
Letter from the Chair

As we move into fall and the beginning of football
season, I wanted to tell each of you how much I
appreciate your being a member of the Health Law
Section of the Tennessee Bar Association. Together
we have made our Health Law Section one of the
best in the country, and that is due to your hard
work. I am indeed honored to serve as the current
Chair of this Section.

Of course, health care is dominating the State and
national news coverage as we anxiously follow the
debate on health care reform occurring in
Washington, D.C. It is simply the news story of the
year, and whatever happens in Washington will
significantly impact our practice.

For that reason and more, it is vital for you to
attend our award-winning Annual Seminars: the
Health Law Primer, set for September 30; and, the
Health Law Forum, set for October 1 and 2, both at
the Cool Springs Marriott in Nashville! We will
provide an update on what is happening in D.C. and
in Tennessee, as well as discussion of many relevant
topics, including our highly praised three-hour
ethics presentation for health lawyers. You cannot
afford to miss our program!

If you know of any way to improve our Section,
please do not hesitate to e-mail me, our current
Vice Chair, David Lewis, or any member of our
Section's Executive Council. We are always looking
for good suggestions. Also, let us know if you are
interested in serving on the Executive Council.

Again, I appreciate your membership and look
forward to seeing you at our Annual CLE programs!

Bill Young, Chair
Health Law Section of the Tennessee Bar
Association
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Recent Developments Affecting
Ambulatory Surgery Centers

By David T. Lewis
Husch Blackwell Sanders, LLP

I. INTRODUCTION.

The number of ambulatory surgery centers ("ASCs")
has continued to grow over the last 10-15 years. A
recent report from the Centers for Medicare and
Medicaid Services ("CMS") indicated that the
number of ASCs enrolled in Medicare increased by
more than thirty-eight percent (38%) between 2002
and 2007 and that forty-three percent (43%) of all
same-day surgery in the United States is performed
in ASCs.1 This article examines some recent legal
and regulatory developments affecting ASCs that
should be considered by attorneys who counsel
ASCs and their investors.

II. THE SAFE HARBOR REGULATION.

One factor contributing to the growth of ASCS is the
relatively favorable treatment of them under the
Anti-Kickback Statute.2 There are four (4) safe
harbors that protect investment interests in
surgeon-owned, single specialty, multi-specialty or
hospital-physician owned ASCs. The four safe
harbors share many similar requirements, including
(a) the terms upon which an investment interest is
offered must not be related to the volume or value
of referrals; (b) at least one-third of each physician
investor's practice income for the previous year or
previous twelve (12) month period must be derived
from the performance of procedures (included on
the list of Medicare-approved procedures for
performance in an ASC); (c) at least one-third of
the procedures performed must be performed at
the investment entity; (d) the entity cannot loan
funds to the investor to purchase an investment
interest; (e) the amount of payment to an investor
must be directly proportional to the amount of the
capital investment; (f) ancillary services must be
directly and integrally related to primary
procedures performed at the entity and may not be
billed separately to Federal health care programs;
and (g) the entity and its physician investors must
treat Federal health program beneficiaries in a
non-discriminatory manner. The safe harbor
requirements were designed to minimize the risk of
investors being rewarded for referrals, as
evidenced particularly by the two "one-third"
requirements. The Office of Inspector General of
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the U.S. Department of Health & Human Services
("OIG") has been less concerned with remuneration
paid to "active investors" (investors performing
procedures at the investment entity) than "passive
investors" (investors who might profit from making
referrals to the ASC but who do not perform
procedures at the investment entity. For example,
the OIG did not provide favorable treatment in a
request for an advisory opinion to an ASC whose
members included optometrists who would not be
performing cases at an ophthalmologic ASC.3

The organizational documents of many surgery
centers have been drafted in such a way as to
assure compliance with the safe harbor, particularly
the "one-third one-third" tests. For example, some
ASCs provide that failure to meet the "one-third"
tests can be an event of default that can trigger
mandatory redemption of the investor's investment
interest. Physician investors are often required to
annually certify that the two "one-third" tests have
been met.

The legality and enforceability of such contractual
requirements was recently tested in the United
States Court of Appeals of the Seventh Circuit.4 Dr.
DeBartolo was a limited partner in an ASC in Joliet,
Illinois. Dr. DeBartolo lost his surgical privileges (for
reasons not discussed in the opinion) and failed to
certify that his practice met the threshold
mandated by the partnership agreement and the
partnership advised him it was exercising its rights
under the partnership agreement to buy out his
interest and made payment to him for his limited
partnership interest. Dr. DeBartolo refused payment
and brought suit in Federal court claming the acts
of the limited partnership violated Federal criminal
law and the provisions of the partnership
agreement could not be enforced. The United
States District Court dismissed the suit for failure to
state a claim. On appeal, the Court of Appeals for
the Seventh Circuit vacated the judgment and
remanded the case to the district court with
instructions to dismiss for lack of subject-matter
jurisdiction. The court of appeals did not reach the
merits of Dr. DeBartolo's claim, but agreed with the
district court that his claim was essentially a state
law contract dispute between two parties where
diversity of citizenship was absent. Therefore, it is
recommended that surgery center legal documents
continue to track the safe harbor requirements.
However, any contractual requirements relating to
the safe harbor tests must be fairly applied to all
investors on a non-discriminatory basis.

The OIG has recently issued an advisory opinion
concerning a joint venture ASC between a hospital
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and a group of physicians.5 Seven (7) orthopedic
surgeons who are members of a group practice
formed a limited liability company which will hold
ownership in the ASC along with the hospital
following a merger of two ASCs (one previously
owned by the physicians and one owned by the
hospital). Under the safe harbor for hospital-
physician ASCs, the physicians must hold their ASC
ownership directly or through an existing group
practice, so the transaction would not qualify for
safe harbor protection. The OIG analyzed all the
relevant risk factors, and concluded that, although
safe harbor protection would not be available, the
transaction involves minimal risk of fraud or abuse.

III. BUYING AND SELLING OF ASC UNITS.

One problematic issue for ASCs is the buying and
selling of ASC units, particularly the buy-out of
retiring owners and bringing in new owners. This
issue has become more problematic under the
current economic and business climate. Current
owners want to attract new owners with business
terms they feel will be attractive to new
physicians, but they often believe a fair price is the
price at which they purchased their units. The
initial offering price may bear little resemblance to
the current fair market value of the units in the
ASC. The inclusion of financial formulae to set
buy-out and buy-in prices in the ownership
documents is often a recipe for problems. Multiples
of past earnings may be inaccurate predictors of
current value, because they fail to consider
changes in market conditions, physician
membership, reimbursement and other factors. Yet
offering lower-priced shares to new physicians
could be construed as an improper inducement for
the performance of procedures. For this reason, an
independent fair market value determination that
takes into consideration all of the relevant facts is
highly recommended. A fair market value
determination must take into account future
earning potential. Advisory Opinion 09-09,
referenced above, includes some troubling language
concerning valuation methodology: "We might be
concerned if the valuation were based on a cash
flow analysis of the Surgeon ASC as a going
concern." The Advisory Opinion does not state that
a cash flow valuation or other valuation involving
intangible assets would necessarily result in a
violation of the Anti-Kickback Statute, but that the
existence of a violation depends upon all facts and
circumstances. Most valuation professionals, as well
as the Internal Revenue Service, would agree that
the income approach for this type of cash flow is
usually the most appropriate methodology to value
a healthy business.
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IV. RECENT REGULATORY DEVELOPMENTS.

CMS, in the fiscal year 2008 and 2009 inpatient
prospective payment system ("IPPS") regulations,
finalized changes relating to hospital's serving
Federal health program beneficiaries that require
hospitals and their physician owners to disclose the
existence of physician ownership to patients.6 The
regulation became effective June 8, 2009. The
hospital, including an ASC if applicable, must
provide written notice to each patient at the
beginning of the patient's hospital stay or
outpatient visit that the hospital is a
physician-owned hospital in order to assist the
patient in making an informed choice regarding his
or her case. The hospital stay or outpatient stay
begins with the provision of a package of
information regarding scheduled pre-admission
testing and registration for a planned hospital
admission for inpatient care or an out-patient
service. CMS may deny or terminate a provider
agreement to a physician-owned hospital that does
not have procedures in place to disclose to patients
any ownership interest in the hospital which is held
by a physician or a family member of a physician. It
is recommended that physician-owned ASCs develop
written disclosure material and signage to advise
patients of physician ownership. Surveyors will
likely be looking for compliance with these
requirements in future surveys.

Effective January 1, 2008, the ASC Medicare
payment system was significantly modified and the
changes were phased in over a number of years.
ASC reimbursement was based on hospital
outpatient prospective payment system rates, but
at a reduced rate to account for lower overhead
expenses at ASCs as compared to hospitals as well
as other factors. The proposed changes for 2010 are
not as significant. These changes include
adjustments for inflation7 and addition of 28 new
procedures to the list of procedures approved for
reimbursement at an ASC.8 Most of the newly added
procedures are procedures that CMS initially
believed posed too great a risk to patients to be
performed in an ASC.

CMS also noted that the Medicare Payment Advisory
Commission ("MedPAC") has recommended that ASCs
be required to submit cost data and quality data to
CMS. CMS has indicated that it intends to
implement quality reporting in the future and it is
soliciting public comment on the feasibility of ASCs
submitting cost information.9

Numerous legal issues will continue to surround
ASCs as they continue to represent a prominent
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place in the health care delivery system. ASCs are
advised to seek experienced healthcare regulatory
counsel to advise them concerning these issues.

David Lewis is Vice Chair of the Tennessee Bar
Association Health Law Section and a partner in the
Chattanooga office of Husch Blackwell Sanders LLP.
David can be reached at (423) 757-5935 or via
email at david.lewis@huschblackwell.com

Endnotes:
_________________________________

1. CMS Operations/Survey and Certification Group,
Memorandum, Ref: S&C-09-43 (June 12, 2009).
2. 42 U.S.C. Sec. 1320a-7b(6). The OIG has
promulgated a safe harbor for investment income
from ASCs owned by physicians and hospitals. 42
C.F.R. Sec. 1001. 952(r)(1)-(4).
3. Office of Inspector General, U.S. Department of
Health & Human Services, Adv. Op. 07-13 (issued
October 12, 2007, posted October 19, 2007).
4. DeBartolo v. HealthSouth Corporation, et al.,
Case No. 07-1272 (June 26, 2009).
5. Office of Inspector General, U.S. Department of
Health & Human Services, Adv. Op. 09-09 (issued
July 22, 2009, posted July 29, 2009).
6. See CMS Transmittal 58 (March 6, 2009). The
requirement was adopted as part of the strategic
and implementing plan required by the Deficit
Reduction Act of 2005.
7. 74 Fed. Reg. 35291 and 35394 (July 20, 2009).
8. Id. at 35379.
9. Id. at 35391.

Register Now to Attend These Exciting Annual
Health Law Programs

9th Annual TBA Health Law Primer

If you are new to health law or are someone who represents health care
clients on legal matters and need an overview of the major areas of law
regulating health care clients, this program is for you. The Health Law
Primer will provide a general overview of the compliance and regulatory
health care landscape, and have experienced health care leaders
discussing hot topics facing the "players" in the health care industry -
including physicians, hospitals, insurers, and the government.

Now in its 9th year, this CLE program is held in conjunction with the 21st
Annual Health Law Forum at the Marriott Hotel in Cool Springs - just 15
minutes from downtown Nashville. Use the prepaid CLE credits that
come with your TBA Complete Membership and save on this 4-hour
course. You may register by contacting TBA at 615-383-7421 or you may
register online at https://www.tnbaru.com
/CLE/catalog_course_details.php?course=6051
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21st Annual TBA Health Law Forum

Recognized as one of the premier health law programs in the nation, this
program presents the latest developments in health care law from some
of the most recognized practitioners in the state and in the country.

Important topics will be discussed including: HIPAA updates, updates on
fraud and abuse issues, an update on Tennessee health law,
physician/hospital employment issues, and an update on antitrust issues
and other provocative topics. Join us for this high quality program that
offers 3 dual and 12 general CLE credits. Use the prepaid CLE credits
that come with your TBA Complete Membership and save on this 15-hour
course. You may register by contacting TBA at 615-383-7421 or you may
register online at https://www.tnbaru.com
/CLE/catalog_course_details.php?course=6052

Lunch Business Meeting for TBA Health Law Section
Members

Please make plans to join the TBA Health Law Section at their Annual
Lunch Business Meeting and Election of Officers to be held in
conjunction with this year's 21st Annual Health Law Forum. The TBA
Health Law Section Lunch Business Meeting will be held on Friday,
October 2, 2009 at 11:45 a.m. at the Cool Springs Marriott. Directions to
the hotel are available online at http://www.marriott.com/hotels
/travel/bnacs-franklin-marriott-cool-springs/.

Please note that you do not have to be registered for the Health Law
Forum to attend the Section's lunch business meeting, but lunch will
only be provided for TBA Health Law Section Members who respond that
they will attend this luncheon. Please respond to Lynn Pointer at
Lpointer@tnbar.org if you would like to attend this lunch business
meeting.

Thanks to this year's Luncheon sponsor:
Husch Blackwell Sanders LLP

http://www.huschblackwell.com/
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