
Research institutions and teaching hospitals
should brace for an increase in administrative

enforcement activity and use of the False Claims
Act in the area of research compliance, health
care attorneys warn.

“The level of activity administrative agencies
have demonstrated recently is really unprecedent-
ed,” says health care attorney Paul Kalb of Sidley
Austin in Washington, DC. “It is not just investiga-
tive activity; it is actual sanctions.” Along with that,
he points to increased application of the False
Claims Act in that area.

But not all the news is bad. Along with those
rising threats are final policies from the federal
Office of Research Integrity on the responsible
conduct of research and education, as well as a
governmentwide definition of “research miscon-
duct” by the Office of Science and Technology
Policy that health care attorneys say can limit
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potential liability when applied correctly.
While the Food and Drug Administration gener-

ally is responsible for the oversight of privately
sponsored research, a variety of agencies over-
see government-funded research, including the
Office of Human Research Protection, which has
the responsibility of protecting human subjects.
“There is a lot of overlap, and the regulatory obli-
gations are in many respects similar, whether it is
publicly or privately funded research,” explains
Kalb.

OIG breathes new life into
gainsharing arrangements

Heath care attorneys say the Department of
Health and Human Services’ Office of

Inspector General’s (OIG) latest advisory opinion
on a potential gainsharing arrangement breathes
new life into these hospital-physician agreements
roughly 18 months after the OIG appeared to rule
out those arrangements.

“We had all pronounced gainsharing dead, and
now it has come back to life,” says attorney Craig
Holden with Ober Kaler in Baltimore.

Holden says the advisory is an about-face from
the guidance the OIG issued in July 1999. Then,
the OIG claimed federal law prohibits hospitals
from paying physicians “to reduce or limit” care to
fee-for-service Medicare and Medicaid patients.

In its advisory opinion released Jan. 18, howev-
er, the OIG maintains that its decision not to
impose sanctions on the proposed arrangement is
an exercise of its “discretion” and is consistent with
its earlier special advisory.

OIG says nursing home
reimbursement too vexing

While nursing homes generally follow a system-
atic process when implementing resident

assessments, significant differences exist between
the Minimum Data Set (MDS) used for that assess-
ment and the rest of the medical record. Worse yet,
the Resource Utilization Groups that flow from the
MDS and drive Medicare reimbursement are either
upcoded or downcoded 76% of the time, according
to reports just released by the Department of
Health and Human Services’ Office of Inspector
General (OIG).

“It is certainly no surprise to anybody that the
MDS is not accurate,” asserts health care attorney
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“This research area is hard to put in a nutshell
because it implicates a number of areas that are of
interest to the government, including basic health
care fraud, the use of pharmaceuticals, and poten-
tial health and safety effects on individuals,”
explains former Department of Justice attorney
John Bentivoglio, now of Arnold and Porter in
Washington, DC.

The result is that over the past two years,
researchers at about a dozen major institutions
have been suspended, while numerous other
researchers have received warning letters. That
compares to a single suspension that was handed
out in the two prior years.

The Department of Justice is now getting into
the action as well, through an increasing number
of qui tam suits filed by whistle-blowers. 

According to Kalb, the primary False Claims Act
theory has been that institutions have knowingly
submitted improper financial claims, misrepresent-
ed their costs, or have made false statements.

Some whistle-blower suits have been a little
more creative, linking regulatory failures with false
claims, he adds. “They make the argument that if
the government has conditioned the receipt of a
grant on compliance with the human subject rules;
if you violate those rules, you are not only subject
to administrative sanctions but you have submitted
false claims,” Kalb explains.

“The implications are staggering because the
regulatory environment is very complex,” warns
Kalb. “There are hundreds of pages of regulations,
and if a violation of those regulations can be the
basis of a False Claims Act suit with huge-money
damages, that is something research institutions
must be very concerned about.”

David Hoffman, Assistant U.S. Attorney for the
Eastern District of Pennsylvania, maintains that
the key ingredient that implicates the False Claims
Act is the certification process. “When you are cer-
tifying to the government that certain things are
happening, that is not just a rubber stamp,” he
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asserts. “From the government’s perspective,
those certifications have meaning, and that is how
you get to the application of the False Claims Act.”

Hoffman says the two central issues involved in
the settlement with Thomas Jefferson were allega-
tions the government was paying for a researcher
who was not in the country and the falsification of
data. “Those are not ‘hypertechnical’ violations,”
he argues. 

“Every technical violation is not going to be
fraud,” he adds. “But I think somebody would be
hard-pressed to look at the Thomas Jefferson
model and call it a technical violation.”

According to Hoffman, research institutions
must establish systems to identify any rogue
employees internally before the government
does. “That is especially the case now that
Medicare is becoming more involved in paying for
human subjects,” he cautions. “The potential con-
flicts with researchers having an interest in licens-
ing fees and royalties if things go well are very
troublesome.” n

New guidance helps protect
research institutions

Research-based institutions facing the threat of
administrative sanctions and qui tam suits

under the False Claims Acts can find some com-
fort from a final guidance released by several gov-
ernment agencies last month.

The Office of Research Integrity (ORI) issued
guidance on the responsible conduct of research
and education, while the Office of Science and
Technology Policy issued a governmentwide defi-
nition of “research misconduct.” 

The new guidance is something of a double-
edged sword, explains Robert Wanerman, of the
Washington, DC-based Arent Fox. “They have put
some more teeth into their enforcement capability,
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“I was surprised when I saw this because, when
you go back to the language in the advisory, there
was only flexibility in flat-fee arrangements that did
not have any effect on care,” asserts Stacey
Murphy, of Sonnenschein Nath in St. Louis. 

Murphy says the OIG opinion seems to hinge on
a unique aspect of this arrangement that was not
characteristic of arrangements that led to the 1999
advisory. The current arrangement ties specific
cost-lowering activities to the cost savings that will
be generated and shared with the physicians.

Gainsharing opinion
Continued from page 1

but at the same time they have sent a much clear-
er signal to the research community about the
standard they have to meet.”

According to Kendra Dimond, also of Arent
Fox, the new guidance adds clarity to this area by
providing core elements that must be considered.
“The government is going to become active in pro-
viding guidance, but it is also becoming more
active in enforcing compliance,” she adds.

The final policy on the responsible conduct of
research requires all institutions applying for pub-
lic funding to demonstrate by Oct. 1, 2001 that
they have a program of instruction in as many as
nine core instructional areas and a written
description of their programs, according to Rick
Rohrbach, a manager with Pricewaterhouse-
Coopers. He says the policy is predicated on the
following five principles:
s Emphasis is on quality instruction; not just

“checking a box.” Only basic instruction is
required, but institutions are advised that “high-
quality, relevant instruction appropriate to the
needs of the individual researcher” may involve
more detailed and specific instruction.
s One size does not fit all. Institutions are

given the flexibility to determine the content,
length, and level of instruction, in addition to the
instructional methodologies and testing resources
it will employ.
s You decide who should be trained.

Institutions may reasonably determine which
“research staff” fall within the scope of the policy.
s Applicable instructional areas are based

on research profile. Institutions may provide
instruction in those “core instructional areas” most
applicable to its research activities.
s There’s no “right way” for documenting or

reporting compliance. Institutions may deter-
mine the appropriate method of documenting that
instruction has occurred.

Rohrbach also notes that full implementation of
this policy is not required until Oct. 1, 2003. But he
recommends that institutions should develop a
strategy for addressing this new policy as soon as
possible. 

According to Rohrbach, the process for compli-
ance with the new requirements should include
the following:
s Define “research staff” at your institution

and identify who fits this definition. While the
policy includes a definition of “research staff,”
Rohrbach says institutions have some flexibility
in interpreting and applying this definition, and
that each institution should develop a clear

definition to suit its organizational structure and
research profile.
s Determine institutional training needs.

Once you have identified the affected population,
you must determine your training needs,
Rohrbach says. “The policy includes nine core
instructional areas, but many of these areas may
not apply to all individual ‘research staff,’” he says.
s Develop curriculum and write program

description. Once you’ve identified instructional
areas and which staff require training in each
area, the next step is to develop course materials
for each topic, select appropriate training formats,
and write a program description.

“Don’t reinvent the wheel,” warns Rohrbach,
who says there are many resources available
externally, including the ORI Web site, which pro-
vides links to useful resources. “You can tap into a
number of live and Web-based courses offered by
consulting firms and peer organizations,” he adds.
s Develop a reporting and monitoring

process. According to Rohrbach, one of the stick-
iest issues institutions must grapple with is man-
aging compliance with this policy. He says that
means not only making sure that research staff
have completed their required training, but how
that is documented and how they stay current as
regulations change.
s Operationalize. Once institutions complete

initial implementation, they should determine how
the policy would be incorporated into their every-
day business practices, says Rohrbach. He says
this requirement can be incorporated into policies
and procedures such as new hire orientation, pro-
motion, job transfer, and grants submission. n
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Marie Infante of Mintz Levin in Washington, DC.
“Anybody who has taken the time to look at their
own coding and compare it to the medical record
can verify that there are as many mistakes as the
OIG found.” 

Infante says the underlying problem is that the
MDS is a highly complex instrument that requires
some very specific knowledge. But it is often a
transient staff that are trying to comply with those
requirements, she adds. 

OIG finds ongoing 
problems with EMTALA 

The Department of Health and Human
Services’ Office of Inspector General (OIG)

released two final reports on the Emergency
Medical Treatment and Labor Act (EMTALA) last
week that point out continued ongoing difficulties
associated with the EMTALA requirements.

The first report, “Survey of Hospital Emergency
Departments,” found that most emergency depart-
ment staff are familiar with EMTALA, but many
are unaware of recent policy changes. 

The OIG claims managed care reimbursement
practices create special problems in complying
with EMTALA. It also reports that respondents
raised concerns about the cost of uncompensated
care and the difficulties in staffing on-call panels. 

The second report, “The Enforcement Process,”
found that tracking systems are inadequate and
peer review is not always obtained before the
Health Care Financing Administration (HCFA) con-
siders terminating a hospital for medical reasons.
The OIG recommended that HCFA increase its
oversight of regional offices, improve data collec-
tion and access, and establish an EMTALA techni-
cal advisory group.

HCFA concurred with the OIG’s conclusions and
recommendations from the reports. n

By contrast, some of the earlier arrangements
involved a more generalized cost-savings pool and
lacked a direct link between the cost-saving activi-
ties of the physicians and the actual cost savings
that resulted.

“I don’t think this opens the floodgates for gain-
sharing in the same way providers were thinking of
gainsharing two years ago,” predicts Murphy.
Rather, she says it creates an opportunity for cer-
tain plans on a very limited basis where providers
can directly track savings in a particular area with a
physician initiative.

“I think you are going to see a lot of consultants
and others trying to put together focused gainshar-
ing arrangements that have a chance of being
approved,” predicts Holden.

But Murphy says that when hospitals and physi-
cians dissect this opinion, they will realize that
what they can do is fairly limited. “There may be
significant opportunity for cost savings on a one-
year basis; but beyond that, I wonder if there will
be much they can do in terms of cost-sharing
arrangements.”

OIG spokeswoman Judy Holtz maintains that
hospitals should not read too much into the adviso-
ry. “When advisory opinions are issued, hospitals
try to apply them across the board,” she says. “But
advisory opinions are issued to the requester, and
it only applies to them.”

Nevertheless, most attorneys, including Al
Shays, of Sonnenschein Nath’s Washington, DC
office, argue that the OIG probably overstated its
position 18 months ago when it indicated that it
had no discretion, and that a case-by-case review
would prove unworkable. “That is exactly what they
are doing now,” he asserts. n

Nursing homes
Continued from page 1

“It is going to be a constant source of problems,
in part because of training and education and
turnover issues, and because the instrument itself
is not a model of perfect clarity,” she argues. “It
requires a level of training and consistency that is
not found at most facilities.”

According to Infante, the good news is that the
OIG’s report to some extent might insulate
providers from any charge of intentional wrongdo-
ing. “What the report shows is that nobody knows
what they are doing,” she contends.

Infante also argues that facilities must establish
strong, concurrent audit processes on their billing
submissions before they are submitted to make
sure they are substantively accurate. That means
looking at a relevant sample of the number of
claims being submitted and checking to see
whether the documentation supports the billing. n


