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Compliance Officers Need to Ensure Executive
Leaders Are Briefed on the Significance of the New
Doctrine

(HHS) Office of Inspector General (OIG) has raised

the stakes for health care executives whose com-
panies become involved in a federal government fraud
case. The OIG recently signaled a new commitment to
holding health care company owners, officers, and man-
aging employees accountable for corporate misconduct.
The OIG announced the enhanced use of'its program ex-
clusion authority against owners, officers, and managing
employees of companies that are subject to criminal or
administrative sanctions. Accordingly, health care com-
pany executives need to be cognizant of their increased
personal exposure to OIG administrative sanctions and
exercise due diligence and vigilance in performing their
corporate responsibilities and duties.

The Department of Health and Human Services

LEGAL BACKGROUND

Under the Social Security Act (SSA), the Secretary of
HHS has the authority to exclude or bar certain indi-
viduals and entities who have engaged in wrongdoing
from participating in federal health care programs, such
as Medicare and Medicaid. This exclusion authority has
been delegated to the OIG. Each year, the OIG has ex-
cluded an ever-increasing number of individuals and en-
tities from federal health care programs. In fiscal year
2010, the OIG excluded 3,340 individuals and entities
from program participation.!

Section 1128 of the SSA specifies the types of miscon-
duct that may serve as the basis for either a “mandato-
ry” or “discretionary” exclusion from federal health care
program participation.? When an individual or entity is
excluded from federal health care program participation,
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the programs are precluded from paying for
any medical items or services furnished,
ordered, or prescribed by the excluded per-
son or company. Further, to the extent that
claims are submitted for items or services
furnished, ordered, or prescribed by an ex-
cluded individual, the submitting individu-
al or entity may be subject to OIG imposi-
tion of civil money penalties.?

Over the years, Congress has amended
and broadened the program exclusion au-
thority delegated to the OIG. In the Defi-
cit Reduction Act of 1984 (Pub. L. 98-369),
Congress recognized the need to provide
HHS with the discretionary authority to ex-
clude from Medicare and Medicaid an en-
tity in which either (1) a person with di-
rect or indirect ownership interest of five
percent or more, or (2) a director or man-
aging employee was convicted of a crime
related to Medicare or Medicaid. The Medi-
care and Medicaid Patient and Program Act
of 1987 (Pub. L. 100-93) further expanded
the HHS exclusion authority to apply to an
individual with ownership, management,
or other substantial relationship who was
convicted of a program-related crime or,
alternatively, was subject to civil money
penalties (imposed by the OIG under Sec-
tion 1128A of the Social Security Act) or ex-
clusion from program participation (under
Section 1128 of the Act).*

Finally, the Health Insurance Portabili-
ty and Accountability Act of 1996 (HIPPA)
(Pub. L. 104-191) provided HHS with the
discretionary authority to exclude an indi-
vidual who:

m has ownership or control interest in
a sanctioned entity and who knew or
should have know about the underlying
actions that were the basis for the enti-
ty’s sanction, or

m is an officer or managing employee in a
sanctioned entity.®
The law specified that, in the case of an

owner or investor, to support that individu-

al’'s program exclusion, the OIG must dem-
onstrate that the individual either knew of
the improper conduct or acted in “deliber-

ate ignorance” or “reckless disregard of the
truth or falsity of...[certain] information.”®
With respect to an officer or managing em-
ployee, however, the OIG need not estab-
lish any level of knowledge in order to sus-
tain an exclusion. An officer or managing
employee of a health care company, by vir-
tue of his or her corporate responsibilities,
was deemed by Congress to have the requi-
site knowledge of a company’s wrongdoing,
thereby justifying the program exclusion
of the individual. The House/Senate Con-
ference Report explained the new Section
1128(b)(15) exclusion authority as follows:

Under this provision an individual
who has a direct or indirect owner-
ship or control interest in a sanc-
tioned entity and who knows or
should know of the action consti-
tuting the basis for the conviction
or exclusion, or who is an officer or
managing employee of such entity,
may be excluded if the entity has
been convicted or excluded from
program participation. The culpa-
ble individual would also be subject
to program exclusion even if not ini-
tially convicted or excluded.”

With the enactment of these two per-
missive exclusion authorities, i.e., Section
1128(b)(8) and (b)(15) of the SSA, the OIG
was provided the discretionary ability to
exclude both culpable companies and relat-
ed individuals from participation in federal
health care programs.

OIG's IMPLEMENTATION OF SECTION
1128(8)(15) oF THE SSA

In the 15 years since HIPAA’s enactment,
there have been few instances of the OIG
excluding from federal health care pro-
gram participation an individual who was
an owner, officer, or managing employee
in a sanctioned company. To date, a total
of 32 exclusions have been imposed under
Section 1128(b)(15) of the SSA.? Generally,
these sanctions have been directed against
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principals in small health care companies,
such as pharmacies and durable medical
equipment companies. The OIG, however,
recently announced a new focus on hold-
ing owners, officers, and managing em-
ployees personally accountable for corpo-
rate wrongdoing. On October 20, 2010, the
OIG published guidance regarding its fu-
ture imposition of permissive exclusions
under Section 1128(b)(15) of the Act®’ and
set forth the criteria and factors that will be
considered in making a determination re-
garding the program exclusion of a health
care company’s owner, officer, or manag-
ing employee.

The OIG announced that it has the au-
thority to exclude the owner of a sanc-
tioned entity if he or she knew or should
have known of the conduct constituting the
basis of the sanction. The OIG stated that
“if the evidence supports a finding that an
owner knew or should have known of the
conduct, OIG will operate with a presump-
tion in favor of exclusion, [which] may be
overcome when OIG finds that significant
factors weigh against exclusion.”

This suggests that where evidence exists
of an owner's knowledge of wrongdoing
by a company, there will be an OIG pre-
disposition to exclude the individual unless
there are mitigating factors. Thus, it is like-
ly that, in the future, company owners will
be subject to program exclusion where the
evidence demonstrates that they knew, or
should have known, of a sanctioned com-
pany’s misconduct.

The OIG also made it clear that, with re-
spect to officers and managing employees,
the statute does not require knowledge in
order to exclude such individuals. In such
instances, the “OIG has the authority to ex-
clude every officer and managing employ-
ee of a sanctioned entity.”'’ The OIG stated
further that while it does not plan on ex-
cluding all officers and managing employ-
ees, “when there is evidence that an offi-
cer or managing employee knew or should
have known of the conduct [resulting in
a company’s sanctions], OIG will operate

with a presumption in favor of exclusion.”

It noted, however, that as with corporate

owners, “the presumption may be over-

come when OIG finds that significant fac-
tors weigh against exclusion.”"

The OIG advised that it was publish-
ing these factors to promote several objec-
tives:

m allow for the development of effective
investigations and investigative plans by
the OIG and its law enforcement part-
ners;

m establish and publicize a framework that
will serve as the basis for the OIG’s per-
missive exclusions;

m allow for the appropriate allocation of
OIG resources to actions that have the
most remedial and deterrent effect; and

m positively influence individuals’' future
behavior and compliance with federal
health care program requirements by
holding individuals accountable for mis-
conduct within entitles in which they
are in positions of authority.'?

The factors that the OIG will consider in
deciding whether to exercise its discretion
to exclude an officer or managing employ-
ee under Section 1128(b)(15) of the SSA are
the following:

m the circumstances of the misconduct and
seriousness of the offense;

m the individual’s role in the sanctioned
entity;

m the individual’s actions in response to
the entity’s misconduct; and

m information about the entity, such as
whether the entity was previously con-
victed of a crime or found liable, or re-
solved civil or administrative charges
with a federal or state enforcement au-
thority, and the size and structure of the
entity and its subsidiaries."?

Information obtained regarding these
specified factors will be evaluated by the
OIG to determine whether it should use its
discretionary authority to exclude officers
and managing employees of sanctioned en-
tities. The guidance notes that they “are in-
ternal agency guidelines” and “are not in-
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tended to limit OIG’s discretionary author-
ity to exclude individuals and entities that
pose a risk to Medicare and other Federal
health care programs or program beneficia-
ries, nor do they create any rights or privi-
leges in favor of any party.”"*

Recent OIG ExcLusion AcTION

Shortly after publication of the “Guidance
for Implementing Permissive Exclusions
Under Section 1128(b)(15)” of the SSA, the
OIG announced the program exclusion of
a major owner and officer of a pharmaceu-
tical company. On October 29, 2010, Marc
Samuel Hermelin was excluded from partic-
ipation in federal health care programs un-
der Section 1128(b)(15) of the Act. Hermel-
in had previously served as chairman of the
board of the K-V Pharmaceutical Company
(K-V) and also was a major shareholder.

Mr. Hermlin’s exclusion was based on
the guilty plea to criminal charges by the
Ethex Corporation, a wholly owned sub-
sidiary of K-V. The OIG’s exclusion letter
to Mr. Hermelin noted that a court had or-
dered “Ethex to pay restitution of approxi-
mately $2.3 million.” It also was reported
that Ethex had paid a $23.4 million crimi-
nal fine related to the manufacture of over-
sized drug tablets.'?

A separate settlement agreement be-
tween the OIG, K-V, and Mr. Hermelin
was executed on November 15, 2010. The
agreement stated that the Ethex Corpora-
tion’s guilty plea constituted the basis for
Mr. Hermelin's exclusion under Section
1128(b)(15) of the SSA. The agreement also
specified that Mr. Hermelin would with-
draw from company management and di-
vest his ownership interest in K-V.

Finally, the Agreement provided that, if
K-V or Mr. Hermelin failed to comply with
the terms governing his withdrawal from
company ownership and management,
the OIG could exclude K-V under Section
1128(b)(8) of the SSA based on Mr. Herme-
lin’s prior exclusion under Section 1128(b)
(15) of the SSA. On November 17, 2010, K-V
issued a press release advising of Mr. Her-

melin’s resignation from the company’s
board of directors and divestiture of per-
sonal ownership interest in the company.
K-V reported that this action had been tak-
en “to avoid the adverse consequences to
the Company, including a discretionary
exclusion of the Company” under Section
1128(b)(8) of the SSA, and noted execution
of the separate settlement agreement be-
tween the company, Mr. Hermelin and his
wife, and the OIG. K-V represented:

As long as the parties comply with
the Settlement Agreement, HHS
OIG will not exercise its discretion-
ary authority to exclude the Com-
pany from participation in federal
health care programs, thereby al-
lowing the Company and its subsid-
iaries (with the single exception of
ETHEX Corporation) to continue to
conduct business through all Feder-
al and state health care programs.

An OIG representative stated that “this is
the first time that an executive of a pharma-
ceutical firm has been excluded under [the
Section 1128(b)(15)] authority.” It was also
noted that the OIG has decided to “imple-
ment [this exclusion authority] more vig-
orously than in previous years.”'® Further,
an OIG official advised that this case repre-
sents the first instance of coupling the en-
forcement of the exclusion authorities un-
der Sections 1128(b)(8) and 1128(b)(15) of
the SSA against a company and its owner,
officer, and/or managing employee.

FuTure DIRECTION

The OIG’s new commitment to enhancing
its enforcement and imposing sanctions
against corporate executives and manag-
ers was first announced by Inspector Gen-
eral Daniel Levinson in April 2010. In his
keynote address at the annual Compliance
Institute of the Health Care Compliance
Association (HCCA), the Inspector Gener-
al highlighted the “responsible corporate
officer” doctrine and proclaimed that “the
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OIG is focused on holding responsible cor-
porate officials accountable for health care
fraud.”'” He referenced the U.S. Supreme
Court decision in United States v. Park in ex-
plaining the doctrine:

Liability as a responsible corporate
officer does not turn upon a corpo-
rate officer’s approval of wrongdo-
ing, but rather on whether the of-
ficer had, by reason of his or her
position in the corporation, respon-
sibility and authority either to pre-
vent, or promptly correct, the viola-
tion at issue, and the officer failed
to do so.'®

Levinson also noted the OIG’s recent
exclusion of the chairman of a nursing
home chain due to his responsibility for
the provision of substandard care to resi-
dents at various facilities, including the
failure to protect them from accidents,
neglect, and abuse.

On September 14, 2010, the chairman
and ranking member of the House Ways
and Means Subcommittee, in response to
OIG recommendations, introduced a bill to
further expand the Section 1128(b)(15) ex-
clusion authority. The Strengthening Medi-
care Anti-Fraud Measures Act of 2010 (H.R.
6130) was described as addressing two gaps
that currently exist in the OIG’s Section
1128(b)(15) exclusion authority. The bill
would extend the authority to reach:

m affiliated entities, including those affili-
ated with the sanctioned entity at the
time the misconduct took place, and
owners, officers, and managing employ-
ees of those affiliated entities; and

m owners, officers, and managing employ-
ees of sanctioned and affiliated entities
who subsequently leave those entities
but were associated with them at the
time the misconduct took place.'®
The House of Representatives passed

H.R. 6130 on September 22, 2010, and the

bill is currently awaiting action by the

U.S. Senate.

IMPLICATIONS
Compliance officers need to ensure that their
executive leadership is briefed on the signifi-
cance of the OIG’s responsible corporate offi-
cer/managing employee doctrine. These in-
dividuals need to understand their potential
exposure for corporate misconduct and that
corporate status will no longer insulate them
from personal liability for company miscon-
duct related to the furnishing of health care
items or services. It must be made clear that
they need to take seriously the implications
of the OIG's recent enforcement actions.
The OIG's effectuation of the responsible
corporate officer/managing employee doc-
trine undoubtedly will become more pro-
nounced and frequent in the future. Accord-
ingly, health care executives must exercise
their fiduciary duties and job responsibili-
ties in a trustworthy and diligent manner in
order to avoid potential exclusion from par-
ticipation in federal health care programs.
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