative measures used to control
access to computer systems and facilities. Features for the physical
safeguards category that would be required and are further de-
tailed in the implementation requirements of the proposed Secu-
rity Standard are assigned security responsibility, media controls,
physical access controls, policy/guidelines on workstation use, se-
cure workstation location, and security awareness training.

Technical security services to guard data integrity,
confidentiality,and availability. These include the processes
that are put in place to protect and to control and monitor infor-
mation access. Features for the technical security services safe-
guards category that would be required and are further detailed
in the implementation requirements of the proposed Security
Standard are access control (procedure for emergency access would
be required to be implemented; in addition, at least one of the
following three implementation features must be implemented:
context-based access, roll-based access, or user-based access), au-
dit controls, authorization, data authentication, and entity au-
thentication (the following features would be required to be
implemented: automatic logoff, unique user identification, and
at least one of the other listed implementation features).

Technical security mechanisms. These include the pro-
cesses that are put in place to prevent unauthorized access to
data that is transmitted over a communications network. Fea-
tures for the technical security services safeguards category that
would be required and are further detailed in the implementa-
tion requirements of the proposed Security Standard are com-
munications/network controls. The following implementation
features would be required to be implemented: integrity con-
trols and message authentication. If communications or network-
ing is employed, one of the following implementation features
would also be required to be implemented: access controls or
encryption. In addition, if using a network, the following four
implementation features would be required to be implemented:
alarm, audit trail, entity authentication, and event reporting.

In the proposed Security Standards, the administrative require-
ments, physical safeguards, technical security services, and techni-
cal security mechanisms and supporting implementation features
are presented at proposed §142.308(a) through §142.308(d). HHS
would require each to be documented, would require the documen-
tation to be made available to those individuals responsible for imple-
menting the procedures, and would require it to be reviewed and
updated periodically. The matrix presented at 63 Fed. Reg. 43269
depicts the requirements and supporting implementation features
for each component of the proposed Security Standards.
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Integrating Security into Privacy

Taking into consideration HHS’s position that the Security Stan-
dards were developed to be comprehensive and technology neu-
tral, covered entities should begin to incorporate reasonable secu-
rity for the protection of personally identifiable health informa-
tion. Security requirements, whether they incorporate the pro-
posed Security Standards or current information technology stan-
dards, should be included in the Privacy Compliance Program.

Furthermore, the Privacy Rule offers guidance for the imple-
mentation of security measures at 45 CFR §164.530(c), which
requires a covered entity to have in place appropriate techni-
cal, administrative, and physical safeguards for the protec-
tion of individually identifiable health information.

Covered entities should, at a minimum, incorporate, de-
velop, and document the following in establishing security
standards for their organization:

Organizational risk assessment. The proposed Secu-
rity Standard requires that each healthcare entity engaged in
electronic maintenance or transmission of health informa-
tion assess potential risks and vulnerabilities to the individual
health data in its possession in electronic form.

Build security compliance infrastructure. This
would include the assignment of responsibility for overseeing
security within the covered entity, and the development of
entity specific representation within the security oversight
infrastructure, including representation from end users.

Develop policies and procedures. Policies and proce-
dures should be developed that define and document not
only the security requirements, but also the standards and
responsibility for maintaining the security program.

Implement reporting mechanisms. This would in-
clude reporting of security violations as well as reporting to
the highest levels of the organization.

Training. All employees should be indoctrinated, and regu-
larly refreshed, in the requirements of the security program
and their responsibilities in regard to maintaining the secu-
rity of individually identifiable health information.

Develop and implement auditing and monitoring.
Covered entities should utilize a regular audit of their inter-
nal security policies and procedures as well as utilize the au-
dit controls and mechanisms found in software.

The degree of development and documentation will have
to be scaled to the size of the organization and the risks iden-
tified within the security assessment. HHS recognizes that
the size and scope of a security program will differ from cov-
ered entity to covered entity.

Paris Cavic, JD, MBA, is the President of the Healthcare Compliance Group, LLC,
and a practicing attorney. Prior to forming the Healthcare Compliance Group,
LLC, Mr. Cavic worked with and for physicians, hospitals, and HMOs in many
areas of corporate compliance as a consultant and attorney. He may be reached

at parisesq@usa.net.



False Claims

Chandler and Dunleavy
could eliminate entire
class of FCA defendants

by Raio G. Krishnayya, J.D.

Although more than 100 years old, the False
Claims Act (FCA) has proven to be a con-
tinuously changing legal landscape. The next
term for the U.S. Supreme Court will be
proof of the FCA’s dynamic nature, when it
hears the case on appeal from the U.S. Court
of Appeals for the Seventh Circuit, United
States ex rel. Chandler v. Cook County. As
previously reported in Vol. 5, Issue 4 of the
CCH Healthcare Compliance Letter, two
cases have emerged that have resulted in a
divide among federal circuits, of whether
counties are “persons” and therefore, within
the purview of the FCA’s reach.

United States ex rel. Chandler v. Cook
County, the case heard by the Seventh
Circuit, held that counties were “persons”
under the FCA and thus, not entitled to
protection under the doctrine of sovereign
immunity. The result of Seventh Circuit’s
decision prompted Cook County to file
its request for U.S. Supreme Court review.
In June, the U.S. Supreme Court granted
that request for review; however, oral ar-
gument has not yet been scheduled.

The other case, United States ex rel.
Dunleavy v. County of Delaware, was heard
by the U.S. Court of Appeals for the Third
Circuit. The outcome of that case was ex
actly opposite of the Chandler case. In May,
Anthony Dunleavy filed his request for Su-
preme Court review, however, the Court has
neither granted nor denied this request.

Broad importance. The Supreme
Court’s decision with regard to the Chan-
dler case will carry broad FCA implica-
tions because their decision could effec-
tively eliminate an entire class of poten-
tial defendants from FCA liability. In the
healthcare arena these decisions directly
affect hospitals that are run by the county
government. Consider that according to
a 1997 health care survey conducted by
the U.S. Census Bureau, there are 1,591
government-run hospitals in the United
States. Thus, depending on the Supreme
Court’s interpretation of the term “per-
son” many of those hospitals could be
completely immune from FCA liability.

6

Indications. The Chandler case will be
argued against the backdrop of the Vermont
Agency of Natural Resources v. United States ex
rel. Stevens case (See CCH 9300,153). Ver-
mont Agency of Natural Resources is about a
former employee of a Vermontstate entity,
who filed a FCA claim against his former
employer for allegedly false claims submit-
ted to the U.S. Environmental Protection
Agency for reimbursement under federal pro-
grams. Facing the Supreme Court, was
whether a state agency was a “person” as
contemplated by the drafters of the FCA.
Additionally, had the Court found that a
state agency was a person then the Court
would have had to determine whether the
doctrine of Sovereign Immunity protected
a state agency from FCA liability.

The Court never reached the merits of
whether the Sovereign Immunity doctrine
applied because the preliminary question
was answered in the negative; the term “per-
son” was not intended to include state agen-
cies within its purview. The Court cited
three reasons for their conclusion. First,
the Court looked at the language through-
out the FCA. In one section of the FCA,
there is express inclusion of states (31 U.S.C
§ 3733 or the Civil Investigation Demand
(CID) provision). In the qui tam provision,
however, such express language was absent.
Therefore, the Court concluded that if
Congress had intended states to be part of
the qui tam provision or to be subject to
punitive damages under the FCA, Congress
would have included such language. Sec-
ond and historically, punitive damages gen-
erally may not be levied against governmen-
tal entities. Third, a comparison of similar
statutes like the Program Fraud Civil Rem-
edies Act of 1986 also indicates an absence
of language expressly holding state entities
liable. Furthermore, the Court noted that
in such circumstances, courts have not held
state entities liable where there is no actual
language of inclusion. This last point is the
extension of the first point.

In support of their positions, the county
entities in Chandler and Dunleavy would
probably assert the rationale of Stevens. How-
ever, their positions may not be as strong as
the State of Vermont in Stevens because they
would have to show that municipalities and
counties are simply extensions of the state

and thus, subject to constitutional protec-
tion of their sovereignty, just as the states
are. While this argument may be a stretch,
there is legal support as cited in the Dunleavy
petition for writ of certiorari (the formal re-
quest for Supreme Court review).

The case cited in the petition and relied
upon by municipalities and counties to avoid
being named in a FCA suit is a U.S. Court
of Appeals for the Fifth Circuit case, United
States ex rel. Garibaldi v. Orleans Parish School
Board. The case invoked a “city immunity”
doctrine, which protected municipalities
from the punitive damages clause. The ra-
tionale adopted by the Fifth Circuit is simi-
lar to that used in the Stevens case in that
punishing municipal tax payers (i.e. the costs
associated with punitive damages would be
spread among the tax payers in the form of
higher taxes) would be unjust.

The Garibaldi case is a strong case for
the county entities to cite for the primary
reason that it does not try to assume that
counties or municipalities are simply ex-
tensions of state entities (although it would
help their case if they could show that link).
Instead, that case takes the reasons that
the Supreme Court has articulated for pro-
tecting state entities and asserts that the
same reasons apply to protecting counties
and municipalities from the FCA vis-a-vis
protecting taxpayers from the unfair bur-
den of bearing the costs of punitive dam-
ages under the FCA.

Can they win? In light of this histori-
cally strong and unchallenged position,
supported by the arguments in Stevens,
why would the Seventh Circuit in Chan-
dler or Anthony Dunleavy hold that the
FCA could apply to counties? The answer
may be found in the way that the Seventh
Circuit structured its holding in Chandler.

If one were to hold the Chandler deci-
sion next to the Stevens decision, it appears
as if the Seventh Circuit were raising coun-
terpoints to each of the Supreme Court’s
reasons for protecting states, point by
point. Recall that the first rationale for
not finding states to be a “person” was
the language discrepancy between the dif-
ferent clauses in the FCA. Referencing
those same provisions, the Seventh Cir-
cuit drew exactly the opposite conclusion
but rather, as related to counties.
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The CID provision was added to
provide the Justice Department
with a new weapon to discover
fraud and investigate false claims
suits. That section defines “person”
as “any natural person, partner-
ship, corporation, association, or
other legal entity, including any
State or political subdivision of a
State.” The CID’s definition of
person at least demonstrates that
Congress intended that states and
their subdivisions be potential tar-
gets of false claim investigations.

Although the Seventh Circuit acknowl-
edged the Supreme Court’s argument
that without express language, there is
no clear intent on the part of Congress
to include a governmental entity, the
Seventh Circuit alluded to the glaring
question. Why would Congress explic-
itly allow the Attorney General to con-
duct FCA investigations on governmen-
tal entities and then prohibit further ac-
tion under the FCA if the investigation
revealed false or fraudulent claims?

Recall also that the second rationale by
the Supreme Court in Stevens was that
historically, governmental entities were not
subject to punitive damages. The Seventh
Circuit addressed this by referencing the
underlying policy behind this historical
phenomenon. Recall from the Garibaldi
decision, the argument that levying puni-
tive damages would result in the taxpayer
bearing the burden of paying the punitive
damages vis-a-vis increased taxes to com-
pensate for the damages. Furthermore, the
lack of limitations on the amount of puni-
tive damages allows juries unfettered dis-
cretion to impose exorbitant damages,
which, in turn, would be an even greater
burden on the taxpayer.

The Seventh Circuit, having raised these
policy considerations, countered them by
indicating that the unjust benefit derived
from a FCA violation by a governmental
entity would have already been conferred
on the taxpayer. Furthermore, the language
of the FCA’s punitive damages clause lim-
its the award under the punitive damages
clause. Finally, punitive damages under the
FCA are not assessed by juries but rather

False Claims (cont.)

by judges who are well versed in these policy
considerations, thus imposing safeguards
from the kinds of concerns that belie the
reasons for prohibiting governmental enti-
ties from being liable under the FCA.
Finally, in addressing the third point, the
Seventh Circuit makes note of several stat
utes that allow liability against governmen-
tal entities, particularly counties and mu-
nicipalities. However, the Seventh Circuit
makes a distinction with regard to statu-
tory comparisons with regard to counties
and municipalities. The court notes that
the constitutional issues that arise from
holding state agencies liable do not arise in
the context of “lesser entities” such as coun-
ties. Specifically for example, the Seventh
Circuit notes that unlike many Congres-
sional acts that reference Section 5 of the
Fourteenth Amendment as a basis for ex-
pressly including states, acts that apply to
counties and municipalities need not be
linked to such constitutional provisions.
Adopting much of the Chandler reason-
ing, Dunleavy argued the impracticality of
excluding counties and municipalities from
FCA liability. Broadly, Dunleavy points out
that federal funding of county and munici-
pal programs taps into a large budget: “Fed-
eral funds distributed to state and local gov-
ernments for such programs as low income
housing, education and public safety exceed
$200 billion annually. That level of funding
creates enormous opportunity — and enor-
mous temptation — for fraud by counties,
and the FCA is the weapon Congress has
created to combat that fraud.” Furthermore
he indicated that in light of the federal assis-
tance that is being distributed to cities af-
fected by the aftermath of the events of Sep-
tember 11, 2001, there is greater need for
oversight that can only be provided through
accountability through the FCA.

The catastrophic attacks of Septem-
ber 11, 2001, have caused the need
for disaster relief and public safety
assistance to cities to skyrocket. In
New York alone, the federal govern-
ment has provided billions of dol-
lars to assistance since September 11.
Local governments have also sought
dramatic increases in federal fund-
ing to assist in airport security, in-
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creased police presence, and other
safety issues. With this increased
funding comes the need for increased
oversight of federal spending. The
FCA is the strongest tool available
to detect and deter fraud on the fed-
eral fisc, including fraud by counties
and other local government entities.

Sovereign immunity. The Stevens case
left out whether state entities enjoyed sover-
eign immunity protection from the FCA
because the answer to the preliminary ques-
tion made answering the question of sover-
eign immunity moot. However, the issue may
arise in the Chandler case should the Court
hold that the FCA does apply to county and
municipalities. Yet, this defense may not carry
the day. Historically, the Court has held that
Congress must make a clear assertion that it
intends to abrogate state sovereignty, how-
ever, this same requirement is not mandated
in the case of municipal and county entities
since they are not constitutionally recognized
as separate sovereignties.

Conclusion. Clearly the outcome of
the Chandler case before the Supreme
Court will affect the FCA landscape. On
the one hand, the result could eliminate
an entire class of potential defendants
from whistleblower/FCA suits. On the
other, the result could implant a strong
defense for many governmental entities,
especially governmentally run healthcare
entities from FCA liability. But there are
broader, more practical implications.

In essence, by granting such immunity,
county and municipally run healthcare
providers, for example, would not be sub-
ject to the level of scrutiny as privately run
providers with regard to their billing prac-
tices. The importance of maintaining a
strong compliance program dedicated to
preventing the submission of false claims
would be diminished. Thus, in essence, this
could create another type of unfairness that
would impose a seemingly harsher level of
scrutiny on private healthcare entities, re-
quiring them to expend far more resources
than their governmental counterparts
on a compliance program that must be
actively engaged in preventing the sub-
mission of false claims. m
CCH Chicago Bureau, Sept. 2002



‘“Reverse dumping” fine
sticks despite no notice

by Geraldine S. Stroka, J.D., R.N.

Hospitals with specialized services should
review their Emergency Medical Treatment
and Active Labor Act (EMTALA)-related
policies and procedures. In the event that
a patienttransfer problem occurs, the hos-
pital could be fined without any recourse.

In August 2002, St. Anthony lost a five-
year battle with the United States Depart-
ment of Health and Human Services (HHS)
over its failure to accept a patient transfer
requiring its specialized capabilities, known
in EMTALA circles as “reverse dumping.”
Judicial deference to agency determinations
and regulation interpretation resulted in the
denial of St. Anthony’s petition to overturn
a Departmental Appeals Board (DAB) de-
termination levying a $35,000 fine for an
EMTALA violation.

Specialized services needed.
This suit resulted from a 1995 incident
involving a severely injured accident vic-
tim who was brought to Shawnee Re-
gional Hospital, a small hospital. The
Emergency Department (ED) physician
determined that the patient required
services unavailable at Shawnee. He ar-
ranged a transfer to an appropriate hos-
pital, University Hospital, and the pa-
tient was placed in an ambulance for
the trip, only to return when his medi-
cal condition deteriorated.

The Shawnee ED physician, recogniz-
ing that the life-threatening trauma injury
required surgery, started to stabilize the
patient and contacted an air-ambulance ser-
vice to transport him to University Hos-
pital. When informed of the need for sur-
gery, the University Hospital ED physi-
cian said that he was unable to accept the
patient due to existing emergency surger-
ies. St. Anthony Hospital, equipped with
the services needed, was called. St.
Anthony’s ED physician deferred the
transfer decision to the surgeon who
would perform the operation. The surgeon
refused to accept the patient; eventually
the patient was transferred via air ambu-
lance, to another hospital.

EMTALA violation. Allegations of an
EMTALA violation were brought against
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Shawnee Hospital and were referred, in
accordance with the EMTALA regulations,
to an appropriate peer review organization
(PRO). Shanwnee was given the opportu-
nity to respond and submit additional in-
formation resulting in the determination
that it did not have the capacity to stabilize
this patient. However, St. Anthony was not
given any notice of the PRO proceedings
or any opportunity to respond.

The PRO determined that an emergency
medical condition existed and transfer was
appropriate. In May 1998, the Office of In-
spector General notified St. Anthony that
it wanted to impose a $50,000 civil mon-
etary penalty (CMP) for failure to accept
this patient. Prior to the ALJ hearing, St.
Anthony attempted to dismiss the agency’s
actions stating that it was premature given
St. Anthony’s peer review rights under
EMTALA (42 U.S.C. §1320c-3(a)(16)). In
a subsequent hearing, the Administrative
Law Judge (ALJ) denied St. Anthony’s mo-
tion stating that it was unsupported by any
EMTALA provision. Following that hear-
ing, St. Anthony was charged with refus-
ing an appropriate transfer, violating the
reverse dumping provisions of EMTALA,
and was required to pay a $25,000 CMP.
The ALJ never considered the applicability
of the EMTALA provisions granting a hos-
pital subject to PRO review, like St. An-
thony and Shawnee Regional Hospital, cer-
tain procedural rights.

DAB Decision. St. Anthony appealed
the ALJ’s determination to the DAB. The
DAB did not address the PRO issue but
reviewed the ALJ’s decision to see if the
findings were “supported by substantial
evidence on the whole record.” The DAB:
(1) overruled the ALJ’s conclusion that an
individual’s medical stability, as defined by
EMTALA, was irrelevant in determining if
reverse dumping had occurred, (2) upheld
the ALJ's determination regarding the
patient’s stability as supported by substan-
tial evidence, (3) reviewed the PRO’s report
concluding that the transfer was warranted
despite the likelihood of deterioration, and
(4) increased the CMP to $35,000.

PRO and transfer-based appeal. St.
Anthony’s multi-issue appeal centered on
two questions: (1) should the agency have
sought an expert opinion from the PRO

concerning issues relating to the hospital’s
liability, and (2) applying state law, did St.
Anthony refuse an appropriate patient
transfer! The standard for review (42
U.S.C. §1320(a)-7a(e)) states that “the find-
ings of the Secretary with respect to ques-
tion of fact, if supported by substantial evi-
dence on the record considered as a whole,
shall be conclusive.” The practical applica-
tion of this standard is that courts must
give the agency’s interpretation controlling
weight unless it is plainly erroneous or in-
consistent with the regulation.

The critical issue in this case was HHS's
contention that despite its failure to provide
St. Anthony notice of the PRO review re-
quired under EMTALA, the EMTALA peer-
review provisions were satisfied. The Tenth
Circuit disagreed with HHS'’s contention,
citing specific EMTALA provisions requir-
ing review before sanctions could be effected,
the necessity for a PRO review where a medi-
cal opinion is required to determine liabil-
ity, and a finding that there could not be a
determination of patient stability without a
medical opinion. Because both parties to
the suit agreed that stability of an emergency
medical condition was relevant to determine
a hospital’s liability under EMTALA provi-
sions (42 U.S.C. §1395dd(g) and (d)(1)), it
concluded that St. Anthony was entitled to
PRO review.

HHS wins despite EMTALA non-
compliance. However, despite HHS’s
admitted failure to comply with the PRO
provisions of EMTALA, the Tenth Cir-
cuit refused to modify or set aside the
agency’s determination. The court rea-
soned that despite the lack of notice to St.
Anthony concerning the PRO review, St.
Anthony failed to demonstrate that it was
prejudiced by its nonparticipation in the
PRO process. The opinion continually
cites St. Anthony’s failure to present evi-
dence before the ALJ and DAB, and also
stated that St. Anthony bore the burden
of presenting affirmative defenses and any
mitigating circumstances. The court then
proceeded to review each of the many
hospital’s contentions under the standard
found in 42 U.S.C. §1320a-7(c). m
St. Anthony Hospital v. United States Department of
Health and Human Services, 10" Cir.,, No. 00-9529,
Aug. 28,2002, /801,034
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