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At press time, the Department of Health and
Human Services (HHS) was set to release
the final Stark II self-referral regulations

after nearly a decade of delay. The final rule was
scheduled to go on display today or tomorrow
and is slated for publication later this week.

All indications are that doctors and hospitals
wil l  have their hands full digesting all the
changes included in the final rule. “The OIG basi-
cally had to rewrite the whole set of regulations
that HCFA [Health Care Financing
Administration] published a few years ago,” says
Dan Mulholland, a partner with Horty Springer in
Pittsburgh. From the standpoint of providers, that
can only be an improvement, he adds.

The HHS’ Office of Inspector General (OIG)
provided technical assistance in drafting the final
regulation. The Office of Management and Budget
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also was part of the final clearance process.
Regardless of the shape of the final regula-

tions, this might not be the final act for the con-
tentious Stark II regulations. The next round
could take place in Congress, where outgoing
House Ways & Means Health Subcommittee
Chairman Rep. Bill Thomas (R-CA) has intro-
duced legislation that would strip the compensa-
tion portion of the law, widely considered to be its
most problematic component.

Jury still out on final 
patient privacy regulations

Health care providers and attorneys who
spent part of the Christmas holiday sifting
through the 1,500-page document that

comprises the patient privacy regulations
released by the Clinton administration last week
uncovered both good and bad news.

The first concern simply is the shape of the
regulation itself. When the standardization por-
tion of the Health Insurance Portability and
Accountability Act of 1996 was released last
summer, some observers voiced concern that
the two remaining components — privacy and
security — would not be released together. But
that is essentially what has happened.

The final privacy regulation contains some ref-
erences to security, such as the requirement that
hospitals appoint a privacy officer, but it falls far
short of the security component the Department
of Health and Human Services (HHS) had touted
earlier. Now the agency isn’t saying when further
security requirements might emerge.

HHS Inspector General steps
down after seven years

Citing health reasons, Department of Health
and Human Services (HHS) Inspector
General (IG) June Gibbs Brown will resign

her post effective Jan. 3. Michael Mangano will
take over as acting IG until the Bush administra-
tion names a replacement.

Brown had been the IG since November 1993.
She replaced Richard Kusserow after his 11-year
administration. While the IG is a political appoint-
ment, it is largely considered a nonpartisan posi-
tion. Brown’s 23-year career with the government
included senior positions in a variety of depart-
ments, including defense.

HHS officials say the Bush transition team is
now on site at the agency, but refused to specu-
late when a successor will be named. ■

Clinton’s final budget resurrects advisory opinion process

Final Stark II regulations scheduled for imminent release
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With a thin Republican majority in the House,
that will be no easy task. “I think they are going to
have a hard time changing any of this because
you start amending Stark and somebody jumps
on you and says that you are in favor of fraud,”
asserts Mulholland.

In 1989, Congress passed the Stark I regula-
tion, named after its main sponsor, Rep. Pete
Stark (D-CA). That law sought to block physicians
from inappropriately referring patients to facilities
in which they had a financial interest. Four years
later, Stark II extended those prohibitions to hospi-
tals, home health, and numerous other providers.
For better or worse, providers now have a regula-
tion to guide their actions in that area.

Meanwhile, the f inal budget signed by
President Clinton on Dec. 21 includes a “bare-
bones” measure that reauthorizes the OIG’s
advisory opinion process indefinitely. When the
process originally was established in the face of
some resistance by the OIG, it was authorized
for only three years. Once in place, the advisory
opinion process found few critics.

Unfortunately, attempts to modify the statute by
including certain Freedom of Information Act
(FOIA) protections fell short. Those protections
would have shielded providers from trial lawyers
who make FOIA requests and later use the infor-
mation disclosed in qui tam filings against them.

Health care advocates also had hoped that
the OIG’s current 60-days to issue opinions
would be extended to 90 days, and that trade
associations would be allowed to request adviso-
ry opinions on behalf of their members. But
those changes never found their way into the
legislation signed by the president .

Perhaps the most far-reaching change in the
process that was advocated but not adopted was
one that would have made the opinions binding to
all providers as opposed to just the requester.

The budget also includes a $32 million — or
68% — increase for the Nursing Home Initiative
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On the whole, Karen Ignani, president of the
American Association of Health Plans (AAHP) in
Washington, DC, argues that the final regulation
fails to strike a “fair balance” between patient pri-
vacy and access to optimal health care. But she
also cites a range of areas that still are subject to
interpretation.

For example, Ignani says it is unclear exactly
when an individual must sign an authorization
and how that should be organized administrative-
ly. But that is just the tip of the iceberg. “Rather
than learning from the experience that has
occurred in various states, this repeats the mis-
takes that have been made in the past that have
been remedied at the state level,” she argues. 

Ignani points to Hawaii, where she says similar
regulations shut down workers’ compensation
treatment and jeopardized the ability of health
care providers to implement independent review.
In Minnesota, she says, regulations similar to
those in the final rule made it almost impossible
to use health care information for treatment and
research. “Clearly, that is not what anyone on
any side of this debate wanted,” she says.

According to Dan Mulholland, a partner with
Horty Springer in Pittsburgh, the potential threats
don’t stop there. “They said that there is no federal
right to sue,” he asserts. “But I can see somebody
very easily making the argument that failing to
abide by these rules constitutes negligence, and
that would open the door for state lawsuits.”

In fact, Mulholland says, even after reading the
proposed regulations, he feared the trial bar
could make an end run around any prohibition or
limitation regarding federal lawsuits included in
the regulations. 

(Continued on page 3)

to boost federal oversight and inspection of nurs-
ing homes. There were no other big-ticket items
in the area of health care fraud and abuse
enforcement, however. ■
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Mulholland’s theory goes something like this:
Many states consider it negligence — or at the
very least evidence of negligence — when a set
of federal regulations that establishes a standard
of conduct (such as maintaining the confidentiali-
ty of health information) is violated.

As a result, any breach of confidentiality or
violation of the rules could be portrayed as negli-
gence on the part of the provider, Mulholland
speculates. “It is only a small step from there to
some class-action suit where essentially hospi-
tals or HMOs are held at gunpoint,” he says.
“Then it becomes a real serious matter.”

But not all the news is bad, says Rick Smith,
vice president of public policy and research at
AAHP. Notably, he points out that the final regu-
lations do not include a private right of action.
But he adds that it is also clear that the Clinton
administration regrets it did not have the authori-
ty to include such a provision.

“The legislation did not intend the private right
of action given that there are a series of enforce-
ment measures and penalties available,” he
explains. “The effort to make individuals third-
party beneficiaries of contracts appeared to be
an attempt to go well beyond the intent of
Congress by bootstrapping in an ability to sue
under certain circumstances.

“This is one of the more complex areas of the
regulation,” he cautions. “There have been some
accounts that suggest that the concept of third-
party beneficiary may have been somewhat nar-
rowed, although not eliminated.”

It is unclear whether Congress will attempt to
undo that victory for health care providers. Sen.
Patrick Leahy (D-VT) argues that Congress
should grant patients a private right of action
when their records are misused. But a member
of his staff says it is too early to know if hearings
on that issue will even be scheduled in the
upcoming Congressional session.

Another major question still facing providers is
whether Congress will take further steps in this
area to create uniformity across states. Congress
did not grant HHS that authority. As a result, state
laws still are in effect when they are more stringent
than federal requirements, leaving providers with a
messy patchwork of laws they must cope with. 

The most significant changes in the final regu-
lation are that they now cover paper records and
oral communication as well as electronic records,
and they now require that most providers obtain
patient consent for even routine use and disclo-
sure of health records. 

The new standards are designed to limit the
nonconsensual use and release of private health
information and give patients new rights to
access their medical records and to know who
else has accessed them. 

In unveiling the final regulations Dec. 21,
President Clinton said the sweeping privacy pro-
tections were “carefully crafted” to protect patient
privacy in the new era of medical and technologi-
cal innovation.

He cited one recent survey that showed that
more than a third of all Fortune 500 companies
check medical records before they hire or pro-
mote. Also, one large employer in Pennsylvania
had no trouble obtaining detailed information on
the prescription drugs taken by its workers.

Clinton also argued there’s a need for further
protections that only Congress can provide. For
example, he said, only new legislation from
Congress can make these new protections fully
enforceable and cover every entity holding med-
ical records. ■

OIG approves ambulance
restocking arrangement

On Dec. 21, the Department of Health and
Human Services’ (HHS) Office of
Inspector General (OIG) approved an

ambulance-restocking arrangement that it admits
could violate the anti-kickback statute from a
technical standpoint.

The larger question for several health care
attorneys who reviewed the OIG’s opinion is why
the OIG is spending so much time answering
requests for advisory opinions about similar
ambulance-restocking arrangements.

“The logic behind the opinion seems pretty
sound,” says Dan Mulholland, a partner with
Horty Springer in Pittsburgh. “I have always won-
dered why they were so concerned about ambu-
lance restocking, because I think the potential for
mischief is fairly low.”

Paul DeMuro, a partner in the San Francisco
office of Latham and Watkins, explains that ever
since the OIG took the position several years
ago, certain ambulance-restocking arrangements
implicate the anti-kickback statute; any hospital
involved in such an arrangement felt it had to
obtain a favorable advisory opinion.

“We have seen a plethora of advisory opinions
in ambulance restocking,” he says. “They believe

(Continued on page 4)
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it implicates the statute, so you have to get pro-
tection for it.”

In this advisory, the hospital requesting the opin-
ion had been restocking on an emergency basis
only to volunteer companies that did not bill for
their services. The hospital will continue to restock
other ambulance services during emergency pre-
hospital transports, but those ambulance services
must pay fair-market value for the restocked items.

“The provision by a hospital of free supplies and
medications to an ambulance provider fits squarely
within the meaning of remuneration for the purpos-
es of the anti-kickback statute,” warns the OIG.

But the OIG goes on to say that the while an
inference may be drawn that one purpose of the
remuneration is to induce the ambulance provider
to that particular hospital, it would not impose
sanctions under the conditions presented.

“The fact that the hospital offers free restocking
only offered to volunteer ambulance companies
that do not bill for their services does not change
our analysis,” explains the OIG. That is because
the hospital has a “legitimate interest” in containing
the cost of the program and limiting the scope of
the program to volunteer services, and that pres-
ents “a reasonable distinction” that is not related to
the volume or value of referrals, the OIG contends.

According to DeMuro, the OIG’s legal analysis
included in the opinion is not markedly different
from previous advisories. “Basically, what they
have said is that the likelihood of this increasing
costs to the Medicare program or influencing
referrals is not great,” he concludes. ■

Doctors Hospital chair 
to repay $14 million

James Desnick, chairman of the board and
principal shareholder in the now-defunct
Doctors Hospital in Hyde Park, IL, agreed on

Dec. 19 to pay the federal government and the
state of Illinois $7 million each to settle allega-
tions that he and the hospital defrauded
Medicare and Medicaid over the last eight years.

The government alleges that Desnick and
Doctors Hospital constructed kickback payments
to some employees and submitted claims for
medically unnecessary services, as well as
claims for improperly coded services.

According to the settlement, Desnick must
pony up the entire $14 million within 10 days.
Desnick and any entities that he owns also are

prohibited from billing any federal health care
program for the next five years unless he signs a
corporate integrity agreement. That agreement
would remain in effect for five years. ■

OIG solicits safe harbors,
Special Fraud Alerts

The Department of Health and Human
Services’ Office of Inspector General (OIG)
published a solicitation of new safe harbors

and Special Fraud Alerts on Dec. 12. The OIG
notes that in accordance with public law, it con-
tinually studies safe harbor and special fraud
alert proposals submitted in response to the
annual solicitations.

Some of the solicitations have been
addressed in the safe harbor rulemakings pub-
lished on Nov. 19, 1999, or are already under
development, notes the OIG. The OIG last pub-
lished a Federal Register solicitation notice for
developing new safe harbors and Special Fraud
Alerts on Dec. 10, 1999. The OIG requests a
detailed explanation of justifications or empirical
data supporting the suggestion. ■

Michigan physician 
agrees to pay $2 million

AMichigan osteopathic physician agreed to
pay the government $2 million to settle
allegations that he and a corporation he

controlled overcharged the Medicare and
Medicaid programs, the Justice Department
announced on Dec. 27. The settlement resolves
various allegations under the False Claims Act
against Donald Dreyfuss, MD, in connection with
services provided from 1992 to 1996 to nursing
home and hospice patients in the Detroit area. 

The settlement was announced by Assistant
Attorney General David Ogden of the Justice
Department's Civil Division and Saul Green, U.S.
Attorney for the Eastern District of Michigan.
Dreyfuss allegedly billed Medicare and Medicaid
for providing physician services to nursing home
patients that were not provided, not medically nec-
essary, or the complexity of the services was exag-
gerated. It was also alleged that in connection with
a hospice, Dreyfuss certified that patients were eli-
gible for Medicare or Medicaid services when they
were not. ■


