OIG Annual Solicitation of Safe Harbor Proposals
On December 28, 2012, The Office of Inspector General
(OIG) issued its annual solicitation of proposals and
recommendations to facilitate the development of new,
or modification of, existing safe harbors under the
Federal Anti-Kickback Statute (AKS).1 The OIG is
required under §205 of the Health Insurance Portability
and Accountability Act of 1996 (HIPAA) to annually
request suggestions for the improvement of the AKS. 2
While these suggestion periods rarely result in
significant change to the AKS, they offer providers and
other interested parties an opportunity to express
concerns regarding AKS safe harbors.
The AKS, enacted in 1972, makes it a felony for any
person (physician, allied health professional, or
paraprofessional with a Medicare provider number) to
“knowingly and willfully” solicit or receive, or to offer
or pay, any “remuneration”, directly or indirectly, in
exchange for the referral of a patient for a healthcare
service paid for by a federal healthcare program. 3
Violations of the Anti-kickback Statute are punishable
by up to five years in prison, criminal fines up to
$25,000, or both.4 While, there is no precise measure of
healthcare fraud, the federal government estimates that
abuse of the Medicare and Medicaid systems puts
beneficiary health at risk, and cost these programs
approximately $65 billion in 2010.5 A 2012 study, by
the RAND Corporation, estimated the cost of fraud and
abuse in the Medicare and Medicaid Program to be as
high as $98 billion in 2011.6
In a continuing effort to address concerns regarding the
broad reach of the AKS,7 but still protect the Medicare
and Medicaid systems from abuse,8 OIG instituted safe
harbors that shielded certain business and financial
practices that are perceived to be at a low risk of fraud
from prosecution, so long as they fall within the
parameters defined under the specific safe harbor. These
parameters are reviewed yearly by the OIG in an effort
to remain pertinent within the current healthcare
environment.9
Currently, there are 25 AKS safe harbors.10 Since 1991,
OIG has made only ten changes to its safe harbor
provisions, eight of which came in 1999 in an effort to
clarify the initial provisions.11 Safe harbor provisions
can also be amended through other regulations, e.g., the
2007 modification to the Medicare Prescription Drug,
Improvement, and Modernization Act created a safe
harbor to protect certain arrangements involving loans,
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goods, and services between individuals and entities and
health centers funded under the Public Health Service
Act.12
In response to the OIG’s last annual solicitation,
published December 29, 2011,13 the OIG considered
four of the seven proposals received. The four proposals
it considered included: (1) making the safe harbor for
electronic health records (EHR) arrangements
permanent; (2) creating a new safe harbor protecting
certain motivational incentives offered to patients by
Federally Qualified Health Centers (FQHCs); (3)
modifying the safe harbor for waiver of beneficiary
coinsurance and deductible amounts to extend
protection to reductions or waivers offered to American
Indians and Alaskan Natives eligible for Indian Health
Service services; and, (4) creating a new safe harbor
protecting exchanges or transfers of value among Indian
healthcare providers, or to American Indians and
Alaskan Natives eligible for or receiving services from
that provider.14
The three proposals not considered by the OIG were: (1)
the creation of a new safe harbor protecting
remuneration associated with the distribution of durable
medical equipment by physicians certified by the
American Board of Sleep Medicine; (2) the creation of a
new safe harbor protecting free continuing medical
education programs offered by hospitals to physicians;
and, (3) the modification of the safe harbor for referral
services, or sources, to allow payments to entities
serving as referral services to be based on the volume or
value of referrals with respect to patients seeking dental
services. The OIG noted that each proposal not
considered would need to be addressed on a case by
case basis, and new overarching safe harbors would
either not be appropriate, or would be beyond the OIG’s
scope of authority.15
The OIG has stated that for the proposals submitted in
response to the 2012 solicitation, the agency is
evaluating those that may, “…affect an increase or
decrease in: Access to health care services, The quality
of services, Patient freedom of choice among health
care providers, Competition among health care
providers, The cost to Federal health care programs,
The potential overutilization of the health care services,
and The ability of health care facilities to provide
services in medically underserved areas or to medically
underserved populations.”16
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The most recent annual notice also solicited suggestions
regarding OIG Fraud Alerts, which provide guidance to
healthcare providers and encourage industry compliance
related to practices that the OIG finds potentially
fraudulent or abusive.17 When determining whether an
additional fraud alert is justified, the OIG examines to
what extent the practice being addressed may result in
violation of the AKS, as well as, the anticipated volume
and frequency of the practice.18 The OIG publishes
fraud alerts relatively infrequently, typically publishing
one every few years.19
Comments regarding either the AKS safe harbors, or
OIG fraud alerts, must be received by 5:00pm on
February 26, 2013. As the healthcare transactional
environment remains tumultuous and new integration
models emerge within the U.S. healthcare delivery
system, providers and their professional advisors must
be certain to stay abreast of continuing regulatory
developments and pronouncements by the OIG related
to the AKS and other fraud and abuse regulations.
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