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Tt certainly comes as no surprise to providers to suggest
that today’s health care fraud enforcement climate is very
different from even a few years ago. The amount of re-
sources dedicated to enforcement activities has grown dra-
malically each year since 1992, Civil actions and crimi-
nal prosecutions initiated by the Depariment of Justice
(“DOJI™) have increased sharply. On the civil side, the
government’s principal tool has been the False Claims Act,
under which it can recover triple its damages plus a pen-
alty of between $5,000 and $10,000 for each fraudulent
request for reimbursement (1). Federal criminal prosccu-
lors can allege kickback (2), mail fraud (3), making false
slalements in conneclion with claims submitted to Medi-
care or state health programs (4), and conspiracies to de-
fraud the government (5). Moreover, providers have come
to dread a new player in the enforcement game: qui tam
lawsuits filed by “whistle blowers” on behalf of the gov-
ernment who will ultimately share as much as 30% of any
recovery. As aresult of this increased enforcement activ-
ity, the government has been recovering hundreds of mil-
lions of dollars trom providers and imposing serious crinmi-
nal sanctions on wrongdoers,

The government has begun to emphasize the importance
of compliance programs. For example, as part of the $324
million National Medical Enterprises civil settlement in
1994, the government imposed a 22-page compliance pro-
gram upon the company — a practice followed as well in
the $160 million Caremark, Inc. settlement in 1995, In
fact, by direction of Attorney General Reno, every settle-
ment entered into by DOJ must contain seme provisions
addressing compliance procedures,
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The Sentencing Guidelines for Organizations (1991) man-
date lesser criminal penalties for companies which have
“effective” compliance plans in operation (6). For ex-
ample, under the Sentencing Guidelines, if two entities
are guilty of the identical offense, the entity with a com-
pliance program in place will receive a significantly re-
duced penalty compared with an entity which has no pro-
gram in place. DOJT’s Civil Division over the last several
years has implerented a similar approach by Ireating civil
defendants with meaningful compliance programs in a
more lenient fashion than those without such plans.

The government’s current enforcement philosophy em-
phasizes preventing violations by health care providers
from arising, rather than just recovering monetary dam-
ages and penalties and imposing criminal sentences if vio-
lations should occur. This is why compliance programs
have become so important: their goal is lo prevent viola-
tions of law or regulations, or if violations do occur, af-
ford a mechanism to rectify the problem and, perhaps, in-
form the government. Given this consideration, mstitu-
tion of a plan before a provider is investigated is consid-
cred a definite plus by the government.

General Enforcement Environment

In the current adverse enforcement environment, a com-
pliance plan is the most effective strategy for a health care
provider to implement in order to reduce its risk of being
the target of federal investigation and enforcement action.
That risk is now greater than it has cver been. While the
Office of the Inspector General (“OIG™), Department of
Health and Human Scrvices, has always been the key
agency invelved in health care fraud investigations, other
agencies are now joining the effort. For example, since
Atlomey General Reno designated health care [raud as her
number (wo enforcement priority, DOJ has commitled
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substantial additional investigative and prosectorial re-
sources to this area (7).

The enhanced enforcement activity is also getting a boost
from another source. During the last three years, qui tam,
or “whistle blower” suits filed under the False Claims Act
(8), have been a principal source of investigation and pros-
ecution. These suits, often filed by disgruntled ex-em-
ployees, competitors, customers, or even former federal
agents, trigger an investigation by the United States gov-
ernment. If DOJ determines that the allegations have merit,
it will assume responsibility for litigating against the de-
fendant under the False Claims Act, and when there is a
recovery, the relator (i.e., the individual filing the com-
plaint), is rewarded with 15-25% of the recovery. Even
should the government fail to intervene in the case, the
relator may prosecute the case on behalf on the United
States, and, it successful, will recover as much as 30% of
the final award (9). During the past few years there have
been several multi-million dollar settlements, and the press
attention surrounding these awards has generated a flurry
of additional qui tam actions,

Government-Imposed Compliance Programs

Public statements made by the enforcers suggest that strin-
gent compliance programs will be imposed as part of any
health care fraud settlement (10). The government will
demand that those compliance programs include a num-
ber of severe provisions. For example, the compliance
plan must have a minimum duration of five years, include
authorization to interview employees without counsel
present; and involve annual compliance reviews and au-
dits conducted by independent third parties. There must
be prompt disclosure of any credible evidence or civil or
criminal misconduct by any employee or any person un-
der contract to the disclosing entity. The company will be
expected to waive the attorney-client privilege with re-
spect to any complaint or subsequent investigation of a
suspected violation. Finally, the compliance program will
be fully imposed upon any subsequently acquired facili-
ties or entities.

Even if a compliance plan has not been implemented be-
fore a government investigation and subsequent negotia-
tions commence, counsel representing the provider should
nonetheless prepare a compliance program draft and
present it to the government as a basis for discussions.
Taking the initiative during negotiations allows the pro-
vider, rather than the government, the opportunity to de-
fine the pertinent issues and choose the appropriate cor-

109

rective devices (11). This consideration is especially im-
portant because the government will seek to impose a com-
pliance program that is advantageous to it — and poten-
tially expensive and disruptive to the provider — as part of
any settlement.

Overview of a Compliance Program
An effective compliance program consists of:

1. An internal compliance review or “le-
gal audit™ of the provider’s operations
(generally focused in one or more tar-
geted areas, such as billing practices,
marketing, contracts, referral patterns,

etc.)

2. Identification of practices which are
improper, illegal, or potentially abusive

3. Drafting an appropriate code of conduct
for management and staff

4, Development and implementation of a
training program for relevant staff

5. Periodic audit of the provider’s future

operations in these targeted areas

Based on the success of this program, the provider may
wish to expand the compliance review to other areas as
appropriate.

The Compliance Review, or “Legal Audit”

The initial step in developing an effective compliance plan
is to undertake a comprehensive compliance review, some-
times referred to as a “legal audit.” The purpose of the
compliance review is to ascertain whether the provider’s
current practices and procedures conform with all perti-
nent legal requirements. Such reviews particularly focus
upon detecting any potential violations of the Medicare/
Medicaid anti-kickback law, 42 U.8.C. § 1320a-7h(b), the
Civil False Claims Act, 31 U.S.C. §§ 3729-33, and perti-
nent regulations. In that regard a typical review might
examine such elements as leases and supplier contracts,
particularly those with referral sources; physician contracts
and methods for documenting physician performance of
contractual obligations; procedure manuals; the integrity
and accuracy of the provider’s billing methods; document
destruction and retention policies; any audits performed
internally or by outside entities such as intermediaries and
by outside entities such as intermediaries and governmen-
tal agencies; cost report preparation; possible “related
party” transactions; and infernal audit procedurcs.
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1f the preliminary review indicates the existencc ol poten-
tial regulatory problems, then those areas would be exam-
ined in depth, possibly with the assistance of outsidc con-
sultants, in order 1o ascertain if the provider actually is
vulnerable and to make recommendations as to how those
existing problems can be corrected. Of course, protecting
the attorney-client, attorney work product and sclf-evaluy-
ative privileges is a paramount consideration (12). As part
of this process, it should be decided whether a written re-
port is necessary or whether an oral briefing will suffice.
Some attention should be given to whether the provider is
required by law to make disclosure to the government of
any irregularities, or if such disclosure tactically would be
advisable as a prelude to possible negottation.

Once any existing problems have been identified and ad-
dressed, or in the event that the initial review discloses no
troublesome areas, the next step is to fashion a compii-
ance program specifically designed to address the kinds
of risks the provider faces in today’s unfavorable enforce-
ment climale. Each of the compliance plan’s core ele-
ments should be developed in conjunction with the
provider’s management and in-house counsct reflecting
the unique aspects of each provider’s busincss activities.

Designing the Provider’s Code of Conduct

The first item on the agenda in designing any compliance
program 1s to undertake an cxamination of the corporate
goals and philosophy of the provider. This analysis serves
as a necessary prelude to the development of a code of
fundamental standards to be followed by management and
staff. The government considers the corporate code of
cthics as a key element of any compliance effort. This
code should emphasize the provider’s commitment to com-
pliance and integrity in all of its operations and must be
written so that all employees understand its full meaning.

lissentially, the code is a statement of the fundamental
values upon which the provider stands, such as its prom-
ise to adhere to all pertinent laws and regulations, its dedi-
cation to advancing the cffectiveness and quality of its
scrvices, and its commitment to treat its clients or custom-
ers in an honorable and ethical fashion. The government
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takes very scriously the need for a corporate code of eth-
ics, and believes that any compliance program is deficient
without one. Because the code of cthics is the core of the
compliance program, it is essential to seek the input of
management and employees (13).

The Central Actor — the Compliance Officer

A second major step is to develop procedures (o imple-
ment the provider’s code of ethics. Most providers create
the position of “compliance otficer” who has the respon-
sibility for implementing the code of ethies. It is impor-
tant that the compliance officer work independently of the
company’s operations, finance, and marketing functions.
Generally, this individual has the ability to deal directly
with the Board of Directors; often the compliance officer
is supervised by an Executive Compliance Committee ¢s-
tablished by the Board. In addition, as part of the imple-
mentation program, most larger providers cstablish a
hotline to facilitate anonymous reporting of any suspecied
impraper activity. The compliance officer is responsible
for documenting all hotline reports and corrective actions
undertaken as a result of those reporls. The compliance
officer also oversees any internal audits and investigations
generated as a result of the hotline reports and the intermal
investigation discussed above, which is undertaken as part
of'the initial establishment of the compliance program (14).

It is important that the compliance officer establish proce-
dures through which employees can seek clarification of
ethical issues arising under the code or make suggestions
aboul the operational cffectiveness of the compliance pro-
gram. Not only is facilitating employee communications
an effective device to assure smooth implementation of
the compliance program, but it also serves to discourage
cmployees from filing qui tam lawsuits out of frustration,

The implementation phase also involves the identification
of those circumstances where the provider concludes it
should notify the government of certain improprieties
which have been discovered. Therefore, part of the com-
pliance program is to set up procedures to enable a pro-
vider to ilentify those situations where notification is ap-
propriale, and those where notification is not appropriate.
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Employee Training

A third major component is the education of staff about
the compliance program, the provider’s obligations, and
their own individual obligations and responsibilities. This
training has a two-fold purpose:

I Educating the staff about the provider’s philoso-
phy and commitment to integrity;
2. Focusing on the substantive “do’s and don’ts” in

connection with the staff’s activities.

A central objective of staff training is to ensure that em-
ployees understand they have an cxplicit obligation to re-
port all violations of the code and any suspected illegal
conduct, and they will be disciplined should they violate
that obligation. The government cxpects that staff educa-
tion should not be a single event, but rather, an ongoing
responsibility. In order to demonstrate the effectiveness
ofthis training, it is advisable that providers document the
progress of raising the consciousness of their staff through
the periodic surveying of the employces and publishing
of the results.

Delegation of Discretionary Authority

One of the most important directives in the Sentencing
Guidelines relates to delegation of discretionary authority
to employees. The company must institute measures de-
signed to foreclose delegation to individuals who the com-
pany knows, or should know through the exercise of rea-
sonable diligence, have a “propensity” to engage in ille-
gal activities. At a minimum, this guideline would seem
to require some manner of evaluation of employees who
exercise discretionary authority to ensure that no indicia
of improper propensities are present. The provider should
also undertake careful evaluation of prospective employ-
ees through appropriate background screcning procedures.
Consultation with cxperienced labor relations counsel is
essential to ensure that only appropriate procedures are
followed.

Certainty of Discipline

Monitoring procedures also should be instituted to ensure
that any employee or member of management who acts
contrary to the plan’s ethical commitment, through viola-
tion of the code, pertinent law or regulation, receives im-
mediate discipline. Usually the compliance officer reviews
all disciplinary actions taken against any staff member to
ascerlain if they involve violations of the standards of con-
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duct or the compliance plan and to determine if appropri-
ate discipline has been imposcd. The government looks
to the certainty, consistency and severity of personnel ac-
tions as a vital indicator of the effectiveness of a compli-
ance program. Once again, careful coordination with ex-
perienced labor counsel is essential in designing this ele-
ment of the compliance plan.

Continuing Compliance

Finally, the responsibility under a compliance program is
an ongoing one. As new government regulations and poli-
cies are promulgated, it is critical that the appropriate in-
dividuals in the field receive proper guidance according
to prescribed procedures. Thus, it is important to have
periodic updates for staff and for the provider to monitor
the staff”s understanding of the applicable rules. Usually,
this obligation falls to the compliance officer as well.

Monitoring Compliance

The compliance officer should institute a plan for peri-
odic internal audits of selected facets of the provider’s
operations. The areas to be focused on and audited should
be those problem areas identified in the original compli-
ance audit. The compliance officer will determine who
the audit teams shall comprise based upon consideration
of what particular expertise is required. Audit teams can
consist of employees, outside accountants, consultants, and
counsel depending upon the subject being andited.

A very useful monitoring device is exit interviewing.
Usually it will be the responsibility of the compliance of-
ficer to make certain that an exit interview is conducted
with each employee terminating employment, The pur-
pose of this interview is to solicit information about pos-
sible violations of the Code so they may be investigated.
A second purpose of the exit interview is to determine
whether the departing employee has any suggestions for
improving the compliance program, especially if the em-
ployee felt particular elements of the program were not
working in a satisfactory fashion. Exil interviews can be
followed up with subsequent post-employment question-
naires,

A final method through which the provider should moni-
tor its performance is periodic internal audits of the com-
pliance program itself. Those audits shouid focus on em-
ployee training in the compliance program, verify that any
reports and inquiries received by the compliance officer
have been investigated and resolved: ensure that report-
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ing devices are working; guarantee that appropriate disci-
pline has been imposed; and verify that management and
stafl have been informed of all new pertinent laws and
regulations.

A Plan to Respond to Investigations

A comprehensive compliance plan will also address how
the provider and its employees should respond to external
investigations by law enforcement or regulatory authori-
ties. Many of the advantages of an effective compliance
plan can be compromised by an ill-advised or uninformed
response to an unanticipated inquiry. A proactive plan,
prepared in advance, with clearly-established procedures
and defined individual responsibilities, is a logical com-
ponent to an overall compliance plan. A surprise inspec-
tion can often lead to further scrutiny of the organization,
and the reaction to such an administrative inquiry can in-
fluence the course of the investigation. No matter how
honest and law-abiding the company, a confused response
to an investigation can never advance the organization’s
interests (15).

Why Institute a Compliance Program Now?

Given the above considerations, it is highly advantageous
for any health care provider to give serious consideration
to instituting an effective compliance plan. The inercased
number of government investigalions, coupled with the
virtual explosion of qui tam lawsuits against health care
companies, makes it more likely that providers will en-
counter investigations and possible civil and criminal pros-
ecution. An effective compliance plan can prevent viola-
tions of the law; it sends the right kind of signal to the
government should a company come under enforcement
scrutiny; it mitigates any penalties should enforcement
action be taken (16); and it limits 1o an important cxtent
the government imposing its own expensive and disrup-
tive compliance program upon the provider. Most basi-
cally, compliance program are not only good investments,
they are the ethical thing for the conscientious provider to
do.
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