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Introduction
In the pantheon of healthcare fraud

and abuse laws – based upon dollars
recovered – stand the False Claims Act
(“FCA”)1 and the Anti-Kickback
Statute.2 Besides criminal prosecutions
under the Anti-Kickback statute, essen-
tially all substantial FCA settlements
have included an allegation of and a
release for a governmental claim that the
defendant had breached the Anti-
Kickback statute.3

Long ignored by the government in
its law enforcement efforts under the
FCA has been the Ethics in Patient
Referrals Act, which is better known as
the Stark Law.4 The Stark Law was
initially passed in 1989 and applied to
referrals of Medicare patients for clinical
laboratory services made on or after

January 1, 1992 by physicians with a
prohibited financial relationship with a
clinical lab provider (known as Stark I).5

In 1993, Congress extended the Stark
Law to referrals for ten additional desig-
nated health services (known as Stark
II).6 The Stark legislation has triggered
several rounds of rulemaking as the
Health Care Financing Administration,
now known as the Centers for Medicare
and Medicaid Services (“CMS”), has
sought to define several of the statute’s
ambiguous terms.7 The rulemaking
process is not yet complete.8

Most defense counsel had reasonably
assumed that the basis for the govern-
ment’s reluctance to invoke the Stark
Law in FCA actions was the fact that the
government has not issued final regula-
tions interpreting the full scope of the
Stark Law. The logic underlying the
assumption is that if a statute is so vague
that it requires several rounds of rulemak-
ing spanning more than a half dozen
years and yet the government still has not
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2000-2001 Officers and Council of the ABA Health Law 
Section are as follows:

This year the Section celebrates its fifth anniversary as
a full-fledged Section of the American Bar Association.
First developed in 1976 as an ABA forum, the Health Law
Section is the only forum to attain Section status. As we
enter the beginning of the new ABA year, it seems like a
good time to reflect on where the Section has been, and
more importantly, where it is headed.

Five years ago under the leadership of E. Paul
Herrington, III, the Forum on Health Law lobbied for and
won Section status. Why was this important? Section
status gave the Section a voice in the legislative activities
of the ABA and allowed us to have two Delegates to the
ABA House of Delegates. Without this move, the Section
would not have as much opportunity to influence ABA
policy on health law related matters as we do now. 

Four years ago the Section recognized the need to fully
support its important works and went from a part-time
director to a full time director with two additional staff
members. We have built a strong team with the help of a
committed, talented leadership. This team is essential as
we move forward on a number of Section projects and
legislative initiatives.

Three years ago the Section began developing its ten
Interest Groups. It is through these entities that the
Section’s major work is done. They develop CLE programs,
review and comment on legislative activities, provide
material for The Health Lawyer, and address important
Section issues. The Interest Groups are evolving entities.
For example, the Clinical Ethical Issues Interest Group broad-
ened its focus this year to encompass the field’s changing
emphasis on technology and the important questions aris-
ing from it, changing its name to the Medical Research,
Biotechnology & Clinical Ethical Issues Interest Group. The
Transactional & Business Healthcare Interest Group will focus
on complex health care transactions in the upcoming year.
Look for all of the Interest Groups to make significant
headway in developing their agendas to meet their
constituents’ interests and needs.

Two years ago the Section initiated its first Midyear
meeting, centered around the Emerging Issues program. We
looked at how legislation in both the Clinton and Bush
administrations affected health law, how we dealt with tran-
sitions in the changing business of healthcare, and what
impact technology was having on the delivery of healthcare
and on the various reporting requirements. We also looked
at the newly released Stark II, HIPAA, and Intermediate
Sanctions regulations. The calendar year ahead will mark
the Section’s Third Annual Midyear meeting. The Emerging
Issues program will take place at the end of February in
Scottsdale, AZ. Section leaders and our membership will
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arrived at a definitive conclusion
regarding the proper scope and interpre-
tation of the statute, how could
defendants rightfully be charged with
knowing and understanding the full
scope of the statute such that they are
subjected to treble damages and civil
penalties for breaching the Act’s unde-
fined terms? 

Notwithstanding the government’s
failure to issue final rules interpreting
the Stark Law in its entirety, the
government has recently intervened in
several qui tam actions alleging that
various defendants have violated the
FCA because they knowingly violated
the Stark Law. The government’s shift
in enforcement strategy will trigger the
development of important, new case
law under the FCA regarding the scope
of that statute. 

Set forth below is a description of
the government’s theories in its
complaints alleging a violation of the
Stark Law based upon a violation of the
FCA and a discussion of its strategy for
invoking the Stark Law rather than the
Anti-Kickback Statute in recent litiga-
tion. Further, various defenses that are
likely to arise in the short term to 
challenge the government’s theory 
are addressed. 

The Government’s Recent
Actions Employing the
Stark Law to Enforce 
the FCA

Recently, the government has
intervened in high profile qui tam
actions asserting that defendants
breached the FCA because they
allegedly breached the Stark Law.
These cases are noteworthy both
because the government asserted its
view in court that a violation of the
Stark Law can result in a violation of
the FCA and because, in some of these
actions, the government expressly
disavowed any claim that the defen-

dants’ conduct resulted in a violation of
the Anti-Kickback Law and instead
asserted that the allegedly improper
conduct only violated the Stark Law,
thereby indicating its intent in the
future to employ the Stark Law, rather
than the Anti-Kickback Law, as its
enforcement vehicle of choice in FCA
cases involving physician referrals. 

On February 15, 2001, the United
States intervened in a whistleblower
action filed against Tenet Healthcare
Corporation contending that it violated
the FCA because it knowingly paid an
inflated price to acquire physician prac-
tices in South Florida to induce those
physicians to refer to Tenet owned facil-
ities in violation of the Stark Law and
the Anti-Kickback Act.9 The relator in
that action was formerly a Chief
Executive Officer of Tenet’s Physician
Services for the Florida Region from
January to July 1996.10 He claimed that
Tenet paid more than fair market value
for physician practices to induce the
physicians to make referrals to Tenet
facilities.11 Specifically, the relator
contended that the amounts paid to
physicians exceeded “the annual
compensation received by virtually all
similar health care professionals across
the country” and that the physician
practice appraisals, productivity studies,
and “comparisons of physician compen-
sation to practice net revenue” all
demonstrated that the physician
compensation “was not financially justi-
fied.”12 The United States intervened in
the relator’s action and stated in its
Notice of Intervention that Tenet’s
alleged conduct violated the Stark
Law.13 Interestingly, however, the
United States expressly declined to
intervene in the relator’s assertion 
that the same conduct violated the
Anti-Kickback Act.14

The government’s position in the
Tenet case was a harbinger of the posi-
tion the United States would take one
month later in the HCA – The
Healthcare Company (“HCA”) cases. In

United States ex. rel. King v. HCA – the
Healthcare Company, et al.; United Sates
ex rel. Mroz v. HCA – the Healthcare
Company, et al.; United States ex rel.
Thompson v. HCA – the Healthcare
Company,15 the government contended
that the defendants had breached the
Stark Law and the Anti-Kickback Act
because defendants had offered remu-
neration to physicians in various forms,
including but not limited to (1)
payments enabling the physicians to
purchase partnership interests in defen-
dants’ local hospitals; (2) loans offered
to physicians with the understanding
that no interest and/or repayment would
be required; (3) various lease benefits,
including free and reduced rent and free
remodeling; (4) directorship contracts
that provided for payments to physicians
not required to perform any duties; (5)
lavish trips for physicians and their
spouses; (6) free pharmaceuticals; (7)
salary payments to physicians’ employ-
ees; and (8) excessive payments for
businesses owned by physicians.16

As specific examples of violations,
the government alleged that the defen-
dants engaged in some of the following
conduct:

• “Preferential Investment Oppor-
tunities” – The government
alleged that the defendants, in
selling subscriptions for a partner-
ship it would forge with local
physicians, had targeted and
solicited only those physicians
who maintained the types of
practices that routinely refer
patients to hospitals and other
health care facilities for inpatient
and/or outpatient care. Further,
defendants allegedly informed
physicians that projected dis-
tributions would be directly
linked to patient referrals such
that “if they referred X number 
of patients, their expected distrib-
ution would be Y, and that as
their referrals increased, so would
their distributions.”17

The Government Unleashes the Stark Law to Enforce the False Claims Act
continued from page 1

continued on page 4continued on page 4



4

• “Sham Equity Investments” –
The government alleged that the
defendants had offered and
provided investments to physi-
cians at minimal or no out of
pocket cost to the physicians for
the express purpose of inducing
referrals. According to the
government when the defendants
loaned funds to physicians,
pursuant to the issuance of a
promissory note, the defendants’
officials “assured physicians that
the promissory note investment
vehicles were ‘risk free’ and that
‘no personal money’ would be
involved” and that the physi-
cians’ belief was “evidenced by
one physician’s failure to list the
note on a loan application,
despite listing other debts.”18

• “Sham Loans Not Related to
Partnership Units” – The govern-
ment alleged that the defendants
at times made personal and busi-
ness loans to physicians “to
garner their patient referrals.”
The government further con-
tended that the defendants made
minimal or no collection efforts
on such loans and took no efforts
to enforce the terms of the
promissory note if a physician was
delinquent or in default.19

• “Sham Medical Office Building
(MOB) Leases” – The govern-
ment contended that the
defendants had entered into
“certain ‘side letter’ agreements
with the physicians with addi-
tional remuneration including
free rent, free parking spaces,
reduced rent, and free remodeling
among other things.”20 Further,
the government alleged that
defendants would provide below
market rent to physicians so that
they would locate their office on
the campus of the hospital and
refer their patients to the hospital
and paid “generous cash moving

expenses” to offset relocation
expenses as well as advertising
and announcement support.21

• “Sham Property Transactions” –
The government alleged that the
defendants evaluated the
construction of an MOB based
upon the combination of rental
revenue and “Hospital Impact
From Recruitment” and not
simply the rental revenue the
market could generate for the
space and that on one occasion
they approved construction of a
MOB “purely on the basis of the
value and volume of referrals the
new building’s primary tenant
could generate.” The government
further alleged that the defen-
dants “frequently overpaid and/or
had no legitimate purpose for the
space acquired or leased” from
referring physicians and that
defendants would incur “unneces-
sary expense to relieve physicians
of lease or ownership burdens to
enable them to move their prac-
tices, and their referrals, to
[defendants] facilities.”22

• “Sham Personal Service Agree-
ments (PSAs)” – The government
alleged that the defendants had
entered into certain medical
directorship and/or consulting
agreements with physicians. For
example, the United States
referred to one 80 bed psychiatric
hospital that had an average
patient occupancy rate of approx-
imately 54 percent and yet had
“in existence twenty-two direc-
torships with physicians, at least
seventeen of whom performed no
work as directors.” Further, the
government contended that at
one point the “sham directorships
included, among others: medical
directors of ‘Bicultural,’ ‘Advertis-
ing,’ ‘P.R.,’ ‘Spiritual Programming,’
and ‘Adjunctive.’”23

• “Improper Gratuities” – The
government asserted that the
defendants had provided illegal
remuneration in the form of
lavish out of town trips for physi-
cians, their spouses and their
families as a reward for reaching
specific referral goals. These trips,
according to the government,
included various fishing trips to
Alaska, the Amazon, Venezuela,
Costa Rica, and dove hunting 
in Mexico.24

• “Free Pharmaceuticals” – The
government contended that the
defendants provided illegal remu-
neration to certain physicians in
the form of free pharmaceuticals
at the pharmacies at their facili-
ties as an inducement for patient
referrals and that at least one
physician would in turn sell “the
medication he acquired for free
… to his patients, and kept the
proceeds for himself.”25

In the government’s complaints in
the HCA case, as in the Tenet case, the
government distinguished between
alleged violations of the Stark Law and
alleged violations of the Anti-Kickback
Act. For example, in the HCA case, the
government set forth specific unlawful
remuneration paid from the hospitals to
physicians that the government alleged
breached the Stark Law, but not the
Anti-Kickback Act, and concerned
remuneration paid “to physicians with
whom the hospital had no written PSA
or other document memorializing the
purpose or consideration the hospital
received for the payment.”26

In describing how the PSA can
violate the Stark Law, the government
noted in the complaint that the Stark
Law would necessarily be breached
when the compensation paid to the
physician exceeded fair market value:

For example, compensation paid to
a referring physician serving as a
consultant to a hospital will fall

The Government Unleashes the Stark Law to Enforce the False Claims Act
continued from page 3
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within an exception to the statute
if the contract (1) is in writing and
signed by the parties; (2) is for a
term of a least one year; (3) speci-
fies the services covered, covers all
the services to be provided by the
physician, and the aggregate of
such services is reasonable and
necessary for the legitimate busi-
ness purposes of the hospital; and
(4) sets the payment for contract
services in advance, consistent
with fair market value for services
actually rendered, not talking into
account the volume or value of the
referrals or other business generated
between the parties. 42 U.S.C. §
1395nn(e)(3). Thus, compensation
paid to a physician (directly or
indirectly) under a medical direc-
torship that exceeds fair market
value, or for which no actual
services are required, triggers the
referral and payment prohibitions
of Stark II with respect to desig-
nated health services referred by
that physician.27

Similarly, the government asserted
that hospital leases with physicians
would necessarily be breached when
payment under those leases were not set
at fair market value:

[O]ffice space leased to a referring
physician falls within such an
exception if (1) the lease is in writ-
ing signed by the parties; (2) the
lease is for a term of at least a year;
(3) the space does not exceed that
which is reasonable and necessary
for the legitimate business purposes
of the hospital; (4) the rent for that
space is set in advance; (5) the total
payment over the term of the lease
is consistent with fair market value
and is not determined in a way that
takes into account the volume or
value of referrals or other business
generated between the parties; and
(6) the lease would be commer-
cially reasonable even if no referrals
were made between the parties. 42
U.S.C. § 1395nn(e)(1)(A). Thus,
rents paid (directly or indirectly) by
a physician to a hospital that are

below fair market value trigger the
referral and payment prohibitions of
Stark II with respect to designated
health services ordered, referred or
arranged for by that physician.28

The Government’s
Apparent Strategy To
Invoke The Stark Law
Rather Than The Anti-
Kickback Law In Cases
Where Both Statutes May
Otherwise Apply

Historically, in FCA actions, the
United States had alleged a violation of
the Anti-Kickback Act created FCA
liability but has not, until very recently,
alleged that a violation of the Stark
Law creates FCA liability. As noted,
the perception was that, because of the
uncertainty regarding the government’s
shifting interpretation of the Stark Law,
the Stark Law could not operate as a
vehicle to enforce the FCA – at least
not until the government issued 
final regulations construing the Stark
Law provisions.

Because the Stark regulations have
not been finalized, it is surprising on
one level that the government has
determined to invoke it in lieu of the
Anti-Kickback Law. However, on
another level, the government’s deci-
sion, in hindsight, was predictable. The
government’s aim in enforcing the FCA
is to maximize its recoveries under the
Act while minimizing its costs. Because
of differences between the Anti-
Kickback Law and the Stark Law, the
Stark Law, at first blush, appears to be a
superior enforcement vehicle than the
Anti-Kickback Law. 

Using the Anti-Kickback Act as a
predicate offense to establish FCA
liability is fraught with risk and 
uncertainty. This is because the Anti-
Kickback Act is a criminal statute.
Presumably, to establish a violation of
the FCA because the defendant
breached the Anti-Kickback statute,
the United States would need to estab-
lish that the defendant “knowingly and

willfully” paid remuneration to a person
to induce the referral of federally
funded health care business beyond a
reasonable doubt.29 This is a specific
intent standard.30 Only if the United
States discharged this burden could it
satisfy its claim that the defendant’s
breach of the Anti-Kickback Law
resulted in a breach of the FCA.
Because of this enhanced intent stan-
dard and the criminal burden of proof –
proof beyond a reasonable doubt – the
government would confront substantial
difficulty in prevailing in its cause of
action at trial.31

To avoid the quagmire of attempt-
ing to prove a violation of criminal law
in the context of an FCA action, the
United States has now chosen to
invoke the Stark Law rather than the
Anti-Kickback statute. Unlike the
Anti-Kickback statute, the Stark Law is
a civil statute. Moreover, unlike the
Anti-Kickback statute, the United
States need not demonstrate that the
defendant had any intent to violate the
Stark Law and presumably would need
only prove the defendant’s violation by
a preponderance of evidence rather
than beyond reasonable doubt.

Indeed, the government’s allega-
tions in the HCA case stand as “Exhibit
A” regarding how easily the govern-
ment can invoke the Stark Law as its
enforcement mechanism of choice.
There, with respect to the hospital’s
consulting arrangements and leases
with physicians, the government
reasons as follows:

• There was a violation of the
Stark Law because a statutory
element to the personal services
and leases exception to the Stark
Law require that the arrange-
ments be at fair market value and
be in writing and the various
HCA arrangements with physi-
cians were not at fair market
value and/or were not in writing.
(No specific intent to violate the
Stark Law needs to be proven.)

• HCA had knowledge (as defined
under the FCA) that it failed to

continued on page 6
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adhere to the Stark Law because
the whole industry was aware of 
the prohibitions contained in the
Stark Law.32

• Therefore, the government
concludes, given HCA’s alleged
(a) awareness of the Stark Law
and its prohibitions (through
training programs and trade asso-
ciations) and (b) its failure to
heed that Law, it knowingly filed
false cost reports and interim
claims to the United States by
certifying on its cost report that it
was in compliance with all rules
and regulations governing the
Medicare program when in fact it
was not in compliance with the
Stark Law. 

Because of the relaxed intent stan-
dard under the FCA – several courts
have ruled that mere•constructive
knowledge is sufficient to satisfy the
statutory intent element33 – the govern-
ment, under its theory, can easily
transform almost all violations of the
Stark Law into an FCA violation. The
government would assert that the
provider’s underlying claims and certifi-
cates are false because of the Stark Law
violation and that the providers “knew”
that the claims and certifications were
false because of information dissemi-
nated in “outside training programs” and 
by “trade associations and the govern-
ment.”34 Such a broad interpretation
places several segments of the industry at
risk of getting embroiled in FCA actions. 

The Future Implications of
the Government’s Theory

At this time, it is impossible to
predict the extent to which the govern-
ment will proceed with this far reaching
theory regarding the applicability of the
Stark Law to FCA proceedings.
However, a few future events can now
be reasonably predicted. First, in the
short term, the government’s position
that a violation of the Stark Law can

result in a violation of the FCA will be
whole-heartedly embraced by whistle-
blowers and they will in turn, even
more readily than before, file actions
asserting this theory. Second, important
defenses to the FCA will be tested as
defendants move to dismiss the plain-
tiff ’s action. Third, assuming that courts
find defendants liable, courts will have
to develop new tests to determine how
to apply the FCA’s treble damages and
civil penalty provisions in the context
of violations of the Stark Law. Fourth,
and finally, if courts permit plaintiffs to
advance their theory that a violation of
the Stark Law can result in a violation
of the FCA and award plaintiffs treble
damages and civil penalties, there will
be renewed calls to reform and amend
the FCA. Each of these likely future
events is discussed below.

First, in terms of defenses that will
be tested, courts will have to grapple
with whether the hospitals’ cost report
certification or the HCFA Form 1500
certification encompasses violations of
the Stark law such that the certifica-
tion, can be, as the government claims,
a predicate to the violation. One recent
unpublished court decision sheds light
on this issue. Specifically, in United
States ex rel. Scott v. Dr. Eugene,35 the
relator alleged that a defendant hospital
had submitted false cost report certifica-
tions because, contrary to its
representation that it had adhered to all
program rules and regulations, it had in
fact breached the Anti-Kickback Law.
The court rejected the relator’s
contention and questioned whether,
because of its breadth, a cost report
certification could serve as a predicate
to an FCA action. Specifically, the
court reasoned: 

[I]t is not clear that the cost reports
are relied on by the government to
the extent required for a FCA 
allegation. The compliance certifi-
cation is quite broad, requiring the
signer to state that the report is in
compliance with all the many and
complex laws and regulations

governing Medicare. This compli-
ance certification may be so broad
that it cannot stand as a basis for a
false claim act allegation. Without
reliance, the Cost-Report cannot
serve as a basis for an FCA claim,
even if false.36

The court’s reasoning appears
persuasive and should be equally applic-
able in the context of the Stark Law.

A second defense likely to emerge
in these prosecutions is whether any
defendant, at this time, could be said to
have the requisite “knowledge” to
breach the FCA when the law it
allegedly breached, the Stark Law, has
not been fully interpreted by the agency
charged with the responsibility of
construing its provisions. The FCA
does not apply when the governing
regulatory guidance is vague or ambigu-
ous.37 As to the Stark Law, leaving aside
the agency’s shifting interpretations of
key provisions in the statute – and its
open acknowledgement that its final
regulations have “substantially changed”
from the proposed regulations – the
statute would still be inherently
ambiguous because it authorizes, in
subsection (b)(4), that the agency
create other permissible exceptions that
it “determines, and specifies in regula-
tions, do[] not pose a risk of program or
patient abuse.” The agency’s final inter-
pretation of subsection (b) was not
published until January of this year and
will not be effective until next year.
Hence, until the effective date of the
agency interpretation of this provision,
it is debatable whether any court could
find that the duty defined in the Stark
Law is sufficiently precise such that any
provider would have “knowledge,” as
defined in the FCA, of a violation of
the Stark Law because those within the
industry simply did not know, and
reasonably could not be expected to
know, in many contexts which activi-
ties the agency would ultimately
determine did “not pose a risk of
program or patient abuse.” 

The Government Unleashes the Stark Law to Enforce the False Claims Act
continued from page 5
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Moreover, even in those instances
in which a court were to find a party
liable, a court, in light of the latest case
law developments, would need to decide
how to apply the FCA’s treble damage
and civil penalty provisions. In light of
the Supreme Court’s characterization of
FCA damages as being “essentially puni-
tive in nature,”38 courts have declined to
automatically apply the FCA’s treble
damage provisions and civil penalty
provisions when the government’s
recovery would be substantially dispro-
portionate to its damages.39 Under the
Stark Law the government arguably
suffers no damages if, in fact, the
services furnished to the patient were
medically indicated and necessary and
otherwise covered by the program.
Hence there would be no damages to
treble and, under these circumstances,
the civil penalty provision would need
to be limited so that it bears a fair rela-
tionship to the damages the government
incurred. Under these circumstances,
the government may win the battle 
(a court finding a violation of the FCA)
but lose the war because the court
declines to grant any measurable recov-
ery to the government.40

Finally, if the government and
whistleblowers continue to institute
FCA actions predicated upon a viola-
tion of the Stark Law and achieve
success, there, no doubt, would be a
strong impetus to amend and reform the
FCA. The last time in which the
government adopted an expansive
interpretation of the FCA that resulted
in potentially widespread liability for
healthcare providers was when it initi-
ated several “national projects,” such as
the 72-hour window project and the so-
called lab unbundling project. As a
result of these national projects,
Congress seriously considered substan-
tially amending the FCA to eliminate
the government’s ability to apply 
the FCA in circumstances in which
defendant’s conduct constituted little
more than an honest mistake or was
immaterial to the government’s 
decision to pay.41 Similarly, if the
government’s latest enforcement actions
result in the widespread application of

the FCA in cases involving nothing
more than a technical violation of the
Stark Law, the government’s conduct
could easily rekindle Congress’ interest
in amending the statute to ensure that
it is applied equitably.

Conclusion
The government’s latest applica-

tion of the Stark Law transforms the
statute from being a potential paper
tiger to being a live animal with very
sharp teeth. This is especially true
because by virtue of the FCA’s whistle-
blower provisions, the Stark Law may
potentially be enforced by private indi-
viduals even though the Stark Law
itself does not permit any private right
to action. As a result of the important
issues raised by the government assert-
ing a violation of the FCA based upon a
violation of the Stark Law, substantial
and significant case law will develop
over the next couple years defining a
provider’s duties both under the FCA
and the Stark Law. These court deci-
sions, in turn, will shape the precise
manner in which health care is
provided in the future. 

Robert Salcido is a partner at Akin,
Gump, Strauss, Hauer & Feld, L.L.P., in
its Washington DC office. Mr. Salcido
has practiced extensively in the area of
the False Claims Act, having previously
been a trial attorney with the Civil
Division of the U.S. Department of
Justice prosecuting actions under the
FCA, handling cases under the FCA’s
voluntary disclosure provisions, and
specializing in whistleblower actions
brought under the qui tam provisions of
the FCA. He is the author of the books
FALSE CLAIMS ACT & THE HEALTHCARE

INDUSTRY: COUNSELING & LITIGATION

(Amer. Health Lawyers 1999) and FALSE

CLAIMS ACT & THE HEALTHCARE

INDUSTRY: COUNSELING & LITIGATION:
NOVEMBER 2000 SUPPLEMENT (Amer.
Health Lawyers 2000). He is a graduate 
of Harvard Law School and received his
bachelor of arts degree summa cum laude
from Claremont McKenna College. The
views expressed herein are his own and 
do not necessarily reflect the views of 
any lawyer at Akin, Gump or its clients.

Endnotes

1 31 U.S.C. § 3729 et seq. The FCA, among
other things, imposes liability upon those who
submit or causes the submission of false or
fraudulent claims with “reckless disregard” or
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(Aug. 14, 1995) (Stark I Final Rule with
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Reporting Requirements”); 63 Fed. Reg. 1659
(Jan. 9, 1998) (Stark II Proposed Rule with
Comment Period – “Physicians’ Referrals to
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Financial Relationships”); 66 Fed. Reg. 856
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8 CMS announced that it would complete its
Final Rulemaking on the Stark Law in two
phases. Phase I was issued on January 4, 2001
and implemented subsections (a) and (b) of
the Act, and related definitions. See 66 Fed.
Reg. at 859. The agency issued its final regu-
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“the importance of subsections (a) and (b)”
and because of the “substantial changes” it
had made to the January 1998 proposed rule.
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ments to comply with the provisions of Phase
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Phase II of this rulemaking to cover the
remainder of section 1877 of the Act, includ-
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shortly.” Id.

9 See The Government’s Notice of Election to
Intervene in Part and to Decline to Intervene
in Part filed in United States ex rel Barbera v.
Tenet Healthcare Corp., No. 97-6590 (Feb. 16,
2001) (hereinafter Notice of Intervention). 

10 See Relator’s Complaint filed in United States
ex rel Barbera v. Tenet Healthcare Corp., No.
97-6590, ¶ 9 (May 13, 1997).

11 Id. ¶ 13.

12 Id. ¶ 18.

13 See Notice of Intervention at 1.

14 Id. Cf. Complaint of the United States in
United States ex rel. Goodstein v. McLaren
Regional Med. Center, No. 97-CV-72992-DT
(E.D. Mich. Filed Sept. 26, 2000). There the
government alleged defendants Family
Orthopedic Associates (“FOA”), the sole
shareholders of which are medical doctors
who provide orthopedic services to patients,
Family Orthopedic Realty (“FOR”), whose
shareholders included FOA’s physicians, and
McLaren Regional Medical Center
(“McLaren”), a 476-bed health care facility,
violated both the Stark Law and the Anti-
Kickback Law because FOA referred physical
and occupational therapy services to McLaren
while FOR received above fair market rent for
space used by McLaren. As proof of the viola-
tion, the government asserted that FOR had
previously contested the assessed value of the
building for tax purposes because it claimed
that the lease price on FOR’s lease to
McLaren was above fair market value for
comparable lease space. Id. at ¶ 48. The
government contended that the state tax
tribunal agreed, holding that the lease price at
comparable properties was $12.50, not the
$17.00 amount the hospital paid to lease the
space. Id. at ¶ 50. Because of the excess
amount of rent paid by the hospital, the
government contended that the arrangement
breached the Stark Law and the Anti-
Kickback Law, which resulted in a violation
of the FCA. 

15 These complaints are available on the
Department of Justice’s (“DOJ’s”) website,
http://www.usdoj.gov/civil/cases/alderson/mar
ch15_2001/index.htm.

16 See, e.g., Thompson Complaint ¶ 5.

17 Id. ¶¶ 93-103.

18 Id. ¶¶ 104-116.

19 Id. ¶¶ 122-125.

20 Id. ¶¶ 126-129.

21 Id. ¶¶ 186-199.

22 Id. ¶¶ 200-208.
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23 Id. ¶¶ 130-140.

24 Id. ¶¶ 140-142, 224-230. 

25 Id. ¶ 144. 

26 Id. ¶¶ 258-259.

27 Id. ¶ 39.

28 Id. ¶ 40.

29 See, e.g., United States ex rel. Scott v. Dr.
Eugene, No. 99-117 DOC (Eex) (C.D. Cal.
Dec. 19, 2000). There, in an FCA case alleg-
ing a violation of the Anti-Kickback Law, the
court noted that it would have to apply the
criminal standard of the Anti-Kickback Law
even though the FCA is a civil statute. Id. at 7
(“The anti-kickback provision also requires
the violation be ‘willfully and knowingly’. The
Court cannot determine as a matter of law
whether [the hospital] acted willfully and
knowingly. In a criminal case, scienter is an
issue for a finder of fact…. It is true that this is
a civil matter. However, § 1320a-7b(b)(2) is a
criminal statute, violation of which is a felony
punishable by prison and/or fine. Therefore, it
is entirely appropriate that the standard for a
criminal matter be applicable here”).

30 Courts have split regarding the type of proof
the government would need to advance to
satisfy the intent element of the Anti-
Kickback Law. Specifically, courts have
disagreed on whether it is sufficient to prove
the defendant generally intended to do 
something wrongful, or whether the govern-
ment must prove that the defendant
specifically intended to violate the Anti-
Kickback Law. The Ninth Circuit, in
Hanlester Network v. Shalala, developed the
most stringent test, holding that the govern-
ment could only satisfy the Anti-Kickback
Statute’s intent standard of “knowingly and
willfully” by demonstrating that the persons
“(1) know that [the Anti-Kickback Law]
prohibits offering or paying remuneration to
induce referrals, and (2) engage in prohibited
conduct with the specific intent to disobey
the law.” 51 F.3d 1390, 1400 (9th Cir. 1995);
see also United States v. Bay State Ambulance &
Hosp. Rental Serv., Inc., 874 F.2d 20, 33 (1st
Cir. 1989) (upholding jury instruction
explaining that “[w]illfully means to do some-
thing purposely, with the intent to violate the
law, to do something purposely that law
forbids”); Feldstein v. Nash Community Health
Servs., 51 F. Supp. 2d 673, 681 (E.D.N.C.
1999) (adopting Hanlester standard); see
generally Michael Tichon, Charles
Oppenheim, and Brad Tully, Compliance
Issues Under The New Fraud and Abuse Rules,
16 WHITTIER L. REV. 1085, 1094 (1995)
(noting that under the Hanlester decision,
“unless someone subjectively believes that at
the time of his or her conduct it was illegal,
he or she did not violate the statute . . . .”).
Other courts have developed less demanding
tests that require the government prove that
the defendant knew that his or her conduct is
wrongful, rather than that he or she necessar-
ily intended to violate the law. See United
States v. Starks, 157 F.3d 833, 837-38 (11th
Cir. 1998) (upholding jury instruction that
“[t]he word willfully . . . means the act was
committed voluntarily and purposely, with
the specific intent to do something the law
forbids, that is with a bad purpose, either to
disobey or disregard the law” and not requir-
ing proof that defendants were aware of the
specific law violated); United States v. Jain, 93

F.3d 436 (8th Cir. 1996) (affirming jury
instruction that “the word ‘willfully’ means
unjustifiably and wrongfully, known to be
such by the defendant”); United States v.
Anderson, 85 F.Supp.2d 1047, 1077 (D.
Kan.1999) (stating that “to convict [under
the Anti-Kickback Statute] the jury was
required to find that the defendants knew that
their conduct was unlawful,” not that defen-
dants were aware of the specific provision
violated), rev’d. on other grounds sub nom.,
United States v. McClatchey, 217 F.3d 823
(10th Cir. 2000); Zimmer, Inc. v. Nu Tech
Med., Inc., 54 F. Supp. 2d 850, 862 (N.D.
Ind. 1999) (holding that “[t]he statute
requires that the prohibited acts (soliciting,
receiving, offering, or paying) be done ‘know-
ingly and willfully’, not that the actor
‘knowingly and willfully’ intends to violate
the statute”); United States v. Neufeld, 908 F.
Supp. 491, 496 (S.D. Ohio 1995) (stating that
“a concern for prosecuting those acting 
inadvertently, however, does not equate ‘will-
fulness’ with knowledge of illegality”); Medical
Dev. Network, Inc. v. Professional Respiratory
Care/Home Med. Equip. Servs., 673 So. 2d
565, 567 (Fla. Dist. Ct. App. 1996) (holding
that the Anti-Kickback Statute “is directed at
punishment of those who perform specific acts
and does not require that one engage in the
prohibited conduct with the specific intent to
violate the statute”). Regardless of the
competing formulations of the intent standard
under the Anti-Kickback Law, the bottom
line, as the district court explained in the
Scott case, is that the defendant must, at a
minimum, have “the specific intent to do
something the law forbids.” Id., No. CV 99-
117 DOC(Eex), at 8, n.6.

31 For a discussion of the difficulty, and perhaps
the impossibility, of proving a violation of the
criminal Anti-Kickback Law in the context of
a civil FCA proceeding, see Robert Salcido,
Mixing Oil and Water: The Government’s
Mistaken Use of the Medicare Anti-Kickback
Statute in False Claims Act Prosecutions, 6
ANNALS H. LAW 105 (1997).

32 Specifically, the government alleged in 
its complaint:

During the time period relevant hereto,
HCA was aware of the prohibitions
against kickbacks and the legal restric-
tions on financial relationships with
physicians. This awareness was based on
information obtained by HCA from vari-
ous sources, including its counsel, outside
training programs, trade associations, and
the government. Despite this informa-
tion, HCA embarked on a strategy of
paying kickbacks to and engaging in
unlawful financial relationships with
physicians to induce patient referrals to
HCA facilities. HCA in turn billed for
and collected hundreds of millions of
dollars in reimbursement from the
United States based on patient referrals
from these same physicians.

Thompson Complaint ¶ 86.

33 For a discussion of courts’ historical interpreta-
tion and application of the FCA’s intent
standard, see Salcido, FALSE CLAIMS ACT

COUNSELING §§ 1:03, 1:04, 2:05; see also
Salcido, FALSE CLAIMS ACT COUNSELING:
NOVEMBER 2000 SUPPLEMENT § 2:05. Mere
negligence has never been actionable under
the FCA. See id. Hence if a company 

demonstrated that it was, at worst, only negli-
gent in its violation of the Stark Law, the
government’s FCA action would be subject 
to dismissal.

34 See supra n. 32.

35 No. 99-117 DOC (Eex) (C.D. Ca. Dec. 19,
2000).

36 Id. at 9; but see United States ex rel. Thompson v.
Columbia/HCA Healthcare, 20 F.Supp.2d at
1046-47 (certification that Medicare services
identified in the cost report complied with the
laws and regulations dealing with the provision
of healthcare services may trigger FCA liability
because CMS relies on the certification in
determining the issues of payment and reten-
tion of payment as well as continued eligibility
for participation in the Medicare program).

37 United States v. Krizek, 859 F. Supp. 5, 9-10
(D.D.C. 1994) (because the relevant provi-
sion of the CPT itself, during the relevant
time frame, was “ambiguous,” the government
could not state an FCA cause of action),
aff’d., in part, rev’d. in part, 111 F.3d 934
(D.C. Cir. 1997). See also Hagood v. Sonoma
County Water Agency, 81 F.3d 1465, 1477
(9th Cir. 1996) (when statute grants govern-
ment discretion to allocate costs, contractor’s
reliance on the government’s exercise of
discretion in allocating costs does not render
claim false because all that existed was proof
of “a disputed legal issue,” which is not
enough “to support a reasonable inference”
that the claim “was false within the meaning
of the False Claims Act”); United States v.
Data Translation, Inc., 984 F.2d 1256 (1st Cir.
1992) (when supplier’s actions conformed
with industry practice and were otherwise
reasonable, the government could not state a
cause of action under the FCA); United States
ex rel. Swafford v. Borgess Medical Center, 98
F. Supp. 2d 822, 831-32 (W.D. Mich. 2000)
(where the relator had contended that in
order to bill for an “interpretation or reading”
of the “results of the test” of ultrasound stud-
ies the defendant physicians must do more
than merely rely upon the findings of the
technician and independently review the
supporting data from which the technician
arrived at her conclusions, the court rejected
the relator’s claim because it found that those
terms were undefined and ambiguous and that
the relator’s position “devolves to a dispute
over the meaning of the terms governing the
delivery of the professional component of
physicians services” and that such a “legal
dispute is . . . insufficient” to establish FCA
liability); United States v. Napco Int’l, Inc.,
835 F. Supp. 493, 498 (D. Minn. 1993)
(because underlying regulation was ambigu-
ous, the court would not permit the
government to apply “an interpretative after-
thought by the agency” against the contractor
in an FCA action).

38 United States ex rel. Stevens v. Vermont Agency
of Natural Resources, 120 S.Ct. 1858, 
1869 (2000).

39 See, e.g., United States v. Mackby, 243 F.3d
1159 (9th Cir. 2001). There the Ninth Circuit
concluded that “the civil sanctions provided
by the False Claims Act are subject to analysis
under the [Constitution’s] Excessive Fines
Clause because sanctions represent a payment
to the government, at least in part, as punish-
ment. Inquiry must be made, therefore, to
determine whether the payment required by
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the district court is so grossly disproportionate
to the gravity of [the defendant’s] violation as
to violate the Eighth Amendment.” Id. at
1167 (citation omitted). Additionally, the
court concluded that the FCA’s treble
damages provision was similarly subject to
scrutiny to determine whether it was uncon-
stitutionally excessive. Id. at 1168 (“We
conclude that the FCA’s treble damages
provision is, like the statutory penalty provi-
sion, not solely remedial and therefore subject
to an Excessive Fines Clause analysis under
the Eighth Amendment. Accordingly, we
remand to the district court for its considera-
tion of the question whether a treble damage
award in this case would be unconstitution-
ally excessive”) (citation omitted). See also
United States ex rel. Garibaldi v. Orleans Par.
School Bd., 46 F.Supp.2d 546, 564-65
(E.D.La. 1999), vacated on other grounds 244
F.3d 486 (5th Cir. 2001). There, the district
court noted that the Fifth Circuit, in Peterson
v. Weinberger, 508 F.2d 45, 55 (5th Cir. 1975),
had previously ruled that courts can exercise
their discretion to ensure that the penalties
assessed “reflect a fair ratio to damages” and
that the “Government completely recoups its
losses.” The district court believed that,
notwithstanding the 1986 legislative amend-
ments to the FCA mandating civil penalties
of $5,000 to $10,000 per violation, the
Peterson ruling remained “good law” in the
circuit. Applying that standard, the court
found that, in a case in which the jury verdict
was $7.4 million (which would be trebled to
$22.8 million) and the civil penalties equaled

$7,850,000, the judgment was “excessive;”
thus, the court exercised its discretion to
reduce the forfeiture from $7,850,000 to
$100,000. The court noted that a “penalty of
$100,000 is an adequate forfeiture, as the
automatic trebling of the verdict as prescribed
in the statute has already resulted in a judg-
ment for $15.8 million more than was
actually falsely claimed by the [defendant].”
Cf. United States v. Cabrera-Diaz, 106
F.Supp.2d 234 (D.P.R. 2000). In Cabrera-
Diaz, upon granting the United States’
motion for a judgment of default, the district
court applied the treble damage provision in
computing the amount of the judgment but
expressly refused to apply any civil penalties
because the number of penalties would be
“excessive.” Id. at 242 (“If this Court was to
imposed [sic] civil penalties of between
$5,000.00 to $10,000.00 for each of the one
of the 455 false claims, in addition to the
treble damages, the same would range
between $2,275,000.00 and $4,550,000. We
deem this amount to be excessive and there-
fore no civil penalties are hereby imposed”). 

40 Under these circumstances, however, the
defendant’s victory may be short-lived
because if the court found a substantial viola-
tion of the law, the government would
presumably exercise its discretion to exclude
the provider from participation in federal
health care programs.

41 Specifically, as a result of DOJ’s use of the
FCA in national projects, both chambers 
of Congress in 1998 promptly proposed 

legislation to amend the FCA. The legisla-
tion, known as the Health Care Claims
Guidance Act, S. 2007 and H.R. 3523, 105th

Cong. (1998), was narrowly tailored and
designed to address the practices that engen-
dered criticism. For example, to make it more
difficult for DOJ to assert that minor, techni-
cal regulatory breaches constituted FCA
violations, Congress proposed amending the
statute so that the government must prove a
violation by “clear and convincing evidence”
rather than a “preponderance of the
evidence” and bar DOJ from obtaining a judg-
ment when the amount of alleged damages
was immaterial relative to a provider’s annual
claims. Id. The proposed legislation had over
two hundred co-sponsors. Thus, to head-off
passage of the legislation, DOJ issued the
Holder Guidelines to Department attorneys
regarding their use of the FCA. As a result of
DOJ’s issuance of the Holder Guidelines,
Congress did not pass the Health Care Claims
Guidance Act but instead, as part of the
Omnibus Consolidated and Emergency
Supplemental Appropriations Act of 1999,
Pub. L. No. 105-277, § 118, 112 Stat. 2681,
2681-69, required the General Accounting
Office to monitor DOJ’s compliance with its
guidelines. For a general history regarding the
national projects, Congress’ backlash, and
DOJ’s consequent promulgation of the Holder
Guidelines, see Robert Salcido, DOJ Must
Reevaluate Use of False Claims Act in Medicare
Disputes, WASHINGTON LEGAL FOUNDATION

(Jan. 7, 2000). 

The Government Unleashes the Stark Law to Enforce the False Claims Act
continued from page 9

     The Health Lawyer wishes to thank the members of The Health Lawyer Editorial Board.  The Editorial Board was established to provide expertise in 
specialized areas covered by the Section. Individual Board members were appointed by the Interest Group Chairs and Editor Nina Novak. If you are interested in
submitting an article to the newsletter, you may contact one of the Editorial Board members or Ms. Novak. With the establishment of the Editorial Board, the
Section strengthens its commitment to provide the highest quality analysis of topics in a timely manner.

Nina Novak
Washington, DC

Editor, The Health Lawyer
202/362-8552

nnovak@boo.net

Linda Baumann
Reed Smith Shaw & McClay.

Washington, DC
Member-at-Large

202/414-9488
labauman@rssm.com

Michelle A. Bourque
Jones, Walker, Waechter, Poitevent, 

Carrere & Denegre, L.L.P. 
New Orleans, LA

Health Care Litigation & Risk Management Interest Group
504/582-8288

mbourque@jwlaw.com

Marcelo N. Corpuz III 
Ross & Hardies

Chicago, IL 60601
Transactional & Business Healthcare Interest Group

312/750-8911
marcelo.corpuz@rosshardies.com

Sharon M. Erwin 
Philadelphia, PA 

eHealth & Privacy Interest Group
215/438-8813

serwin@compuserve.com

Karen Owens
Coppersmith Gordon Schermer, Owens & Nelson, PLC

Phoenix, AZ 
Accreditation, Licensure & Certification Interest Group

602/224-0999 
karen@cgson.com

Jack A. Rovner
Michael Best & Friedrich, LLC

Chicago, IL
Managed Care & Insurance Interest Group

312/845-5812
jarovner@mbf-law.com

Linda E. Rosenzweig
Chevy Chase, MD

Employee Benefits Interest Group
301/986-0084

lrosenzwei@aol.com

Beth Schechter
Rush-Presbyterian-St. Lukes Medical Cntr.

Chicago, IL
Payment & Reimbursement Interest Group

312/942-6886 
beth_schechter@rush.edu

Bethany Spielman
Southern Illinois University School of Medicine

Springfield, IL
Clinical & Ethical Issues Interest Group

217/782-4261
bspielman@siumed.edu

Lois Snyder
American College of Physicians-American Society 

of Internal Medicine
Philadelphia, PA

Clinical & Ethical Issues Interest Group
215/351-2835

lsnyder@mail.acponline.org

Elaine C. Zacharakis
Gardner Carton & Douglas

Chicago, IL 
Young Lawyers Division

312/245-8835
ezacharakis@gcd.com



11

Thomas A. Delaney
Sedgwick, Detert, Moran & Arnold
Irvine, CA

Introduction
During a routine visit to your

family doctor, your hand is stuck with a
syringe protruding from a drawer full of
magazines. As you attempt to report the
incident, the syringe is removed and
discarded. Apologetic, your doctor can
provide no information about the prior
use of the needle or the patient on
which it was used. He does, however,
recommend that you obtain a series of
blood tests since he recently treated
patients afflicted with infectious
disease, including Acquired Immune
Deficiency Syndrome.

Should you be fearful of contracting
an infectious disease? Would such fear or
anxiety be reasonable under these
circumstances? Should you be able to
recover damages for your emotional
distress? Answers to these questions are
the subject of a continuing debate over
what standard should govern claims of
emotional distress damages for fear of
contracting infectious disease. 

While early cases generally held
that negligent exposure to an infectious
or contagious disease was actionable
provided that the feared disease actually
developed,1 today, a majority of jurisdic-
tions adhere to the “actual exposure”
test with or without proof of an accom-
panying physical injury.2 The California
rule, which requires that, absent physi-
cal injury, a plaintiff prove that it is
“more likely than not” that he or she
will contract the disease, falls within
the purview of the actual exposure test.3

A minority of courts apply a general
reasonableness standard with some vari-
ation.4 In these cases, actual exposure
and physical injury are mere factors
considered in determining whether a
plaintiff ’s claim for fear of contracting
an infectious disease is reasonable under
the circumstances. More recently, even
courts which have adopted the minority
view have begun to interject some
greater indicia of reliability for deter-
mining whether these emotional distress
claims are “reasonable” under the
circumstances of each case.5

Now, more than ever, public policy
considerations drive the debate over
what standard is appropriate. Courts
which require actual exposure to the
feared disease rely upon traditional
policy concerns, including protection
against excessive litigation and specula-
tive damages claims, as well as the
preservation of resources to ensure the
availability of funds to compensate
those with valid emotional distress
claims.6 These courts also have begun to
express a desire to discourage claims
based upon public misconceptions about
infectious diseases, particularly AIDS,
and to counteract the general ignorance
and public hysteria about disease and
the prejudice against those infected.7

Courts adopting the reasonableness
approach cite the desire to avoid harsh,
unfair results which may occur when a
plaintiff lacks the requisite information
and resources to prove actual exposure.8

In addition, these courts seek to deter
unreasonable conduct which, according
to at least one court, would decrease the
number of exposure incidents, and
thereby serve the goal of promoting
public health9

In sum, what a plaintiff is required
to prove to recover emotional distress
damages for fear of contracting infec-
tious disease will vary by court and,
more specifically, by those public policy
considerations which prevail within a
particular jurisdiction. 

Majority Rule – 
Actual Exposure

Courts which have adopted the
actual exposure test generally require
both the presence of the disease-causing
agent, whether a virus, carcinogen or
other contamination source, and a scien-
tifically accepted channel in mode of
exposure or infection.10 Some courts
consider allowing recovery without proof
of exposure as “purely speculative.”11

Actual Exposure With
Physical Injury

Most courts which require actual
exposure to the feared disease also
require proof of an accompanying physi-
cal injury. For example, in Poole v. Alpha
Therapeutic Corp.,12 plaintiff ’s husband,
who suffered from hemophilia,
contracted AIDS from the allegedly
negligent manufacture of a blood factor,
and died the following year. The plain-
tiff alleged that, in the course of
ordinary and marital relations with her
AIDS-infected husband, she had been
directly exposed to the virus which
causes AIDS. However, the district
court noted that plaintiff failed to allege
any physical injury or illness and, and
applying Illinois law, dismissed plaintiff’s
claim for emotional distress damages for
fear of contracting the disease.

continued on page 12
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Similarly, the Arizona Court of
Appeal in Burns v. Jaqueays Mining
Corp.,13 affirmed summary judgment in
favor of defendants concluding that the
presence of asbestos fibers in the plain-
tiffs’ lungs alone was not proof of bodily
injury or the manifestation of a bodily
injury. The evidence established that
plaintiffs, who resided in a mobile home
park adjacent to an asbestos mill, were
exposed to substantial quantities of
airborne asbestos fiber. The court
explained that allowing recovery for
mere exposure to asbestos would result
in highly speculative damages resulting
in windfalls to healthy plaintiffs who
will never manifest injury, and insuffi-
cient compensation for those who
actually sustained such injuries: “There
can be no claim for damages for fear of
contracting asbestos-related diseases in
the future without manifestation of a
bodily injury.”

The plaintiffs in Bubash v.
Philadelphia Elec. Co.,14 sought to
recover for emotional distress from fear
of cancer resulting from exposure to
radiation from a nuclear power plant.
Defendant’s undisputed expert testi-
mony indicated that the risk of
plaintiffs’ contracting cancer was mini-
mal in light of the rapid dissipation of
the radiation. Defendant moved for
summary judgment on the ground that
plaintiff had sustained no physical
injury. Applying Pennsylvania law, the
district court granted defendant’s
summary judgment motion.

In Burk v. Sage Products, Inc.,15 a
paramedic pricked his finger on a hypo-
dermic needle protruding from a
container used for disposal of used
syringes. The paramedic, who alleged
loss of sexual function, brought a prod-
uct liability action against the container
manufacturer seeking to recover
emotional distress damages caused by
his fear of contracting AIDS. Although
the plaintiff ’s HIV tests were negative,
he was able to show that several
patients suffering from AIDS had been
seen on the floor of the hospital on

which he had been working on the date
he sustained the injury. After acknowl-
edging that plaintiff satisfied the
physical harm requirement, the district
court granted summary judgment in
favor of the defendant manufacturer on
the ground that, under Pennsylvania
law, plaintiff could not recover for
emotional distress unless he could prove
actual exposure, e.g., that the needle
which had stuck his finger had actually
been used on an AIDS patient.

By contrast, in Johnson v. West
Virginia University Hospitals,16 the
Supreme Court of Appeals of West
Virginia applied the actual exposure test
and upheld a jury award for emotional
distress damages for fear of contracting
AIDS. In Johnson, the plaintiff, a hospi-
tal security guard, was summoned to
restrain an unruly patient. As the guard
attempted to put the patient into his
bed, the patient bit himself on the arm,
thereby drawing blood into his mouth.
Then, the patient bit the guard on the
forearm. Shortly thereafter, as the guard
washed his wound, a paramedic
informed him that the patient had
AIDS. Although the guard subse-
quently tested negative for AIDS, he
brought an action against the defendant
hospital for his emotional distress from
the incident. The court opined that
“recovery of such damages is limited to
the situation where the plaintiff is actu-
ally exposed to the AIDS virus as a
result of physical injury.” Acknowl-
edging evidence of both actual exposure
and physical injury, the court upheld a
jury award for the plaintiff.

In Lubowitz v. Albert Einstein
Medical Center,17 the court stated that a
patient’s fear that she would develop
AIDS as a result of the use of HIV-posi-
tive blood in an in-vitro fertilization
process was not a legally recognizable
injury. After being told that an embryo
which had been placed in the donated
placental, HIV-positive blood had been
implanted, plaintiff allegedly experi-
enced mental distress and various
physical ailments, including recurrent

nausea, vomiting and diarrhea. Despite
additional testing which yielded nega-
tive results as to HIV, plaintiffs sued for
negligent infliction of emotional
distress. The court upheld an order
granting summary judgment on the
ground that plaintiffs were unable to
prove actual exposure to the HIV virus.
The court stressed that the physical
symptoms suffered by the wife were not
caused by the HIV virus. 

In Nesom v. Tri Hawk, Int’l.,18

plaintiff sought recovery for emotional
distress damages premised upon the
possibility that he might develop
Creutzfeldt-Jakob Disease (“CJD”),
which is fatal. The Fifth Circuit Court
of Appeals affirmed summary judgment
for the defendant on the grounds that
plaintiff was not entitled to maintain a
cause of action for alleged fear of
contracting a disease in the future
absent any proof that he was actually
exposed to the disease which is the
source of the fear. The court noted that
some human dura in the batch used in
plaintiff ’s surgery may have been conta-
minated with CJD. However, this was
insufficient to provide a basis for an
award of emotional distress damages for
fear of developing the neurological
disease absent proof that the dura used
was, in fact, contaminated with CJD.
The Court reasoned that allowing
recovery for fear of possible exposure
does not provide sufficient indicia of
reliability and would open the door to
thousands who claim fear without any
proof of actual exposure to the danger-
ous substance. 

In Griffin v. American Red Cross,19

the court concluded that a woman who
was misdiagnosed as being positive with
HIV could not bring a claim for negli-
gent infliction of emotional distress
absent an accompanying physical
injury. The plaintiff had donated blood
at the American Red Cross facility in
Philadelphia on advice of her surgeon
so that she could avoid the possibility of
a transfusion-associated illness during
her planned hysterectomy. Plaintiff

Actual Exposure or Reasonableness?
continued from page 11
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alleged that a Red Cross representative
contacted plaintiff ’s surgeon a few
weeks after the blood donation to
inform him that the patient’s blood had
tested positive for HIV. Within approxi-
mately 24 hours, the plaintiff ’s surgeon
took another blood sample from her,
which showed that she was HIV nega-
tive. Plaintiff sued the Red Cross for
negligent infliction of emotional
distress, claiming emotional and physi-
cal problems as a result of the incident.
The court stated that there could be no
recovery on a claim that was based
upon the fear of contracting an infec-
tious disease with accompanying
physical injury where the injury alleged
did not arise out of the exposure to the
disease itself.

The Supreme Court of Delaware
adopted the actual exposure test in
Brzoska v. Olsen,20 and concluded that
38 patients of a dentist, who died of
AIDS, could not recover damages for a
fear of contracting HIV. The court
affirmed summary judgment in favor of
the dentist’s estate on the grounds that,
in the absence of showing a physical
harm or injury, the plaintiffs could not
recover emotional distress damages for
fear of contracting AIDS. 

In RJ. v. Humana of Florida,21 the
Supreme Court of Florida concluded
that a patient, who was misdiagnosed as
having contracted HIV, did not state a
claim for emotional distress damages.
Plaintiff alleged that defendant hospital
took a blood sample from him, sent it
for testing and later informed him that
he was HIV positive. Although a second
test, taken 19 months later, revealed
that plaintiff was not HIV positive,
plaintiff sued the hospital, testing facil-
ity and the physician alleging that he
was incorrectly lead to believe that he
had contracted HIV, which caused him
to suffer bodily injury, including hyper-
tension, pain and suffering, and mental
anguish. The court affirmed the
dismissal of plaintiff ’s complaint based
upon the “impact rule,” which required
that, before the plaintiff could recover
damages for emotional distress caused by
the negligence of another, the
emotional distress suffered must flow

from physical injuries that the plaintiff
had sustained in an impact. The court
found that the intangible, mental
injuries claimed by plaintiff in this case
were not sufficient to meet the physical
injury requirement. 

The Texas Court of Appeals in
Drury v. Baptist Memorial Hospital
System,22 found that a patient, who
received banked blood during surgery,
could not recover against the hospital
and doctor for emotional distress
allegedly suffered because of fear of
contracting AIDS. In upholding
summary judgment for the defendant
hospital, the court noted that Texas
cases involving fear of cancer, and
AIDS cases from other jurisdictions,
mostly require that the plaintiff estab-
lish that he or she was actually exposed
to the disease and that the fear be
reasonable and based on the knowledge
of exposure. In the absence of some
proof of actual exposure to HIV or
AIDS, the court concluded that any
fear of contracting the disease was, as a
matter of law, unreasonable. 

Likewise, in Pendergist v. Pender-
grass,23 the Court of Appeals of Missouri
held that a patient’s fear of contracting
AIDS after receiving human whole-
blood factor VIII during a hernia
operation was not a legally compens-
able injury absent proof of actual
exposure to the HIV virus. The patient
had requested a “synthetic” factor VIII
blood-clotting agent for the hernia
operation believing it to be safer than
the human whole blood. After learning
he received human whole blood, the
patient sued the hospital for negligent
infliction of emotional distress. The
court held that, absent proof of actual
exposure to the HIV virus as a result of
defendant’s conduct, i.e., proof of both
a scientifically accepted method, or
channel, of transmission and the pres-
ence of the HIV virus, the fear of
contracting AIDS is unreasonable as a
matter of law. In support of its adoption
of the actual exposure rule, the court
cited a number of public policy
concerns, including the prevention of
claims premised on the public miscon-
ception about AIDS, the preservation

of defendant’s resources to ensure that
victims who were actually exposed were
compensated for their emotional
distress, and the protection of the
justice system from the burden of frivo-
lous litigation.

In Majca v. Beekil,24 the Illinois
Supreme Court upheld a lower court
ruling that the complaint failed to state
a cause of action for fear of contracting
AIDS. Plaintiff, a dental patient, alleged
that the dental student was infected
with HIV at the time he provided
dental treatment. The court held that,
in the absence of an allegation that the
patient was actually exposed to the HIV
virus, that patient could not recover for
emotional distress damages for fear of
contracting HIV or AIDS.

Similarly in O’Neill v. O’Neill,25

the Appellate Division of the Supreme
Court of New York applied the actual
exposure rule to determine the validity
of plaintiff ’s claim of emotional distress
damages for fear of contracting AIDS.
Plaintiff claimed intentional negligence
and infliction of emotional distress
against his wife for failing to inform
him that her first husband died of AIDS
in 1990. The court found, based upon
the undisputed evidence presented by
defendant, that she consistently tested
negative for the disease, and that plain-
tiff failed to prove actual exposure.
Thus, the court upheld the lower court
order granting summary judgment for
the defendant.

The Court of Appeal of Louisiana
upheld summary judgment in favor of a
defendant hospital in Falcon v. Our
Lady of the Lake Hospital, Inc.,26 in
which the plaintiff sought emotional
distress damages for fear of contracting
disease after having been given two
units of blood from the general inven-
tory of a blood bank, instead of the
direct donor blood which had been
earmarked for her prior to surgery.
Plaintiff alleged physical pain and
suffering, as well as mental anguish and
distress as a result of the incident. The
undisputed evidence established that
plaintiff consistently tested negative for
HIV and Hepatitis, and there was no

continued on page 14
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evidence that the blood was contami-
nated. The court concluded that,
although she demonstrated a channel of
infection, plaintiff could not prove the
presence of HIV and, therefore, her
emotional distress claim failed as a
matter of law.

The Court of Appeals of Oregon
also applied the actual exposure rule in
Rustvoid v. Taylor,27 and focused on the
need for an accompanying physical
injury. In that case, plaintiff alleged
emotional distress based upon her fear
of contracting Hepatitis B or HIV
following information that she had
been administered anesthesia with a
used syringe. Having concluded that
the alleged physical injuries, which
were limited to fatigue, anxiety and
depression, did not satisfy the physical
injury requirement, the court affirmed
the order granting summary judgment
for the defense on the emotional
distress claim. 

Actual Exposure Without
Physical Injury

Within the jurisdictions which
require actual exposure, some courts do
not require proof of any physical injury.
In these cases, actual exposure alone is
sufficient to establish a claim for
emotional distress damages for fear of
infectious disease.

For example, the plaintiff in
Bordelon v. St. Francis Cabrini Hospital28

was able to state a claim for negligent
infliction of emotional distress stem-
ming from a fear of contracting the HIV
virus. The plaintiff, who was scheduled
for a hysterectomy at defendant hospi-
tal, had provided her own blood in
anticipation of surgery. During surgery,
however, plaintiff was erroneously given
someone else’s blood. Plaintiff filed suit
claiming severe mental anguish about
the possibility of contracting AIDS. On
appeal, the Louisiana Court of Appeal
concluded that plaintiff ’s claim for
negligent infliction of emotional distress
unaccompanied by physical injury was

viable. The court found that plaintiff ’s
fear is a foreseeable consequence of the
alleged negligent act, since it was widely
known that AIDS could be transmitted
through blood transfusions, even with
screening. The court noted that it was
common knowledge that AIDS was
both incurable and fatal, and opined
that extraordinary measures should be
taken to prevent its spread. 

The Ohio Supreme Court in
Heiner v. Moretuzzo29 found that a
patient who was misdiagnosed as HIV
positive could not bring an action
against health care providers for negli-
gent infliction of emotional distress
arising out of the anxiety suffered as a
result of the misdiagnosis. Plaintiff, who
was interested in conceiving a child
through artificial insemination, had her
blood drawn by the defendant medical
center and tested by another defendant,
the American Red Cross. She was
informed that the blood sample was
HIV positive, although subsequent tests
were negative for HIV. Plaintiff brought
an action against defendants alleging
negligence, malpractice and negligent
infliction of emotional distress. In
upholding summary judgment for
defendants, the court concluded that
Ohio law did not recognize the right of
a plaintiff to maintain a cause of action
for negligent infliction of emotional
distress where the defendant’s negli-
gence produced no actual threat of
physical harm or injury to the plaintiff
or any other person. 

Similarly, in John and Jane Roes, 
1-100 v. F.H.P., Inc.,30 plaintiffs were
allowed to recover emotional distress
damages for fear of contracting AIDS
based on evidence of actual exposure,
but without the need for proving actual
physical injury. The plaintiffs, baggage
handlers employed by a flight service at
Honolulu International Airport, were
exposed to blood tainted with the HIV
virus. Claiming that they were suffering
from open wounds on their hands at the
time they came into contact with 
the tainted blood, plaintiffs filed suit

alleging causes of action for negligence
and sought emotional distress damages
for fear of contracting HIV. The Hawaii
Supreme Court held that, since “actual
exposure to the HIV positive blood
would in fact pose a direct, immediate
and serious threat to an individual’s
personal safety, such exposure would
foreseeably engender serious mental
distress in a reasonable person.” Thus,
the court concluded that the plaintiffs
stated a claim for negligent infliction of
emotional distress for actual exposure to
HIV-positive blood, whether or not
there is a predicate physical harm.

California’s “More Likely
Than Not” Standard

In California, in the absence of
actual physical injury, emotional distress
damages for fear of cancer or other seri-
ous physical illness or injury following
exposure to a carcinogen or other toxic
substance is not compensable unless
plaintiff pleads and proves “that the fear
stems from a knowledge, corroborated
by reliable medical and scientific opin-
ion, that it is more likely than not that
the fear of cancer will develop in the
future due to the toxic exposure.”31

In Potter v. Firestone Tire & Rubber
Co.,32 plaintiffs were landowners living
adjacent to a landfill where Firestone
had disposed of toxic wastes. None of
the landowners suffered from cancer or
pre-cancerous conditions, but each
faced “an enhanced but unqualified risk
of developing cancer in the future due
to exposure” because of toxic chemicals
in their domestic water wells. In
support of its “more likely than not”
standard, the California Supreme Court
cited numerous policy reasons, includ-
ing the prevention of the “unduly
detrimental impact that unrestricted
fear of liability would have in the
health care field” and the establishment
of “a sufficiently definite and
predictable threshold for recovery to
permit consistent application from case
to case.”33

Actual Exposure or Reasonableness?
continued from page 13
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California courts have applied the
Potter “more likely than not” test in
various cases involving emotional
distress claims for fear of contracting an
infectious disease. For example, in San
Diego Gas and Electric Co. v. Covalt,34

the California Supreme Court affirmed
a Court of Appeal decision to follow
Potter in disallowing emotional distress
damages for fear of cancer due to expo-
sure to electromagnetic fields (“EMFs”).
Plaintiffs alleged that they were
exposed to “unreasonably high” levels
of EMFs and that they had been injured
by the exposure since persons exposed
to EMFs have an “elevated risk” of
contracting cancer or similar diseases.
However, the Court found that plain-
tiffs had failed to plead any facts to
support the second prong of the Potter
test requiring that the alleged fear stem
“from a knowledge, corroborated by reli-
able medical or scientific opinion, that it is
more likely than not that they will
develop cancer in the future due to
EMF exposure.”35

In Kerins v. Hartley,36 the First
Appellate District of the California
Court of Appeal applied the Potter
“more likely than not” standard in the
context of emotional distress damages
for fear of AIDS. In that case, plaintiff
sued a medical partnership and individ-
ual partners when, 17 months after
surgery, she learned that her surgeon had
tested positive for HIV at or about the
time of the surgery. It was undisputed
that the defendant physician suffered no
cuts during surgery, and that plaintiff
subsequently tested negative for HIV.
After examining the policy concerns
enumerated in Potter in support of the
more likely than not standard, the Court
of Appeal expressly concluded that all of
the concerns applied with equal force to
AIDS. Noting that the record provided
“only the most speculative possibility
that [plaintiff] would actually develop
AIDS at some point in the future,” the
Kerins court affirmed summary judgment
for defendants.

Similarly, the California Court of
Appeal in Herbert v. Regents of
University of California37 denied recov-
ery of emotional distress damages to a 

3 year-old boy who stuck himself with a
needle he found on the floor of a
medical center that had been used the
previous day by an AIDS clinic. In
affirming summary judgment for the
defendant, the court noted that the
undisputed evidence indicated that the
risk the boy would contract HIV was
about one-half of one percent, assuming
the needle was contaminated with the
feared virus at all. The court concluded
that, as a matter of law, plaintiff could
not prove that it was “more likely than
not” that he would contract HIV or
AIDS in the future. 

In Macy’s California, Inc. v.
Superior Court,38 the court denied plain-
tiff ’s claim for emotional distress
damages for fear of contracting AIDS
on similar grounds. In that case, plain-
tiff, a customer at Macy’s Department
Store, pricked her finger on a dermic
needle found in a jean jacket. Although
she claimed severe emotional injury,
including insomnia, panic attacks and
depression, as well as physical injuries,
including diarrhea, uncontrolled weight
loss and tiredness, the court found that
plaintiff could not prove that she
sustained a physical injury, “meaning
detrimental change to the body.” The
court concluded that plaintiff, who
tested negative for HIV, could not
prove that it was “more likely than not”
that she would contract the disease
since, even assuming a contaminated
needle, the chance of contracting HIV
from a needle stick was one in approxi-
mately 200,000. 

Minority Rule –
Reasonableness

While most courts have defined
reasonableness in the context of recover-
ing emotional distress damages for fear
of contracting an infectious disease in
terms of actual exposure and accompa-
nying physical injury, some courts have
adhered to a traditional reasonableness
standard relying on the totality of the
circumstances presented in each case.
In these cases, actual exposure and
physical injury are mere factors to be
considered in determining whether an

individual may recover emotional
distress damages. 

For example, in Castro v. New York
Life Ins. Co.,39 a janitorial employee
was stuck by a discarded hypodermic
needle and syringe as she was attempt-
ing to empty a trash can. Although the
plaintiff refused to reveal the results of
her HIV test to defendant, the court
denied defendant’s motion for summary
judgment. The court concluded that,
because the “claim [could] be tied to a
distinct event which could cause a
reasonable person to develop a fear of
contracting a disease like AIDS, there
is genuineness of the [plaintiff ’s] claim’.

Similarly, the Supreme Court of
Virginia applied a reasonableness stan-
dard in Howard v. Alexandria Hospital,40

a medical malpractice action in which
the plaintiff sought recovery for
emotional distress damages for injuries
sustained during surgery performed at
the hospital with instruments which
allegedly were not adequately sterilized.
Plaintiff was treated intravenously and
given pain shots and frequent blood
tests to determine whether she had
contracted Hepatitis B, HIV, Staph
virus and Tetanus, each of which plain-
tiff was told she could develop. Expert
testimony during trial indicated that
plaintiff ’s “symptoms complex” was
connected to the use of unsterile instru-
ments, and that it was “reasonable” for
plaintiff “to be in some fear of infection
for 6 months.” The court found that
plaintiff established a prima facie case
of injury sufficient to support a claim of
emotional distress based on fear of
developing AIDS, even though there
was no proof of exposure and no actual
injuries as a result of the use of unsterile
instruments. The court reversed the
judgment in favor of defendant and
remanded the case for a new trial.

More recently, courts which have
adopted the minority, reasonableness
standard, have begun to interject
greater indicia of reliability into their
analysis, thereby providing parameters
as to what is reasonable for the recovery
of emotional distress damages for fear of
contracting infectious disease. 

continued on page 16
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For example, in Faya v. Almaraz,41

the Maryland Court of Appeals, apply-
ing a reasonableness standard, found
that two women, who were unwittingly
operated upon by an AIDS-infected
surgeon, stated a claim for emotional
distress damages. The surgeon’s infec-
tion was unknown to the patients. The
surgeon later died of AIDS, and the
women learned of his death and the
cause thereof from an article in the
local newspaper. They sued the
surgeon’s estate and the hospital for
emotional distress damages alleging that
they were exposed to HIV by virtue of
the operations. The trial court
dismissed plaintiffs’ claims on the
grounds that they failed to establish
actual exposure since they could not
prove that the surgeon’s blood had
entered their bodies. However, the
Court of Appeals reversed the judgment
and expressly adopted a reasonableness
standard for determining whether a
plaintiff is entitled to emotional distress
damages for fear of AIDS:

[W]e cannot say that appellants’
alleged fear of acquiring AIDS was
initially unreasonable as a matter of
law, even though the averments of
the complaints did not identify any
actual channel of transmission of
the AIDS virus.

In Madrid v. Lincoln County Medical
Center,42 the Court of Appeals of New
Mexico found that a woman who was
exposed to bodily fluid through paper
cuts on her hands while transporting
medical samples stated a claim against a
medical center for negligent infliction
of emotional distress. Expressly reject-
ing the actual exposure requirement,
the court held that the cause of action
for negligent infliction of emotional
distress based upon a fear of developing
AIDS could be stated if there was a
medically sound channel of transmis-
sion, and plaintiff was aware of the
possibility of transmission, and had no
reason to know that he or she was not
exposed to a deadly disease. As a result,
the court concluded that plaintiff stated

a cause of action based upon her allega-
tion that she had unhealed paper cuts
on her hands at the time her hands
came in contact with the bodily fluid.
In adopting a reasonableness standard,
the court explained that the goal of
deterring unreasonable conduct was of
primary importance, and that imposi-
tion of liability for unreasonable
conduct would decrease the number of
exposure incidents and discourage the
spread of disease ultimately serving the
goal of promoting public health.

Similarly, in Hartwig v. Oregon Trail
Eye Clinic,43 the Nebraska Supreme
Court found that a plaintiff, who was
stuck by two used hypodermic needles
placed in ordinary trash receptacle in a
medical clinic she was cleaning, was
able to recover emotional distress
damages. Two days after the accident,
plaintiff was informed by a nurse at the
clinic that she was at risk for HIV and
Hepatitis B infection and advised to
submit to four blood tests to determine
whether she had been infected.
Although plaintiff never tested posi-
tive, the court expressly rejected the
actual exposure rule, and held that she
was able to state a claim for emotional
distress damages since she was potentially
exposed to tissue, blood, or bodily fluid
through a medically sufficient channel
of transmission of HIV. The court
further noted that it was impossible or
impracticable to determine whether the
needles were in fact contaminated with
HIV positive blood. 

The New Jersey Supreme Court
also applied a reasonableness standard
in Williamson v. Waldman,44 and con-
cluded that a plaintiff, who was pricked
with a lancet while cleaning a common
trash can in a medical office, stated a
claim against the physician owners of
that medical office for negligent inflic-
tion of emotional distress. After the
incident, plaintiff was advised to
receive annual blood tests for HIV.
Although she consistently tested nega-
tive for both HIV and hepatitis,
plaintiff alleged severe emotional

distress and lifestyle changes, including
a decision not to have another child. In
adopting a “reasonableness” standard,
the court considered competing public
policy considerations offered in favor of
the various tests and standards that had
been adopted in these types of cases.
The New Jersey Supreme Court ulti-
mately settled upon a qualified
reasonableness standard: 

[A] person claiming damages for
emotional distress based on the fear
that she has contracted HIV must
demonstrate that the defendant’s
negligence proximately caused her
genuine and substantial emotional
distress that would be experienced
by a reasonable person of ordinary
experience who has a level of
knowledge that coincides with
then-current, accurate, and general
available public information about
the causes and transmission 
of AIDS.

In formulating this test, the court
expressly intended to deter unreason-
able conduct, decrease the number of
exposure incidents, and counteract
general ignorance and public miscon-
ceptions about infectious disease.

Conclusion
Undoubtedly, competing public

policy considerations will continue to
drive the debate over what standards
should apply to determine whether a
plaintiff may recover emotional distress
damages for fear of contracting an
infectious disease. Courts will continue
to grapple with the need to guard
against speculative damages, excessive
litigation, and harmful public miscon-
ceptions on the one hand, and the need
to ensure fair treatment of legitimate
claims and to deter unreasonable
conduct in the name of promoting
public health on the other. Even the
prevailing policy considerations are
likely to change as we learn more about
various infectious diseases, the means
by which they may be transmitted, as

Actual Exposure or Reasonableness?
continued from page 15
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well as how best to prevent their trans-
mission and spread. 

It is equally likely, however, that all
courts will remain focused on the need
for greater indicia of reliability in
making the determination of whether
an emotional distress claim for fear of
contracting infectious disease is valid.
Even the minority, reasonableness stan-
dard has been qualified by recent
decisions to ensure that there is some
evidence of a scientifically acceptable
mode of transmission of the feared
disease before a plaintiff will be allowed
to recover emotional distress damages
in this context. Without the common
focus on the need for some greater indi-
cia of reliability, litigants would be
faced with highly speculative damage-
claims and an increased potential for
windfalls to healthy plaintiffs who will
never manifest disease or injury at all.

Thomas A. Delaney concentrates his
practice in the defense of products liabil-
ity actions, including pharmaceutical
products, and has extensive experience 
in professional malpractice cases. In addi-
tion, he has authored portions of the
SDM&A Healthcare Liability Deskbook.
He received his J.D. degree from Loyola
Law School in Los Angeles and his B.A.
from Loyola Marymount University. Mr.
Delaney is a member of the California
State Bar, the American Bar Association,
and the Hispanic Bar Association of
Orange County 
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join together to explore cutting-edge
issues in health law and to develop the
Section’s agenda. If you are interested in
becoming more involved with the
Section, please make time to attend this
pivotal meeting.

One year ago, we celebrated the
Section’s commitment to our diverse
membership by undertaking a number
of initiatives to help assure that all
members of the Section have the
opportunity to speak on panels, write
for the Section’s publications, and
contribute their talents to the Section’s

work. In addition, we committed finan-
cial support to the ABA Minority
Opportunity Scholarship fund and
developed stronger ties to law students.
We brought more in-house counsel and
government attorneys to the table, and
more fully developed our list serve
capabilities to enable broader input on
issues. As a result, we are proud to
report that the Section continues to tap
more deeply into the experience and
abilities of our members.

Where will the Section be one year
from now? Five years down the road?

The answer to that question lies with
you. You have the ability to help shape
the Section’s agenda through your
participation in the Interest Groups,
and by joining in Section activities. I’m
looking forward to many more years of
stimulating and challenging work with
the Section. I hope you are too.

Jill Peña
Director
Health Law Section
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Introduction
The United States Department of

Health and Human Services (DHHS)
Office of Inspector General (OIG)
recently released a new advisory opin-
ion on “insurance-only” billing, OIG
Advisory Opinion 01-7 (July 2, 2001).1

As is often the case with OIG advisory
opinions, the facts on which the opin-
ion is based are unusual, such that the
opinion may be easily misunderstood if
taken out of context. This article
attempts to identify the salient facts of
the opinion from a health care provider
standpoint, and to provide a context for
its correct interpretation.

Background
The phrase “insurance-only” in

billing for medical services is most
commonly used to refer to waiver by
the physician or other health care
provider of the out-of-pocket, up-front
payment the patient may be required to
make to the provider at the time of
each visit or service under the terms of
his or her health benefit plan.2 The
term also may be commonly used to
include a waiver of the uninsured
portion of a charge for health services a
patient may be required to pay, usually a
percentage of the total charge billed
and collected in arrears. An example of
this would be traditional indemnity
insurance coverage that pays 80 percent
of the provider’s fee, with the remaining
20 percent to be collected in arrears
from the patient. 

The up-front payment is most
commonly called a “copayment,” while
the balance remaining to be paid by the
patient after the health plan has paid its
portion is usually referred to as “coin-
surance.” These terms are sometimes
used interchangeably and are not finely

distinguished in OIG Advisory Opinion
01-7, but the opinion clearly uses the
term “coinsurance” to include both up-
front and in-arrears patient payment
responsibilities.

The Facts of OIG
Advisory Opinion 01-7

OIG Advisory Opinion 01-7
addresses the insurance-only billing
practices of an unnamed tertiary-care
specialty hospital and its employed staff
physicians.3 According to the opinion,
the hospital has a long history of
providing services without charge to
patients or their families. Its services
were funded entirely through private
contributions until the 1960s, when the
prevalence of health insurance and the
implementation of Medicare and
Medicaid caused it to begin seeking
reimbursement from third-party payers,
where available. Uninsured patients
continue to receive care free of charge.

The same billing policies apply for
hospital inpatient (Medicare Part A)
services, other hospital (Medicare Part
A) services, and for the (Medicare Part
B) services of the hospital’s staff physi-
cians who are employed full-time and
exclusively by the hospital. Medical
staff members who have outside, private
practices independent of the hospital
are dealt with separately in the opinion
(see “Private Practice Physicians” below).

For its insured patients, the hospi-
tal waives all deductibles, copayments,
and coinsurance, but accepts whatever
available third-party reimbursement is
available. Significantly, the hospital’s
insurance-only billing policy applies to
all of its patients, without regard to the
patient’s financial need. It is not part of
a bargained-for price reduction agree-
ment between the hospital and the
third parties, and no allocation of
waived deductibles, copayments, or
coinsurance is made to bad debt for
Medicare cost-reporting purposes.

The OIG’s Analysis
The OIG begins its analysis with

the observation that the hospital’s
waiver of deductibles, copayments, and
coinsurance charges for its inpatient
hospital services fits squarely within the
existing safe harbor for such waivers,
found at 42 C.F.R. § 1001.952(k). Its
waiver of charges for non-inpatient
services and the services of its salaried
physicians, on the other hand, are not
protected by any existing safe harbor,
and could potentially violate the anti-
kickback statute. In this case, however,
the OIG determined that it would not
pursue sanctions. 

In explaining its special treatment
of this hospital’s billing practices, the
OIG noted the long history of the
hospital’s charitable service; the
uniform application of the waiver to all
patients, regardless of need or ability to
pay; the salaried arrangements with staff
physicians, reducing any personal
incentive to provide or order unneces-
sary services; and the absence of any
inducement to referral sources. Further
distinguishing this case from the more
typical arrangement, the OIG explained
that its determination in this opinion —

rests in large measure on a recog-
nition that . . . [the hospital’s]
Insurance Only Billing Policy is a
singular vestige of [the hospital’s]
charitable origin and continuing
mission. . . . This institutional his-
tory merits deference to the
Insurance Only Billing Policy that
would be inappropriate for an iden-
tical policy implemented today.

No Immunity For Private
Practice Physicians

Like all OIG advisory opinions,
Opinion 01-7 provides immunity from
prosecution only for the hospital
involved. It cannot be relied on by any
other person in the defense of any
enforcement action, and is limited in

ADVISORY OPINION ON “INSURANCE-ONLY
BILLING” REQUIRES CAREFUL READING
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scope to the precise facts presented. It
expressly excludes from its protection
the physicians who are on staff at the
hospital, but who also maintain private
practices outside of the hospital. With
respect to those physicians and their
patients, the opinion noted: 

[The hospital] is one of several
regional hospitals competing for lucra-
tive cardiology business. [The
hospital’s] waiver of otherwise applica-
ble patient coinsurance amounts
potentially confers a competitive
advantage both on [the hospital] and
on the Private Practice Physicians . . . .
In these circumstances and with respect
to patients of the Private Practice
Physicians, we see no distinction
between [the hospital] and competing
hospitals such that we should protect
[the hospital’s] waiving of patient coin-
surance [in cases other than those based
on financial need] when competing
hospitals cannot.

Conclusion
OIG Advisory Opinion 01-7

applies narrowly to the facts and
circumstances of a hospital whose
historically and uniformly charitable
mission distinguishes it sharply from
the vast majority of medical institutions
in the United States. It should not be
read as a loosening of the legal standard
generally prohibiting waiver of
deductible, copayment, and coinsur-
ance amounts other than in cases of
financial need.4

Charles M. Key, Esq. is a member of
The Bogatin Law Firm, PLC, Memphis,
Tennessee. His practice focuses on repre-
sentation of health care providers in
business and regulatory matters such as
service contracting, managed care
systems, provider networks, faculty 
practice plans, Medicare reimbursement,
antitrust, insurance, risk management,
peer review, and licensing. Mr. Key is a

fellow of the Tennessee Bar Foundation,

is a member of the American Health

Lawyers Association, the American Bar

Association Health Law Section, and the

State Bar Associations of Missouri and

Tennessee, and is immediate past chair of

the Tennessee Bar Association Health

Law Section.
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1 The opinion is available on the DHHS web
site at http://www.os.dhhs.govprogorg/oig.

2 See Charles M. Key, “Professional Courtesy
and the New Order: Recognizing Legal
Constraints and Economic Realities,” The
Health Lawyer, Vol. 11, No. 6, pp. 13-17
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4 See Key, supra note 2 for a review of the legal
issues raised by waiver of deductible, copay-
ment, and coinsurance payments.
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Introduction
On May 3, 2001, Representative

Sherrod Brown (D, OH) introduced a
bill entitled Affordable Prescription
Drugs and Medical Inventions Act
(H.R. 1708) (the “Bill”). (Full text 
of the Bill can be found at
http://thomas.loc.gov.) The Bill initially
has been referred to the House
Committee on the Judiciary and to the
Committee on Energy and Commerce.
The committees have referred the Bill
to the Subcommittee on Courts, the
Internet, and Intellectual Property and
the Subcommittee on Health respec-
tively. No further action has been taken
as of the date of this publication. If
enacted, the Bill will make one of the
most significant changes in the U.S.
patent law ever. Under the proposed
law, the government would have the
right to grant commercial patent
licenses against patent owners’ will.

The Proposed Law
The Bill is intended to amend

Federal patent law (U.S.C. Title 35) by
adding a new Section 158, entitled
“Compulsory Licensing.” The new law
would grant unprecedented powers to
the Secretary of Health and Human
Services (“HHS”) and to the Federal
Trade Commission (“FTC”) to grant
compulsory patent licenses (without the
authorization of the owner of the patent
rights) for use of patented inventions
relating to health care. The proposed
law has a broad subject matter scope. It
is designed to be applicable to virtually
all medications, medical devices
(whether or not regulated by the FDA),
biological products, and all technologies

and processes applied or applicable to
“health or health care.” The Bill does
not specify how the power to grant
compulsory licenses would be divided
between the HHS and FTC.

When A Compulsory License
Would Be Granted

If enacted, Section 158 would allow
the HHS and FTC to grant compulsory
licenses if either of them determines the
existence of at least one of the five
conditions specified in the Bill. 

The first condition under which a
compulsory license would be granted is
a determination that the patent holder
(or its contractor, licensee, or assignee)
has not taken, or is not expected to
take within a reasonable time, effective
steps to achieve practical application of
the subject invention in a field of use.
The Bill is silent on what should consti-
tute “reasonable time” and “effective
steps,” how a determination of what’s
expected should be made, and what “a
field of use” is. This provision would
therefore give the HHS and FTC the
power to define these terms.

The second listed condition is a
determination of the necessity to estab-
lish “other use of the subject patent to
alleviate health or safety needs which
are not adequately satisfied by the
patent holder, contractor, licensee, or
assignee.” It is not clear how the requi-
site adequacy is to be analyzed. For
example, will the cost of the subject
drug or device be a factor in analyzing
the adequacy issue?

The HHS and FTC would also be
able to grant a compulsory license if
either of them determines that “the
patent holder has engaged in anti-
competitive behavior.” The Bill
provides two examples of the requisite
anti-competitive behavior that would
trigger this provision: (a) the patented

invention is priced excessively in rela-
tion to the median price for developed
countries (or by other “reasonable”
standards) and such pricing contravenes
the public interest, or (b) the patented
invention is an essential component of
a health care product that involves
patents, and the licensing terms for the
patent on the invention are not reason-
able and deter innovation or product
development, contrary to the public
policy. As in the previous provisions,
this part of the Bill appears to give the
HHS and FTC significant discretion to
grant compulsory licenses.

The fourth determination that
would allow the HHS and FTC to grant
a compulsory license is that the subject
patent is a blocking patent for a later
patented invention. In other words, if
another entity cannot practice its
junior patent without obtaining a
license from the holder of a senior
(blocking) patent, the HHS and FTC
would be able to grant a compulsory
license under the senior patent to the
holder of the junior patent. The restric-
tion provided in the Bill for this kind of
compulsory licenses is that the junior
patent must protect an “important tech-
nical advance.” The bill does not
specify who would make the determina-
tion as to what an “important technical
advance” is, nor does it specify what
criteria would be used.

The fifth and final condition that
would serve as a basis for granting a
compulsory license is a determination
by the HHS or FTC that the invention
of the subject patent “is needed for
research purposes that would benefit
the public health, and that the inven-
tion is not licensed on reasonable terms
and conditions.” Once again, the Bill is
silent regarding the criteria for evaluat-
ing the requisite public health interest.
In addition, the Bill is silent on how a

THE LAW OF UNINTENDED CONSEQUENCES: 
HOW WILL THE AFFORDABLE PRESCRIPTION
DRUGS AND MEDICAL INVENTIONS ACT AFFECT
AMERICAN HEALTH CARE?
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determination of reasonableness of the
license terms and conditions should 
be made.

Reasonable Remuneration For
Compulsory Licenses

Another provision of the proposed
law outlines how the FTC and HHS
would determine reasonable remunera-
tion to be paid to the owner of the
patent right for a compulsory license.
The following factors would be consid-
ered in the analysis:

(1) the risks and costs associated
with the patented invention
and the commercial develop-
ment of patented products;

(2) the efficacy and innovative
nature and importance to 
the public health of the 
subject invention;

(3) the degree to which the inven-
tion benefited from publicly
funded research;

(4) the need for adequate incen-
tives for the creation and
commercialization of new
inventions; and

(5) the public health benefits of
expended access to the subject
patented invention.

Again, this portion of the 
Bill provides a lot of discretion to 
the HHS and FTC in making the 
requisite judgments.

Reporting Requirements

The Bill does not stop with creating
a legal framework for compulsory
licenses. It goes on to devise a reporting
system according to which manufactur-
ers of patented drugs would have to
provide comprehensive annual financial
reports to the HHS. The reports would
have to include “all financial informa-
tion relevant to the pricing of [patented
drugs] nationally and internationally,
including, in formats specified by the
Secretary [of HHS] an accounting of the
costs allocated to research and develop-
ment of [each patented drug], as well as
costs allocated to other research and
development activities.” The same

reports would also be made available to
the Congress. Non-compliance with the
reporting requirements would subject
the violator to civil penalties. There are
no protections built into the Bill to
ascertain that the highly confidential
information included in the required
reports would be unavailable to
competitors of the reporting business
and the public at large.

Although the Bill provides a proce-
dure for judicial review of the assessed
penalties for a violation of the reporting
requirement, the Bill is silent on any
review procedures for decisions to grant
compulsory licenses.

Is The Cure Worth The
Potential Damage From
Side Effects?

The Bill was introduced in
response to consumer complaints
regarding the high cost of prescription
drugs and medical devices. While other
countries grant compulsory licenses to
competing drug companies, so that
patented drugs may be introduced to
the market at lower prices, the United
States has not followed this practice.
Rep. Brown, a longtime advocate of
lowering drug prices, believes that this
law, if enacted, will lower prices
through competition, making it more
effective than using price controls.

In the short term, the proposed law
may bring some prices to lower levels.
However, what would be the potential
long-term effects of such a drastic
change in the U.S. patent policy?

If business entities have no confi-
dence that the legal framework allows
them to recover substantial research
and development expenditures, they
will naturally want to limit their finan-
cial risk and reduce R&D budgets. The
reduced budgets are likely to cause a
reduction in the number of newly
developed drugs, biomedical products,
medical devices, and other health care
related inventions. The Canadian expe-
rience confirms that this danger is real.
At one time Canada allowed companies
to market generic versions of patented

drugs for a minimal royalty fee.
Eventually, the Canadian Parliament
concluded that “compulsory licensing
had encroached too far into the paten-
tee’s sphere of exclusivity, resulting in a
decrease in research and development
of new medicines in Canada.” ICN
Pharmaceuticals, 138 D.L.R. 4th at 76
(reviewing the circumstances around
passage of Patent Act, R.S.C., ch. P-4,
39 (1985), as amended at S.C. 1987,
ch. 41). Canada later repealed compul-
sory licensing.

In Canada, compulsory licensing
drove down prices for patented drugs, so
that Canada no longer had the highest-
priced drugs in the world. The licensing
also kept prices of drugs from increasing
above the level of inflation. See Shawn
McCarthy, Drive On to Rein in Drugs
Costs: Patent Protection for Brand Names
Limits Cost Save of Low-Price Copies by
Generic Firms, The Toronto Star,
January 23, 1993 at C1. Since generic
manufacturers could produce the drugs
at a much lower cost, they could in turn
offer the drugs at lower prices that kept
the overall market price for prescription
drugs low. See Michael B. Moore, “Open
Wide (Your Pocketbook That Is!) – A Call
For the Establishment in the United States
of a Prescription Drug Price Regulatory
Agency, 1 Sw. J. of L. & Trade Am. 149,
162 (1994).

Some observers believe that com-
pulsory licensing would not discourage
research and development, pointing out
that federal funding provides almost
one half of all R&D monies spent in
the pharmaceutical industry. But the
nature of the drug market suggests that
there would still be substantial effects.
High sunk costs and a large time lag for
approval of drugs in the pharmaceutical
industry means that the companies rely
heavily on money raised for research
and development. In 1993, the Office
of Technology Assessment determined
that the cost of bringing a new drug
from laboratory to market was $359
million in 1991, and less than one in
ten approved compounds allowed the
developer to recover the related costs.
See Office of Technical Assessment,

continued on page 22
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Pharmaceutical R&D Costs, Risks and
Rewards, at 21 (Feb. 1993).

While half of the money may come
from federal funding, the other half of
the R&D budget relies heavily on the
sale of products already in the market-
place, so that drug sales provide
significant funding for future research.
Consequently, the entrance of compet-
ing and lower priced products is likely to
result in the patent-holder selling fewer
of its own products. In turn, commercial
R&D budgets would have to be reduced.
Alternatively, the patent-holder could
seek to maintain its level of sales, but at
a reduced price. Both outcomes would
result in lower profits realized by the
entities who traditionally have been
major investors in new research. Would
they be able to continue to afford
comparable R&D budgets?

In addition, investors may perceive
the proposed change in the law as a
precursor to lower industry profits.
Hence, it may become more difficult for
pharmaceutical, biomedical and
medical device companies to attract
private investments. Perhaps more
importantly, the proposed law may have
a powerful impact on the public
markets. If enacted, the bill would place
a significant constraint on the ability of
pharmaceutical, technology, and
medical device companies to go public
and to follow on offerings.

When profits fall, research and
development suffers, therefore limiting
the money spent on, and the introduc-
tion of, new drugs and inventions. If the
United States is to remain the world
leader in the development of new and
effective health care technologies,
compulsory licensing is not the answer.
See Jerry Stanton, Comment, Lesson for
the United States From Foreign Price
Controls on Pharmaceuticals, 16 Conn. J.
Int’l L. 149, 154 (2000). A comparison
between the United States and coun-
tries with various regulatory schemes,
including compulsory licensing in
Canada, reveals that an unregulated
pharmaceutical industry leads to a huge

volume of new drugs and inventions.
Indeed, it is estimated that all of the
European countries combined will
produce only five new breakthrough
drugs by the year 2002. See William C.
Steere, Jr., Thoughts Toward a Medicare
Drug Plan, (February 14, 2000)
http://www.pfizer.com/pfizerinc/about/
medicare.html.

Some may argue that lower prices
will only affect current drugs - not
future drugs - because generic drug
producers will eventually raise prices to
a level near the one set by patent-hold-
ers in order to make more money.
Obviously, this is not the result the
proponents of the Bill have in mind.
More importantly, the logic of this argu-
ment is faulty. One of the basic
economic principle is that increased
competition always brings lower prices.
Indeed, the Canadian experience
proves it right — compulsory licensing
in Canada resulted in lower drug prices.

Is the Proposed Law
Constitutional?

Compulsory licenses could be
considered unconstitutional under two
theories: (1) the constitutional power
to grant a patent carries no power to
limit the patent; and (2) compulsory
licensing constitutes an unconstitu-
tional taking.

Congress has the right to grant
exclusive rights to promote the science
and the useful arts. Such power is said
not to carry with it the power to
encroach on that right or to grant a
right conditioned upon subsequent
government interference. An argument
can be made that if such limitations
were meant to be included, they would
have been explicitly written into the
Constitution. This argument has not
been addressed by United States courts
because broad commercial compulsory
licensing laws have never been enacted.
Commentators believe that a limitation
on the granting of patents might meet
with disapproval by the courts.

The second potential constitu-
tional attack regards compulsory
licensing as a “taking.” A taking must
be for “public use.” While the taking of
a patent may, in the end, benefit the
public, the initial beneficiary is the
competitor who gets the patented
invention without having to invest the
time and money spent to develop the
subject technology. This taking would,
first and foremost, benefit competitors
of research and development companies
in the pharmaceutical, biomedical, and
medical device industries.

Some have tried to justify the
taking of a patent under the police
power of the federal government. The
exercise of police power by Congress
must be for the public benefit and can
be used only to protect the health,
safety, and morals of the community
and to prevent the spread of any evil or
harm. Strong arguments could be made
that the taking of a patent would not be
necessarily for the public benefit.
Moreover, one may argue that unless
the patented technology is not
exploited, it is benefiting the public at
large and therefore, it is already promot-
ing health and safety. Finally, an
argument can be made that compulsory
licensing should not fall within the
scope of the federal police power, as this
power is based on regulatory principles.

For the above reasons, the Bill may
be challenged on constitutional grounds. 

The Proposed Law May
Violate Basic Patent 
Policy Principles

A grant of a patent by the govern-
ment has always been viewed as a quid
pro quo. In other words, the inventor
agrees to lay open the invented technol-
ogy, and, in exchange for the full
disclosure, the government grants the
inventor a monopoly to benefit from the
disclosed technology during a limited
time. This policy yields two major bene-
fits. On the one hand, it provides a
powerful incentive for research and
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innovation. On the other hand, it
encourages the disclosure of the innova-
tive research and thereby allows the
scientists, researchers and engineers to
build upon each other’s results. This
policy has provided the framework for
an unprecedented spurt in technological
progress in this country.

The proposed law may very well
upset this delicate time-honored

balance. How it will affect the pace of
invention in the critically important
health care field remains to be seen.

Allan Z. Litovsky is a senior associate
in the Litigation Department of Latham
& Watkins’ Orange County office. Mr.
Litovsky is a licensed patent attorney and
he specializes in complex intellectual
property litigation, technology transac-
tions, and general intellectual property

counseling. His industry experience
includes semiconductors, networking
technologies, avionics, medical devices,
health care, pharmaceuticals, and others.
Mr. Litovsky holds a J.D. from Arizona
State University, and earned both an
M.S. and PhD. in Electrical Engineering
from Moscow Mining Academy.



THE ABA HEALTH LAW SECTION
750 N. Lake Shore Drive
Chicago, IL 60611

HEALTH
LAWYERT

H
E

Nonprofit Organization
U.S. Postage 

PAID
American Bar Association

Volume 13, Number 5
August 2001

CLE CALENDAR
For more information on any of these programs, call Kathy Yu at 312/988-5146 

or visit the Section web site at abanet.org/health/hlschedule/
October 11-12, 2001
Health Care Technology and 
Bioscience Conference
Co-sponsored by the ABA Sections of 
Health Law, Intellectual Property, Science 
and Technology Law and Suffolk University
Law School, this program will examine the
various issues surrounding the new world 
of biotechnology. Cutting edge topics on
human cloning, genome patents, biotech 
firm litigation, bankruptcy and insolvency
matters in the bio-science industry and issues
concerning technology transfers will be
addressed. Specific techniques and practical
approaches will be provided to enable you 
to give clients effective legal counseling. 
For more information, visit our website at
www.abanet.org/health/01tech/home/html
or call Kim Jensen at 312/988-5532.

November 2-3, 2001
Medicare Reimbursement & 
Compliance Conference
Wyndham Chicago, Chicago, IL
The Health Law Section of the American 
Bar Association & Healthcare Finance
Management Association have combined
forces to present its 4th annual conference

dedicated to Medicare-related issues from the
perspective of health care attorneys in private
practice, government attorneys and healthcare
consultants. Both CLE and CPE credit will be
provided for those who attend. This conference
is designed not only for attorneys, but for
anyone who interacts with the Medicare
program. More information will be forthcoming
soon. For more information, visit our website 
at www.abanet.org/health/ or call Kim Jensen 
at 312/988-5532.

January 12-16, 2002
National CLE Institute
The Sheraton Steamboat Resort, 
Steamboat Springs, CO
The Health Law Section will be participating
in this year’s National CLE Institute put on 
by LEI. For more information, call Kim Jensen 
at 312/988-5532.

Feb. 27 - March 2, 2002
Emerging Issues in Health Law 2002
The Pointe Hilton Squaw Peak Resort, 
Scottsdale, AZ
Now in its third year, this event is the 
Section’s “flagship” program where all ten 
of the Section’s Interest Groups come together

to provide CLE courses on their specialty areas.
It also provides a number of opportunities for
you to become more active in the Section
through Section publications like The Health
Lawyer, the State & Local Bar Initiative and
other Interest Group activities. Always held 
at a family-friendly resort, the program promises 
to provide not only continuing legal education
and increased involvement with the Section,
but a welcome respite for you and the 
family in the midst of a long winter! 
For more information, visit our website at
www.abanet.org/health/02EMI/home/html 
or call Kim Jensen at 312/988-5532.

To receive a brochure on these programs or to
get information on ordering written materials or
audiotapes (when available) please contact
Katherine Yu at the address below. Subject
matter and titles may be subject to change. Send
to: Katherine Yu, ABA Health Law Section, 750
N. Lake Shore Drive, Chicago, IL 60611. FAX:
312/988-6392, E-Mail: yuke@staff.abanet.org 


