
“Drugs, drugs, and pharmaceuticals,” are the
top three issues that compliance officers

and others should look for in 2002, says qui tam
attorney Marc Raspanti of Miller Alfonso in
Philadelphia. “That is where you are going to see
all the cases.”

Bill Sarraille, a health care attorney with
Washington, DC-based Arent Fox, says other
health care providers should pay attention to the
scope of these investigations because the
heightened scrutiny on pharmaceutical compa-
nies will focus attention on all entities that have a
relationship with these companies. 

Physicians, academic institutions, and others
will be forced to re-evaluate “standard practices”
and initiate a wave of compliance efforts, he
predicts.

See 2002 agenda, page 2
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Raspanti says kickback cases will remain
prominent. “They are still very big and getting
bigger,” he reports. 

Again, Raspanti says the key ingredient is
pharmaceuticals. “The reason they are going to
get bigger is that you can’t put together a phar-
maceutical case without having a kickback issue
come up, because you can’t move drugs without
physicians,” he explains.

According to Raspanti, the recently settled

How to educate employees
about kickback rules

One of the main responsibilities of every com-
pliance officer is to educate managers, clini-

cians, and executives about what constitutes a
kickback. “In many instances, they are going to
see deals, arrangements, and proposals that you
will never see,” says health care attorney Donna
Thiel of Morgan Lewis in Washington, DC. “It is
important for them to understand what the rules
are and how to identify a kickback scenario.”

For several reasons, some providers and prac-
titioners discount the significance of anti-kickback
laws. “There are really two reasons,” she says.
“They often don’t understand how broad the
statute is, and they don’t know how much trouble
they can be in.”

In order to stimulate individuals to understand
the applicable principles, Thiel recommends
compliance training should stress the civil penal-
ties that can apply to them in the form of fines

How to draft documents 
for HIPAA implementation

The first task in drafting and negotiating Health
Insurance and Accountability Act (HIPAA) doc-

uments is to understand the requirements for con-
sent, business associates, and covered entities. 

By now, most providers know that, under
HIPAA’s privacy requirements, a provider with a
direct treatment relationship must have patient
consent in order to use or disclose protected
health information (PHI) for treatment, payment,
or their own health care operations.

It also is important to remember that consent is
a one-time event, says Thomas Bixby of Michael
Best in Madison, WI. Once you get it, you have it
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TAP Pharmaceuticals case is only the tip of the
iceberg. “Look at the TAP case as the paradigm
of what lies ahead,” he says (See Compliance
Hotline, September 10, 2001.)

Sarraille says the other major issue compliance
officers should watch is the Health Care Portability
and Accountability Act (HIPAA). “HIPAA will move
from being a hypothetical concern to a very imme-
diate and real concern in the next year,” he warns.
“That is true, notwithstanding the delay that some
people will have from an administrative simplifica-
tion perspective,” he says.

Dan Roach, vice president and corporate
compliance officer at San Francisco-based
Catholic Healthcare West, agrees that compli-
ance officers should not take any false hope from
the delay. “Even though the electronic data inter-
change portion of it has been delayed, that does
not mean that we can postpone our preparation
for a year,” he warns.

“It does give people more time to prepare,” he
adds. “The flip side is that people tend to work
better under pressure. Many of the organizations
I know are simply moving ahead with the plans
they already have in place.”

In addition to coding, cost-report issues, and
other compliance mainstays, Roach says the gov-
ernment will look at research and compliance with
federal research requirements for those institu-
tions that receive money for federally-funded
research.

Former Inspector General Richard Kusserow
says it is quite clear that the preponderance of
the Health and Human Services’ Office of
Inspector General’s (OIG) latest Workplan is on
Centers for Medicare & Medicaid Services proj-
ects that focus on compliance-related issues.
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“That is pretty consistent,” he says. “That has not
really changed at all.”

Kusserow, now president of Strategic
Management Systems in Alexandria, VA, says it
also is significant that roughly half of the initia-
tives included in the Workplan are carryovers
from last year. That means compliance officers
should expect many of these reports to be issued
early in the year, he says.

According to Kusserow, another area to which
hospitals should pay attention is appropriate
screening. 

“The question is increasingly being asked if
hospitals are screening their physicians, medical
staff, and vendors, as is called for by the OIG in
their various compliance guidance documents,”
he explains. “They don’t know the extent to which
this is being done. I think this is the first step in
looking under the sheets.”

With the continuing focus of the FBI on terror-
ism-related issues, Sarraille adds that he expects
to see a clear increase in the importance of OIG-
initiated and involved investigations. 

Mary Grealy , president of the Healthcare
Leadership Council based in Washington, DC,
says while major cuts in Medicare funding in
order to balance the budget are not likely,
attempts to save money by closing loopholes.

“I would go back and look at every OIG and
General Accounting Office report and various
recommendations that they have made,” she
says. Many of the OIG’s recommendations 
talk about efficiency in addition to fraud, she
notes.

The first job of compliance officers is to make
sure there is a system in place to combat fraud,
says Grealy. But the other is to ensure that they
are complying with complex rules and regula-
tions and keeping pace with new program
changes. n
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and exclusions in addition to criminal penalties. “I
have found that to be a very important issue, par-
ticularly for clinicians who cannot envision being
involved in a criminal prosecution,” she says.
Helping nurses or physicians understand that
they can be excluded from all federal health care
programs helps drive home the fact that kick-
backs are a problem, she says.

Thiel says it’s equally important that executives
understand that corporations also can be excluded.
Some executives may think that enforcement is just
a matter of paying fines. Educating them that board
members, owners, and executives, some of whom
may not even be on the front lines of operations,
also may be scrutinized during these investigations
likely will increase their level of interest in the com-
pliance process. 

It also is important for executives to understand
that kickback cases often are not litigated on the
facts, says Thiel. The threat of exclusion, not only
for the violating company but potentially for other
companies owned by the same parent, is a “very
powerful tool” to encourage executives to pay
close attention to compliance training. 

“Many kickback cases pursued by the govern-
ment are often based on theories, some of which
are valid and some of which are absolutely ludi-
crous, which prosecutors are using to force people
into settlements,” argues former U.S. Attorney
Michael Kendall of McDermott Will in Boston.

He says the government often finds a kickback
issue or False Claims Act issue and uses that as a
wedge to get into the institution and have the
provider sign a settlement agreement that con-
cedes issues far beyond what would ever be sus-
tained in court.

In addition, Thiel says many health care practi-
tioners do not understand how broad the kickback
statute can be. “Any kind of reward or incentive or
encouragement in return for referrals can implicate
the statute, says Thiel. One problem compliance
officers often have in communicating this message
to employees is that “kickbacks” are, in effect,
common in the business world. “There are ‘real-
life’ kickbacks such as cash-back credit cards and
frequent-flier miles,” she explains.

Kickback education
Continued from page 1

Medicare providers are treated differently for
two reasons. First, Medicare does not want to pay
the cost of kickbacks. Second, Medicare does not
want judgments about medical care clouded by
financial incentives. “It is one thing for Sears to
encourage you to shop there because they are
giving you a discount on a washing machine,” she
explains. “It is another thing to have your physi-
cian’s decisions about your medical care clouded
by the judgement of financial incentives.”

Once employees understand these basic con-
cepts, compliance officers may find their audi-
ences more sensitive to arrangements that could
constitute kickbacks. “They are going to see a lot
of proposals for arrangements that never get to
your desk or the general counsel’s desk,” Thiel
asserts. “The people in operations are the ones
who are writing contracts, formulating arrange-
ments, and working out deals, so their ability to
identify potential problems is critical.”

“Be sure they understand the deal,” she says.
“You really have to understand where the money
is going in any arrangement in order to analyze
the kickback.” That means not only following the
flow of cash and who is paying whom, but under-
standing how an entity is being reimbursed (i.e.,
fee schedule or prospective payment system). “It
also means you understand all the benefits that
are involved in a particular contract.” n

OIG: beneficiary awareness
of Medicare fraud improving

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

reported late last month that Medicare beneficiary
awareness of fraud continues to grow. 

According to the OIG, beneficiaries are more
knowledgeable about Medicare fraud, and they are
significantly more likely to receive information
about fraud than they were three years ago. 

They also are reporting suspected fraud using
an approach consistent with the three-step
process outlined in the “Who Pays? You Pay”
campaign, which directs them to first contact their
health care provider, then their Medicare insur-
ance company, and finally the OIG hotline. n
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until the patient revokes it. “You may condition
treatment on obtaining consent,” he adds. “If the
patient refuses to provide consent, you may
refuse to provide treatment.”

Under HIPAA’s consent requirements, providers
must inform the individuals that their data may be
used for treatment, payment, or their own health
care operations, and must refer to the notice of
privacy practices. They cannot, however, combine
the consent with a privacy notice, Bixby says. 

In addition, the consent must be visually and
organizationally separate from an authorization or
any other written legal permission and separately
signed and dated. It must describe the individual’s
right to request a restriction and state that it may be
revoked at any time. If the covered entity is going to
reserve the right to change its privacy practices,
providers must say that in the consent, he adds.

Business associate agreements are required
when two basic conditions are met, according to
Bixby. First, when a business performs a function
or activity on behalf of the covered entity; and sec-
ond, when that function or activity involves the use
or disclosure of PHI.

Claims, data processing, administration, and
utilization review are all examples of functions or
activities that a business associate might engage
in. A business associate also is any person who
provides services on behalf of a covered entity
that involve the use or disclosure of PHI, such as
attorneys, actuaries, accountants, and auditors.

On the other hand, network providers of a
health plan are not business associates. Nor are
physicians automatically considered business
associates simply by virtue of the fact that they
provide services in a hospital, he says.

Bixby maintains that simply inserting a provision
in the contract that says that the vendor shall com-
ply with the HIPAA privacy rules is not sufficient to
meet the needs of the business associate contract
provisions in the privacy rules.

Under the rule, a business associate contract
must establish the permitted and required uses
and disclosures of PHI by the business associate.
“A simple phrase that the vendor shall comply with
the HIPAA privacy rules obviously does not do

that,” he explains.
Also, the privacy rules provide that the business

associate must not use or disclose PHI in violation
of the contract or the privacy rules, must imple-
ment the safeguards to protect individually identifi-
able health information, require subcontractors to
comply with the privacy rules, provide all of the
rights that individuals are entitled to under the pri-
vacy rules, report improper use or disclosure to
the covered entity, and authorize contract termina-
tion to material breach in addition to allowing HHS
access to its books and records.

Bixby notes that a covered entity has responsi-
bilities for monitoring the compliance of its busi-
ness associates with the business associate con-
tract. It does not have to actively monitor, he adds.
But if it becomes aware of a pattern or practice
that the business associate engages in that is a
breach of their privacy obligations under the con-
tract or the rules, then the covered entity is
responsible to make sure that the business asso-
ciate starts to comply or, if necessary, terminate
the contract or report the violation to HHS.

Bixby says there are several specific challenges
in terms of dealing with business associate con-
tracts. First, you must develop standard terms for
business associate contracts, and then identify
third parties that collect PHI on your behalf and
third parties to whom you disclose PHI, and deter-
mine whether those third parties are business
associates. “Not everybody to whom you disclose
PHI is going to be a business associate,” he adds.

In addition, providers must audit existing con-
tracts with business associates and add data pri-
vacy provisions to those contracts as warranted.
“Obviously, when you reopen longstanding con-
tracts, you are opening the contracts to renegotia-
tion of all of their terms, including the cost of
HIPAA compliance,” Bixby says.

Providers must terminate noncompliant busi-
ness associate arrangements before the compli-
ance date of the HIPAA privacy rule, he adds.

Bixby says most covered entities must have
and distribute a written notice of privacy practices,
and each covered entity will have to implement
written privacy policies and procedures. “You can-
not implement a change in your privacy practices
without first amending your privacy policies and
issuing a revised notice,” he says. n
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