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B Health Law

OIG to Issue Compliance Guidance for Physicians

Jeff Peters, JD* and William A. Sarraille, JD"

Interventional physicians, like many other small physician
practices, are bracing for a soon-to-be released document
from the Office of the Inspector General (OIG) for the
Department of Health and Human Services that will pro-
vide guidance to physician practicesinterested in develop-
ing compliance programsfor their practices.

The purpose of these compliance programs is to demon-
strateto government authoritiesthat aprovider hasmade an
institutional commitment to adhere to al relevant lawsasa
matter of everyday practice, and may establish a strong
basis for minimizing any pendlties if a violation actually
occurs. Even though these guidances issued by OIG are
non-binding, they are particularly useful asthey reflect the
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OIG’sposition on awide range of complianceissuesdirectly
impacting physician practices.

Physician compliance documents should includethe elements
that OIG believes are crucial for an effective plan including:
written compliance policies and procedures, compliance of -
ficer/compliance committee, effectivetraining and education,
effective lines of communication, disciplinary protocols to
enforce the plan, monitoring and auditing of the plan/pro-
gram, and responsivenessto detected offenses and the devel -
opment of corrective action plans.
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Some sources suggest that a publication datein late April
or early May is the most likely. Upon publication of the
draft guidance, the public will have a period of time, pre-
sumably thirty days, in which to submit comments. Gen-
erally speaking, however, the OIG has not made much in
the way of substantive changes to its compliance guid-
ance once issued in proposed form, a fact that has frus-
trated many in the health care community.

As indicated above, the OIG has previously issued guid-
ance covering hospitals, skilled nursing facilities, Durable
Medical Equipment and Prosthetic and Orthotic suppli-
ers, and third-party billing companies, among others. The
guidance is intended to assist health care providers seek-
ing to develop internal compliance programs to prevent,
detect, and deter violations of federal and state law. Al-
though useful, the Ol G guidance for small physician prac-
ticeswill not be a substitute for each physician office de-
veloping and implementing a compliance program that is
tailored toitsindividual circumstances. Nor will the guid-
ance be a substitute for subspecialty specific model plans,
like the one developed by the Association of Pain Man-
agement Anesthesiologists (AOPMA), sincethe OI G guid-
ance will likely be for al physicians and not for any par-
ticular specialty. Initswritten comments on the issue of
compliance guidance, AOPMA raised the possibility of
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specialty-specific guidance with the OI G, but it seemsun-
likely that OIG will depart from its more broad-brush ap-
proach.

Purpose

Compliance programs are designed to demonstrate to gov-
ernment authorities that a provider has made an institu-
tional commitment to adhereto all relevant laws asamat-
ter of everyday practice, and may establish a strong basis
for minimizing any penalties if a violation actually oc-
curs. The absence of a compliance plan can prove to be
costly for providers, since many federal investigations now
routinely rely on the False Claims Act, which providesfor
treble damages and fines of up to $10,000 per false claim.

In addition to providing recommendations as to how to
structure a compliance program, the OIG guidelines are
valuable for a different reason as well. Past OIG guide-
lines have proven useful in aerting providers of the en-
forcement priorities of the OIG and the Department of
Justice. Although non-binding, the OIG guidances are
particularly useful because they will reflect the OIG’s
position on a wide range of compliance issues directly
impacting physician practices. Issues of medical neces-
sity, the ordering of ancillary services, supervision of an-
cillary personnel, compliance with the Federal Anti-Kick-
back and Self-Referral Laws, and other issues are likely
to be mentioned.

Recommended Components

OIG personnel have indicated that the major components
of the physician practice guidelineswill be consistent with
themajor elements contained in previousguidelines. Thus,
the physician compliance document will include the ele-
ments the OIG believes are crucial for an effective plan.
We expect therefore that the OIG will suggest that com-
pliance programs must have or providefor (1) written com-
pliance policies and procedures; (2) acompliance officer/
compliance committee; (3) effective training and educa-
tion; (4) effectivelinesof communication; (5) disciplinary
protocolsto enforce the plan; (6) monitoring and auditing
of the plan/program; and (7) responsiveness to detected
offenses and the development of corrective action plans.

AOPMA I nput
The AOPMA submitted written recommendations to the

OIG, emphasizing the need for flexibility aswell asarec-
ognition of thelarge variety of size and specialties among
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physician practices. Among the many points raised, the
AOPMA urged the OI G to keep in mind that smaller pro-
vidershavevastly different compliance program needsand
capabilities than other, larger providers. In addition, the
AOPMA recommended that the Ol G adopt auser-friendly
and practical document, so that physicians or practice ad-
ministrators would actually be able to use the document
as a convenient and comprehensible reference.

The AOPMA further urged the OIG to adopt a flexible
approach in proffering guidance to physicians and small
practices, because smaller practices and individual physi-
cians must have compliance programs designed to meet
their particular needs. Among the suggestions offered by
the AOPMA:

Hotline

The OIG typically recommends the use of an anonymous
hotline. For small practices, inwhich theentire staff could
consist of asfew asthree or four people, however, ahotline
system simply would be unduly burdensome as well as
highly impractical. The AOPMA suggested the OIG ap-
prove of the use of a suggestion/concern box where notes
may be placed anonymously.

Training

The AOPMA expressed concern to the OIG regarding
training issues. AOPMA stressed that training expecta-
tions should be commensurate with the size of the prac-
tice. The AOPMA recommended to the OI G that it should
not state a specific training standard, but rather should ar-
ticulate astandard that would permit practicesto establish
training levels appropriate to their resources and needs.
In particular, the AOPMA stated its belief that for most
small practices, written training materials or perhaps au-
dio-visual training material's, should be sufficient.

Reliance on OI G or Government Advice/Guidance

When providers or practitioners may be unsure about the
appropriate course of action with regard to aMedicare or
Medicaid issue, the providers or their representatives will
exercise sound judgment and caution, and ask the appro-
priate OIG, Medicare/Medicaid department, agency, in-
termediary or carrier for guidance. The AOPMA pointed
out to the OI G that thisisan entirely prudent and laudable
practice which the OI G should encourage. Therefore, the
AOPMA proposed that the OIG permit reasonable reli-
ance on such advice, if appropriately documented in writ-
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ten communications from or to the government agency or
agent.

Regulation in the Guise of Guidance

In connection with a number of other OIG guidance pub-
lications, critics have asserted that OIG has effectively is-
sued new regulationsfor health care providersin the guise
of providing guidance on existing regulations. Thesecrit-
ics contend that the Ol G has essentially usurped the Health
Care Financing Administration’s role and violated the
notice and public comment restrictions on regulatory rule-
making by proceeding inthisfashion. AOPMA hasraised
its concerns about this issue with the OIG.

Early Indications
The OIG claims to have been receptive to many of the

recommendations and concerns of the AOPMA and other
physician organizations. In particular, the Ol G does seem
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to intend to make the guidance document easy to use and
not overly legalistic. Infact, the principal drafting attorney
has mentioned that she hastried to uselayman’slanguage,
and not overly burden the document with legal citations
and references. Thus, there may be some reason to be
cautiously optimistic that the guidance may actually be
flexible, practical, and useful.

By the same token, however, certain interests have been
lobbying OIG to include burdensome requirementsin the
guidance. Stung by the OIG'’ srequirementsin their guid-
ance for third party billing companies that effectively re-
quires those companies to monitor their clients' billing
and coding, some of those companies have urged OIG to
adopt standards that would require burdensome internal
billing and coding monitoring efforts, in an effort to “ off-
load” the billing and coding risk, asmuch as possibl e, back
on physician practices. Only time will tell what the OIG
will require.
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