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Update on Stark Gainsharing Exception

Despite its enthusiasm to craft an exception to the Stark
Law for shared savings programs like gainsharing and
pay-for-performance (P4P) arrangements, CMS delayed
finalizing such an exception in the 2009 Medicare
Physician Fee Schedule (MPFS) Final Rule.! In the
Final Rule, issued on October 30, 2009, CMS stated that
it had received too few comments to craft an appropriate
exception for shared savings programs that would not
risk fraud to the Medicare program.

One primary opponent of the exception is the medical
device industry. The Advanced Medical Technology
Association (AdvaMed), a medical technology group,
believes that gainsharing arrangements may create
incentives for the use of less-expensive or older medical
technologies.” Because gainsharing is a way to provide
incentive payment and cost-savings to be shared with
physicians, board chairman of AdvaMed, Michael A.
Mussallem, praised the decision to not finalize the
exception, expressing concern that gainsharing
arrangements may “compromise patient care by creating
incentives for the use of less-expensive, older, outdated
technologies when newer, better, technologies might be
more appropriate.”” He went on to state that “patients
also may receive less care than appropriate under such
a proposal” Mussallem, who also happens to be
chairman and chief executive officer of Edwards
Lifesciences, said also that the medical device industry
would prefer that CMS review and completely evaluate
the congressionally mandated gainsharing
demonstration, along with two other demonstrations,
before finalizing the exception to the Stark Law.*

According to the MPFS Proposed Rule, published on
July 7, 2008, CMS believes that shared savings
programs have the potential to “foster high quality, cost-
effective care” but it also expressed concerns similar to
those being voiced by the medical device industry over
the issue of stinting, or “limiting the use of quality-
improving but more costly devices, tests or treatments.”
While CMS stated that the majority of the comments it
did receive in response to the Proposed Rule favored the
exception, it noted that many of those responses only
favored finalizing the exception if substantial
modifications were made to the originally proposed
program conditions.” Though it received numerous
comments, CMS did not receive enough comments in
agreement about how the exception should be structured,
and accordingly, CMS has issued the rule with another
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comment period, soliciting further comments from the
health care community so that it may finalize the
exception in the future. Ultimately, CMS would like to
develop an exception that “would meet the ‘no risk’
standard, would be sufficiently bright line to be
enforceable and to facilitate compliance, and would be
sufficiently flexible to foster beneficiary arrangements.”™

The Final Rule is set to be published in the Federal

Register on November 19, 2008, and CMS will accept

comments on this exception for 90 days after that date.’
—
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HEALTH CAPITAL
CONSULTANTS (HCC) is an
established, nationally recognized
healthcare financial and economic
consulting firm headquartered in
St. Louis, Missouri, with regional
personnel nationwide. Founded in
1993, HCC has served clients in
over 45 states, in providing
services including: valuation in all
healthcare sectors; financial
analysis, including the
development of forecasts, budgets
and income distribution plans;
healthcare provider related
intermediary services, including
integration, affiliation, acquisition
and divestiture; Certificate of
Need (CON) and regulatory
consulting; litigation support and
expert witness services; and,
industry research services for
healthcare providers and their
advisors. HCC’s accredited
professionals are supported by an
experienced research and library
support staff to maintain a
thorough and extensive knowledge
of the healthcare reimbursement,
regulatory, technological and
competitive environment.
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Robert James Cimasi, MHA, ASA, FRICS, MCBA, AVA, CM&AA, serves
as President of HEALTH CAPITAL CONSULTANTS (HCC), a nationally
recognized healthcare financial and economic consulting firm headquartered in
St. Louis, MO, serving clients in 49 states since 1993. Mr. Cimasi has over
thirty years of experience in serving clients, with a professional focus on the
financial and economic aspects of healthcare service sector entities including:
valuation consulting and capital formation services; healthcare industry
transactions including joint ventures, mergers, acquisitions, and divestitures;
litigation support & expert testimony; and, certificate-of-need and other
regulatory and policy planning consulting.

Mr. Cimasi holds a Masters in Health Administration from the University of Maryland, as well as
several professional designations: Accredited Senior Appraiser (ASA — American Society of
Appraisers); Fellow Royal Intuition of Chartered Surveyors (FRICS — Royal Institute of Chartered
Surveyors); Master Certified Business Appraiser (MCBA - Institute of Business Appraisers);
Accredited Valuation Analyst (AVA — National Association of Certified Valuators and Analysts); and,
Certified Merger & Acquisition Advisor (CM&AA — Alliance of Merger & Acquisition Advisors). He
has served as an expert witness on cases in numerous courts, and has provided testimony before federal
and state legislative committees. He is a nationally known speaker on healthcare industry topics, the
author of several books, the latest of which include: “The U.S. Healthcare Certificate of Need
Sourcebook™ [2005 - Beard Books], “An Exciting Insight into the Healthcare Industry and Medical
Practice Valuation” [2002 — AICPA], and “A Guide to Consulting Services for Emerging Healthcare
Organizations” [1999 John Wiley and Sons].

Mr. Cimasi is the author of numerous additional chapters in anthologies; books, and legal treatises;
published articles in peer reviewed and industry trade journals; research papers and case studies; and, is
often quoted by healthcare industry press. In 2006, Mr. Cimasi was honored with the prestigious
“Shannon Pratt Award in Business Valuation” conferred by the Institute of Business Appraisers.
Mr. Cimasi serves on the Editorial Board of the Business Appraisals Practice of the Institute of
Business Appraisers, of which he is a member of the College of Fellows.

Todd A. Zigrang, MBA, MHA, ASA, FACHE, is the Senior Vice President of
HEALTH CAPITAL CONSULTANTS (HCC), where he focuses on the areas
valuation and financial analysis for hospitals and other healthcare enterprises.
Mr. Zigrang has significant physician integration and financial analysis
experience, and has participated in the development of a physician-owned
multi-specialty MSO and networks involving a wide range of specialties;
physician-owned hospitals, as well as several limited liability companies for
the purpose of acquiring acute care and specialty hospitals, ASCs and other
ancillary facilities; participated in the evaluation and negotiation of managed
care contracts, performed and assisted in the valuation of various healthcare
entities and related litigation support engagements; created pro-forma financials; written business
plans; conducted a range of industry research; completed due diligence practice analysis; overseen the
selection process for vendors, contractors, and architects; and, worked on the arrangement of financing.

Mr. Zigrang holds a Master of Science in Health Administration and a Masters in Business
Administration from the University of Missouri at Columbia, and is a Fellow of the American College
of Healthcare Executives. He has co-authored “Research and Financial Benchmarking in the
Healthcare Industry” (STP Financial Management) and “Healthcare Industry Research and its
Application in Financial Consulting” (Aspen Publishers). He has additionally taught before the
Institute of Business Appraisers and CPA Leadership Institute, and has presented healthcare industry
valuation related research papers before the Healthcare Financial Management Association; the
National CPA Health Care Adviser’s Association; Association for Corporate Growth; Infocast
Executive Education Series; the St. Louis Business Valuation Roundtable; and, Physician Hospitals of
America.

Anne P. Sharamitaro, Esq., is the Vice President of HEALTH CAPITAL
CONSULTANTS (HCC), where she focuses on the areas of Certificate of Need
(CON); regulatory compliance, managed care, and antitrust consulting. Ms.
Sharamitaro is a member of the Missouri Bar and holds a J.D. and Health Law
Certificate from Saint Louis University School of Law, where she served as an
editor for the Journal of Health Law, published by the American Health
Lawyers Association. She has presented healthcare industry related research
papers before Physician Hospitals of America and the National Association of
Certified Valuation Analysts and co-authored chapters in “Healthcare
Organizations: Financial Management Strategies,” published in 2008.
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