
On August 1, 2006, Michael Leavitt,
Secretary of the Department of Health
and Human Services, announced the
promulgation of final rules providing
new exceptions to the Stark Law and
new safe harbors to the Anti-Kickback
Statute designed to encourage physicians
to implement electronic prescribing and
interoperable health records systems.
The final rules take effect on October
10, 2006.  

Electronic prescribing technology allows
physicians to transmit a prescription
electronically to a patient's pharmacy,
while interoperable electronic health
records systems allow for the sharing of
health records among multiple providers
and/or facilities that may be treating a
patient.  Proponents of these new
technologies have asserted that both will
contribute to the reduction in the total
number of errors and will improve
efficiency and overall patient care.
Introducing the new rules, Leavitt said,
"Electronic health records help doctors
provide higher quality patient care,
improved efficiency and with less hassle.
. . . By removing barriers, these
regulation changes will help physicians
get these systems in place and working
for patients faster."  

Ordinarily, providing such technology to
referral sources without charge or at a 

below market rate would run afoul of the
Stark Law and the Anti-Kickback
Statute, potentially triggering
investigations, fines and criminal
liability. The Stark Law prohibits
physician self-referrals unless an
exception applies, while the Anti-
Kickback Statute prohibits receipt of
monetary and non-monetary
remuneration in exchange for referrals.
Both the Centers for Medicare and
Medicaid Services ("CMS") and the
Office of the Inspector General ("OIG")
announced new regulations that
essentially mirror each other, as CMS
has jurisdiction over Stark Law matters
and the OIG has jurisdiction over
matters brought pursuant to the Anti-
Kickback Statute.

Under the new electronic prescribing
technology rules, certain entities,
including, for example, hospitals and
group practices, may donate items and
services such as hardware, software,
internet connectivity and training and
support services to qualifying physicians.
These transactions will now fall outside
the prohibitions of the Stark Law and
the Anti-Kickback Statute if the donor
of the items and services does not limit
the compatibility of the technology with
other systems, make receipt of the
technology conditioned on doing 

business with the recipient or take into
consideration the volume or value of the
referrals the donor receives from the
recipient.  The parties must also enter
into a written agreement setting forth
several terms, including the items being
provided along with their costs.

While the interoperable health records
systems rules are similar to the electronic
prescribing technology rules and include
each of the above stated requirements,
there are a few meaningful differences.
First, noticeably absent from these rules
is a provision allowing for the donation
of hardware.  Instead, these rules allow
for the donation only of software and
information technology and training
services.  Moreover, physicians must pay
15% of the donor's costs, the amount of
which must be specified in the written
agreement of the parties, and a donor
may not make a loan to a recipient to
enable the recipient to make this
payment.  Finally, these rules are set to
expire on December 31, 2013, as
President Bush has expressed a desire to
have interoperable health records
systems in place across the country by
2014.

NEW STARK LAW EXCEPTIONS AND ANTI-KICKBACK STATUTE SAFE
HARBORS ENCOURAGE THE ADOPTION AND IMPLEMENTATION OF

HEALTH INFORMATION TECHNOLOGY SYSTEMS

Health Care Bulletin

August 22, 2006



HEALTH CARE Business AdvisoryAugust 22, 2006

As a reminder, this Advisory is being sent to
draw your attention to issues and is not to
replace legal counseling.

UNITED STATES TREASURY
DEPARTMENT CIRCULAR 230
DISCLOSURE:  TO ENSURE
COMPLIANCE WITH REQUIREMENTS
IMPOSED BY THE IRS, WE INFORM YOU
THAT, UNLESS EXPRESSLY STATED
OTHERWISE, ANY U.S. FEDERAL TAX
ADVICE CONTAINED IN THIS
COMMUNICATION (INCLUDING ANY
ATTACHMENTS) IS NOT INTENDED OR
WRITTEN TO BE USED, AND CANNOT
BE USED, FOR THE PURPOSE OF (i)
AVOIDING PENALTIES UNDER THE
INTERNAL REVENUE CODE, OR (ii)
PROMOTING, MARKETING OR
RECOMMENDING TO ANOTHER PARTY
ANY TRANSACTION OR MATTER
ADDRESSED HEREIN.

Additional Information
Benesch's Health Care Practice
Group regularly counsels clients
on health information technology
issues.  To find out more about
recent developments in this area,
contact Alan E. Schabes
(aschabes@bfca.com) or Harry M.
Brown (hbrown@bfca.com) in
Cleveland or Janet K. Feldkamp
(jfeldkamp@bfca.com) or Frank
Carsonie (fcarsonie@bfca.com) in
Columbus.Biographical information
is available at www.bfca.com.


