


OIG Narrows Physician Self-Disclosure

Protocol

Since the inception of the Depart-
ment of Health and Human Services,
Office of Inspector General (the "OIG")
Provider Self-Disclosure Protocol
("SDP") in 1998, the OIG has encour-
aged the health care provider commu-
nity to help ensure the integrity of the
Federal health care programs by volun-
tarily disclosing self-discovered evi-
dence of potential fraud. In essence,
SDP is intended to facilitate resolution
of matters that potentially violate Fed-
eral criminal law, civil law, or adminis-
trative laws for which exclusion from
the Federal health care programs or
civil monetary penalties ("CMP") are
authorized.

In its March 24, 2009 "Open Letter,"
the OIG announced its decision to nar-
row SDP's scope regarding the physi-
cian self-referral law. The OIG will no
longer accept disclosure of a matter

which involves only liability under the
physician self-referral law in the ab-
sence of a possible anti-kickback stat-
ute violation, however the OIG will
continue to accept providers into SDP
when the disclosed conduct involves
possible violations of the anti-kickback
statute, whether or not it also involves
potential violations of the physician
self-referral law. Furthermore, the OIG
is also establishing a minimum settle-
ment amount. For kickback-related
submissions accepted into the SDP
following March 24, 2009, the OIG will
require a minimum $50,000 settlement
amount to resolve the matter. This
minimum settlement amount is consis-
tent with the OIG's statutory authority
to impose a penalty of up to $50,000
for each kickback and an assessment
of up to three times the total value of
any payment illegally received.

Prevention of Fraud, Waste and Abuse in

the Medicaid Program
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would also qualify as a Covered Entity.
A government agency which merely ad-
ministers all or part of the Medicaid pro-
gram (i.e., managing the claims proc-
essing system or determining benefici-
ary eligibility), shall not be considered a
Covered Entity for purposes of the Rule.

If an entity furnishes items or services
at more than a single location, or under
more than one payment arrangement,
the provisions of § 6032 of DRA and of
this Rule apply to the entity and to each
of its components and locations, if the
aggregate annual payments to or from
that entity equal $5,000,000. This Rule
would apply regardless of whether the
entity submits claims for payments us-
ing one or more provider identification
or tax identification numbers.

The Rule requires Covered Entities to
conform to the provisions of § 6032 of
the DRA. Those provisions require the
entity to (i) establish written policies for
all employees of the entity, including its
management and the entity's contrac-
tors and agents, providing detailed infor-

mation regarding relevant federal and
state laws (e.g., the Federal False
Claims Act and the New Jersey False
Claims Act) and the role that they play
in preventing and detecting fraud, waste
and abuse in Federal health care pro-
grams, as well as the remedies and pro-
tections under those laws for whistle-
blowers; (ii) detail provisions regarding
the entity's policies and procedures for
detecting and preventing fraud, waste
and abuse; and (iii) include in any al-
ready existing employee handbook a
specific discussion of (i) and (ii). Addi-
tionally, the entity's policies need to be
distributed and readily available to all
employees, managers, contractors and
agents, who are all required to comply
with the policies. Furthermore, the re-
quirements of § 6032 of the DRA are
deemed to be incorporated into all cur-
rent and future provider participation
agreements by virtue of existing lan-
guage in all such agreements that pro-
viders shall comply, with all applicable
Federal laws.

Striking Nurses Entitled
To Unemployment
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as a substantial curtailment of work
which is due to a labor dispute. Under
the law, an employer is considered to
have a "substantial curtailment” of work
if its normal production of goods or ser-
vices decreases by more than 20%.
The phrase "stoppage of work" refers to
whether the nurses' striking caused work
to stop at the hospital, and not whether
the nurses merely stopped working
themselves.

Despite the strike, the hospital's pa-
tient census remained stable, its hours
of operation did not change, it did not
curtail medical procedures in any depart-
ment, nor did it find a need to discharge
any staff. However, the hospital was
forced to hire replacement nurses, addi-
tional security and a public relations firm.
Furthermore the anticipated receipt of a
$750,000 grant and the opening of a
new laboratory were delayed. Although
the AD had previously decided that a
"stoppage of work” had occurred and
thus the nurses were not entitled to un-
employment benefits, the SC disagreed,
holding that because neither the hospi-
tal's patient census, services, or opera-
tions had diminished by more than 20%,
there was no "substantial curtailment” of
work and no "stoppage of work." There-
fore, the striking nurses were entitled to
unemployment benefits.

Governor Corzine
Signs Codey Law

On March 21, 2009, Governor Corzine
signed into law the controversial amend-
ments to the New Jersey physician self-
referral law, commonly referred to as the
"Codey Law" (P.L.2009, c.24). The
amended Codey Law includes an ex-
ception for referrals for (1) ambulatory
surgery center ("ASC") procedures and
(2) procedures requiring anesthesia
performed at a registered surgical prac-
tice or at a licensed ASC, effective
March 1, 2010, if certain conditions are
satisfied. Referrals made for ambulatory
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LEGISLATIVE & REGULATORY UPDATE

American Recovery
and Reinvestment Act
Broadens HIPAA Rules

The Health Insurance Portability and
Accountability Act of 1996 ("HIPAA")
regulates the use and disclosure of
certain Protected Health Information
("PHI") held by "covered entities,"
which are generally health care clear-
inghouses, employer sponsored health
plans, health insurers, and medical
service providers. PHI is any informa-
tion held by a covered entity which
concerns health status, provision of
health care, or payment for health care
that can be linked to an individual.
This is interpreted rather broadly, and
includes any part of an individual's
medical record or payment history.

On February 17, 2009, President
Obama signed the American Recovery
and Reinvestment Act of 2009 (the
"Stimulus Law"). As part of the Stimu-
lus Law, the Health Information Tech-
nology for Economic and Clinical
Health Act ("HITECH") was created.
Generally, HITECH provides significant
Medicaid and Medicare incentives for
health care providers and hospitals to
adopt electronic health records and
provides financing for the development
of a "health information exchange."
HITECH will facilitate health care pro-
viders adopting technology required to
improve the quality and efficiency of
patient care. Furthermore, HITECH
will significantly modify the application
of HIPAA to covered entities, business
associates of covered entities, and
vendors of personal health records and
electronic health records. Significant
modifications include, but are not lim-
ited to: (i) HITECH expanding the ap-
plication of the primary provisions of
the HIPAA Security and Privacy regu-
lations to business associates of al-
ready covered entities, such that busi-
ness associates are now subject to
civil and criminal penalties for privacy

and security violations, including viola-
tions due to willful neglect; (ii) a require-
ment for covered entities to notify indi-
viduals of security breaches involving
any of their PHI, unless the PHI is se-
cured in a way that makes it unusable,
unreadable or indecipherable; and (iii) a
prohibition against covered entities and
their business associates from directly
or indirectly receiving anything of value
in exchange for any PHI of an individual
unless the covered entity has obtained
a valid authorization from the individual,
however, certain exchanges of PHI are
exempt from this prohibition. Unless
otherwise provided, the new HIPAA pro-
visions shall take effect twelve (12)
months after the enactment of the
Stimulus Law (i.e., February 17, 2010).

Patient Safety Act Now
Effective As To All Licensed
Health Care Facilities

As of March 3, 2009, the New Jersey
Patient Safety Act and its corresponding
regulations (collectively, the "Act") will
be effective as to all licensed health
care facilities in New Jersey
("Facilities”). The Act establishes a
medical error reporting system to detect
and minimize the occurrence of errors
by incorporating mechanisms to im-
prove the performance of Facilities to
enhance patient safety.

Facilities must establish a Resident
Safety Committee ("Committee"), which
shall be responsible for a variety of ini-
tiatives including, but not limited to: (a)
developing a written resident safety
plan; (b) developing and implementing a
training program for all employees and
medical staff, thereby enabling them to
recognize and report negative conse-
quences of care that result in unin-
tended (i) injury or illness; (ii) death; (iii)
loss of a body part; or (iv) disability or
loss of bodily function. Furthermore the
Committee must regularly collect and
analyze aggregate data concerning the
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Facility to determine patterns of similar
problems or adverse events, in an ef-
fort to implement measures to mini-
mize the risk of preventable adverse
events, as well as, assure timely re-
porting to the Department of Health
and Senior Services (the
"Department").

Facilities are required to report every
serious preventable adverse event to
the Department and to an affected
patient (or a patient's family member/
guardian where appropriate), or they
may be subject to monetary penalties.

Audiology and Speech-
Language Pathology

The Department of Law and Public
Safety (the "Department”), through the
Division of Consumer Affairs (the
"Division") and the Audiology and
Speech-Language Pathology Advisory
Committee (the "Committee"), has re-
adopted certain rules with amendments
located in the New Jersey Administra-
tive Code. The amendments generally
concern education requirements asso-
ciated with licensure. The Committee
has adopted a new rule pertaining to
the practice of licensees, which sets
forth the activities an audiologist or a
speech-language pathologist is author-
ized to perform and pertains to busi-
nesses which are owned by unlicensed
individuals. Specifically, the new rule
requires a licensee to report to the De-
partment of Health and Senior Services
("DHSS") when (i) he or she conducts
outpatient screening or audiologic test-
ing or (ii) if the licensee confirms a per-
manent hearing loss.
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surgery prior to the enactment of the
amended Codey Law are
"grandfathered" (meaning such refer-
rals are deemed compliant with the
Codey Law) if the referring practitioner
personally performs the procedure.
Referrals made to a surgical practice
or any ASC between March 21, 2008
and March 1, 2010 will be deemed to
be compliant with the Codey Law if the
referring practitioner personally per-
forms the services and discloses his or
her beneficial interest to the patient in
writing. Furthermore, ASCs are now
required to obtain accreditation from

an accrediting body recognized by the
Centers for Medicare and Medicaid
Services ("CMS"). All ASCs have until
March 1, 2010 to obtain such accredi-
tation.

The amended Codey Law provides
that a single-suite surgical practice,
previously exempt from licensure by
the Department of Health and Senior
Services ("DHSS") if certified by CMS,
must now ‘register" annually with
DHSS. Provided a surgical practice
meets certain defined specifications
and is registered with DHSS, it will
qualify under the ASC exception. A
surgical practice existing prior to the
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effective date of the Law will be re-
quired to register with DHSS by
March 1, 2010. The registration must
be renewed annually. As a condition
of registration with DHSS, a surgical
practice must obtain certification by
CMS or accreditation from an accredit-
ing body recognized by CMS, and
comply with certain annual reporting
requirements concerning utilization
and staffing.

Effective immediately, DHSS will
NOT issue any new ASC licenses, nor
a new registration to any surgical prac-
tice, unless specific circumstances
exist. Furthermore, as of March 1,
2010, the current exceptions from the
Codey Law for self-referrals for lith-
otripsy or radiation therapy pursuant to
an oncological protocol will be obso-
lete. Practitioners holding interests in
such services before March 1, 2010
are permitted to continue referring pa-
tients, provided they comply with the
Codey Law's disclosure requirements.

For a more detailed analysis of the
amendments to the Codey Law, please
see our Winter 2009 New Jersey
Health Law Bulletin by visiting our
Website at http://www.gwtlaw.com and
clicking the "Publications” link.
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