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Let TBA Meet All Your CLE Needs! 
 
TBA offers a wide variety of online video and online text courses, including 
a large selection of ethics courses.  We also offer webcast CLE 
programming on a variety of topics.  Visit tba.org today and find a broad 
range of high quality CLE courses that can be taken at your convenience 
and will inform your practice – whatever your area of concentration. 
 
The Tennessee Bar Association (TBA) routinely records and distributes live 
CLE programming.  As a member of the audience of today’s program, your 
image may be captured during the recording process.  By attending this 
program, you are agreeing to allow your image to be reproduced as part of 
TBA’s CLE production. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



The Tennessee Bar Association would like to thank the TBA Health Law Section 
Executive Council for their hard work and dedication to the 30th Annual Health Law 
Forum. 
 
Section Chair: Mark Cunningham — Chambliss Bahner & Stophel (East TN) 
 
Section Vice-Chair: Monica Wharton — Methodist Le Bonheur Healthcare (West TN) 
 
Immediate Past Chair: Brian Roark — Bass Berry & Sims PLC (Middle TN) 
 
Eastern Delegates: 
Amanda Busby — Anderson Busby, PLLC 
Christie Burbank — Rainey Kizer Reviere & Bell 
Ian Hennessey — London & Amburn, P.C. 
Tim Beslisle — Ballad Health 
 
Middle Delegates: 
Bill Young — Harris, Shelton 
David Steed — Cornelius & Collins LLP 
Ellen Bowden McIntyre — Assistant U.S. Attorney’s Office 
Gabe Roberts — Healthcare Finance & Administration 
J.D. Thomas — Waller Lansden Dortch & Davis, LLP 
Jesse Neil — Waller Lansden Dortch & Davis, LLP 
Judd Taback — Tennessee Division of Health Care Finance & Administration 
Julia Morris — Vanderbilt University Medical Center 
Kim Looney — Waller Lansden Dortch & Davis, LLP 
Mark Ison — Sherrard Roe Voigt & Harbison 
Scott Richardson — LifePoint Health 
Travis Lloyd — Bradley Arrant Boult & Cummings 
Yarnell Beatty — Tennessee Medical Association 
 
Western Delegates: 
Amy Campbell — Cecil C. Humphreys School of Law 
Denise Burke — Waller Lansden Dortch & Davis, LLP 
Robyn Diaz — St. Jude Childrens Research Hospital 
Walt Schuler — The University of Tennessee Health Science Center 
William Bomar — Glankler Brown, PLLC 



30th Annual Health Law Forum Calendar of Events 
 

TBA Health Law Section Executive Council Dinner 
(Open to Health Law Executive Council Members and speakers. RSVP with jword@tnbar.org) 

 
Wednesday, Oct.10, 6:30 p.m., CDT 

Sperry’s Cool Springs 
650 Frazier Drive  

Franklin, TN 37067 
 
 

Health Law and Honky Tonks 
(Open to all Health Law Section Members. RSVP with jword@tnbar.org) 

 
Thursday, Oct. 11, 7 p.m., CDT 

Tin Roof Broadway 
316 Broadway 

Nashville, TN 37201 

 
 

Lunch Business Meeting and Election of Officers 
(Open to all Health Law Section Members. RSVP with jword@tnbar.org) 

 
Friday, Oct. 12, 12 p.m., CDT 

Embassy Suites 
2820 Crescent Centre Drive 

Franklin, TN 37067 
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18th Annual Health Law Primer  
Oct.10, 2018 
Embassy Suites Cool Springs – Hotel Conference Center 
Franklin, Tenn.  
 
Program Producer: Monica Wharton, Methodist Le Bonheur Healthcare 
Total Credits: 4 General   

 

For newer health law practitioners, this program provides a general health law overview and 
discussion of hot topics by experienced healthcare leaders. Sessions provide practical tips to 
identify and avoid the pitfalls of real-life situations in the heavily regulated health care industry.  

12:15 – 1 p.m. 

 

 
Registration 
 

12:50 – 1 p.m. 
Welcome and Introductions   
Monica Wharton, Methodist Le Bonheur Healthcare 

1 – 2 p.m. Introduction to Fraud and Abuse Laws  
This panel will provide an overview of fraud and abuse laws and how they apply to federal 
healthcare programs. The False Claims Act, Anti-Kickback Statute, Stark, and other key 
regulations will be discussed. The program will also outline healthcare fraud enforcement 
and the applicable agency authority. 
Angie Bergman, Bass Berry & Sims, PLC 
Chris Sabis, United States Attorney’s Office for the Middle District of Tennessee 

2– 3 p.m. Lifecycle of a Deal & Key Healthcare Issues in Transactions 
This panel will provide a high-level review of the life cycle of a standard health care 
transaction. Participants in the session will learn about the general flow of a transaction, 
basic transaction documents, and common hurdles to transaction completion.  
Tizgel High, LifePoint Health 
Scott Shanker, Butler Snow 
Jed Roebuck, Chambliss, Bahner & Stophel, P.C. 

3 – 3:15 p.m. 
  Break 
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3:15 – 4:15 p.m. Roadmap to a Successful Compliance Plan  
This presentation will walk through the seven fundamental required elements of an 
effective compliance plan, while providing practical guidance for maximizing program 
efficiencies and will serve as an introduction to a compliance to those practicing in the 
healthcare field.  
Loretta Hinton, Methodist Le Bonheur Healthcare  
Katie Graham, LBMC 

4:15 – 5:15 p.m. Medical Staff Issues and Physician Employment: The Fundamentals 
This presentation will introduce the concepts of medical staff bylaws, credentialing, and 
the peer review and quality improvement privileges. The increasing trend toward 
employment of physicians, and the role of corporate practice of medicine restrictions and 
non-compete provisions will be discussed. 
Jeffrey D. Moseley, Buerger, Moseley & Carson, PLC  
Robyn Diaz, St. Jude Children’s Research Hospital 

 



 

 
 

Nelson Mullins Broad and Cassel LLP 
Online Material Sponsor 

 
Broad and Cassel LLP has built one of the most experienced and diversified Health 

Law and White-Collar Defense and Compliance practices in the Southeastern United 
States. Chambers USA: A Guide to America's Leading Business Lawyers, a highly 

regarded legal guide, has recognized Broad and Cassel's health care practice and 
individual attorneys as leaders in the industry -- within Florida and nationwide. The 

firm has more lawyers certified in Health Law by The Florida Bar Board of Legal 
Specialization & Education than any other firm. Several of our attorneys are certified in 

Healthcare Compliance (CHC) and Healthcare Privacy Compliance (CHPC) by the 
Health Care Compliance Association's (HCCA) Compliance Certification Board (CCB). 

Broad and Cassel's health lawyers are widely published and frequently make 
presentations at educational programs throughout the country. Information on the 
firm’s health law events and industry and attorney news can be found on Broad and 

Cassel’s Health Law Blog at http://www.healthlawfla.com or on Twitter at 
http://www.twitter.com/healthlawfla. 

  



 

 

Chambliss, Bahner & Stophel, P.C. 
Thursday Lunch Sponsor 

 
Chattanooga-based, full-service law firm, Chambliss has a leading health care 

practice, counseling medical groups, health care vendors, and a wide variety of health 
care professionals and businesses on matters including compliance with state and 

federal law, mergers and acquisitions, employment, and negotiating service contracts 
with customers and vendors throughout Tennessee and nationally.  

 
www.chamblisslaw.com 

  



 

 
 
 

 
 
 

Baker Ober Health Law 
Friday Section Lunch Sponsor 

 
With more than 200 attorneys in ten states and the District of Columbia serving the 
health care industry, Baker Donelson has one of the leading health care practices in 

the United States. Given the vast scope and complexity of the nation's largest 
industry, our size, scale and collective experience give our clients a competitive 

advantage. Those clients are hiring a dedicated, multi-disciplinary team, a team that 
not only has experience in and detailed knowledge of health law, but also 

understands the complicated ways in which the industry operates. 
 

Baker Ober Health Law, a Baker Donelson practice, is one of the top three nationally-
ranked health care practices in the country.  

 
www.bakeroberhealthlaw.com. 

  



 

 
 

 
 

Carnahan Group 
WiFi Sponsor 

 
Carnahan Group is a healthcare technology firm that uses game-changing technology 

to drive compliance and cost reductions for some of the world’s largest healthcare 
organizations. Carnahan Group has over 15 years of experience conducting healthcare 

compensation valuations, business valuations, community needs assessments, 
community health needs assessments, in addition to a wide variety of other strategic 

services. 
In 2016, Carnahan Group launched FMVMD™, a physician compensation fair market 
valuation platform, that utilizes risk continuum modeling to reduce the turnaround 

times and cost of compliance. FMVMD™ produces instant opinion letters that support 
the commercial reasonableness, includes analytics to track overall spending, and 

provides system-wide transparency through the multiple user roles available. Stop by 
our booth for a demonstration of FMVMD™ and find out how we can assist you as 

your innovative partner. 
 

www.fmvmd.com. 
 
 
 



 

 

 
Horne, LLP 

Thursday Breakfast Sponsor 
 

HORNE is a decidedly different CPA and business advisory firm that is changing 
expectations about accounting. Clients turn to HORNE for foresight, straight talk and 
collaboration from a team of dedicated accounting, tax and advisory professionals. 

Whether we are supporting a private, public or government organization, our industry 
specialized teams bring empirical knowledge and a total commitment to helping you 
build operational efficiencies, manage risk, ensure compliance, prevent surprises and 

pursue opportunities. 
 

www.hornellp.com 
  



 

 

 
 

Commercial Bank and Trust Company 
Friday Breakfast Sponsor 

 
Catering to personal and small business financial needs since 1877, Commercial 

Bank and Trust Company is a unique full-service bank, distinguished by its 
impeccable customer service and refined atmosphere. With ten branches located 

throughout Memphis, Paris, Union City, and Jackson, Tennessee, Commercial Bank 
stands ready to put more than a century's worth of tradition to work for you. In 

addition to a variety of checking, savings and retirement programs, the bank also 
offers competitive rates on interest-bearing accounts, money market accounts, 

mortgages, home equity loans and commercial and business loans. 
 

www.cbctnet.com 
 
 
 
 
 
 



 

 
 
 

 
 

HealthCare Appraisers, Inc. 
Friday Beverage Sponsor 

 
HealthCare Appraisers, Inc., a globally recognized valuation firm, provides a full 

spectrum of valuation services and Fair Market Value (FMV) solutions for the 
healthcare and life sciences communities. 

Compensation arrangements for HCPs and KOLs for speaking, consulting, training, 
advisory boards and research; non-traditional HCP compensation programs; 

exception policies and guidelines for HCP compensation; intellectual property; royalty 
and licensing arrangements; clinical trials arrangements and transactions; data 

acquisition and sales; business valuation for acquisitions, leases and divestitures; and 
multi-company integration of intellectual property. 

 
www.healthcareappraisers.com  



 

 
 
 

 
 
 

Bass, Berry & Sims, PLC 
Afternoon Break Sponsor 

 
With more than 270 attorneys representing numerous publicly traded companies and 
Fortune 500 businesses, Bass, Berry & Sims has been involved in some of the largest 

and most significant litigation matters, investigations and business transactions in the 
country. Recently recognized by AHLA as the sixth largest healthcare law firm in the 

U.S., Bass, Berry & Sims has a depth and breadth of experience in the healthcare 
industry that has led to its national recognition. Headquartered in Nashville, we have 
participated in the evolution of the healthcare industry and some of its most complex 
transactions and litigation. Our attorneys provide corporate and regulatory counsel to 

35 publicly traded healthcare companies and more than 200 businesses in the 
healthcare industry throughout the country. For more information, visit 

www.bassberry.com. 



 

 
 

 
 
 

Bradley Arant Boult Cummings 
Thursday Beverage Sponsor 

 
Bradley is a national law firm of over 500 lawyers with a reputation for skilled legal 
work, exceptional client service, and impeccable integrity. They provide business 

clients around the world with a full suite of legal services in dozens of industries and 
practice areas. Although they are a large law firm with more than, our clients still 
enjoy the personal attention, responsiveness and deep relationships they would 

expect from a boutique firm. Their attorneys and staff combine legal experience and 
knowledge with a sophisticated understanding of industries to work side by side with 

clients and come up with practical, strategic solutions specifically tailored to their 
business operations. Bradley lawyers use their talents, judgment, work ethic, and 

experience to go above and beyond expectations to help our clients meet their goals. 
 

https://www.bradley.com/  



 

 

 
Sherrard Roe Voigt & Harbison, PLC 

Friday Afternoon Break Sponsor 
 

Since 1981, Sherrard Roe Voigt & Harbison’s exceptional attorneys have maintained 
uncompromising standards in providing a broad range of legal services to business 
and individual clients, working closely with them to achieve their goals in effective 

and innovative ways.  With over half of our attorneys recognized in Woodward/White’s 
“The Best Lawyers in America,” SRVH routinely ranks among the top mid-sized firms in 

the Southeast.   
 

www.srvhlaw.com 
  



 

 
 
 

 
 
 

Waller 
Friday Morning Break Sponsor 

 
With more than 225 attorneys in Austin, Birmingham, Memphis and Nashville, Waller 
assists clients in complex transactional, regulatory and litigation matters. The firm has 

built a national reputation for its work in healthcare, financial services, retail and 
hospitality, and has extensive experience in manufacturing, real estate, technology 

and other industries.  
 

www.wallerlaw.com 
 



 

 

 
 

Vista Points 
Exhibitor 

 
Vista Points' expertise in trustee services helps to ensure that a trust beneficiary's 

eligibility for public assistance programs is protected. The organization assists 
children, adults and seniors living with an intellectual, mental, or physical disability, 
as well as working with their parents, caregivers and the professionals who serve and 

guide them. 
Vista Points serves as a national resource center dedicated to raising awareness about 

Special Needs Trusts through educational programs, community outreach 
presentations and special events. 

For more information, please contact the Vista Points office at 888-422-4076 or via 
email at info@vistapoints.org . 



 

 
 

Rainey, Kizer, Reviere & Bell, PLC 
Exhibitor 

 
At Rainey, Kizer, Reviere & Bell, P.L.C., client satisfaction is their top priority. Their goal 

is to consistently exceed the clients’ expectations by providing the highest quality 
legal counsel and advice in the most timely and efficient manner possible. They 
achieve this goal by focusing on quality first in the hiring and retention of their 

attorneys and staff and in the service which they provide to their clients. Formed in 
1975 in Jackson, Tennessee, the firm has grown significantly — serving clients in and 
beyond Tennessee from its offices in Memphis, Jackson, Nashville and Chattanooga. 

 
www.raineykizer.com 

 
 



 

 
 

 
 
 

Elliott Davis 
Exhibitor 

 
With nearly 700 professionals across the Southeast, Elliott Davis ranks among the top 
forty accounting firms in the United States. They provide comprehensive assurance, 
tax, and consulting solutions to diverse businesses, organizations, and individuals. 
Offering a wide range of accounting, tax, assurance, and consulting solutions, they 

take a dynamic approach to serving their clients – combining deep technical 
knowledge with applied forward-thinking experience. Elliott Davis has nine offices 
across four states (Georgia, North Carolina, South Carolina, and Tennessee) and the 

Cayman Islands. 
 

www.elliottdavis.com 
 
 
 
 
 



 

 
 
 

 
 

LBMC 
Exhibitor 

 
LBMC is the largest professional service solutions provider based in Tennessee, 

serving more than 6,000 clients with diverse needs across a spectrum of industries; 
however, we didn’t start that way. LBMC was founded in 1984 as a traditional 

accounting firm with a simple mission: to serve a great group of clients and enjoy 
doing it. More than 30 years later, loving what we do and who we do it for has taken 

us a long way. LBMC has been named a top 50 firm in the country. Today, we’ve 
become industry leaders in financial, human resources, technology, information 
security, and wealth advisory services backed by more than 600 employees – not 
because a business plan told us to be, but because we’re entrepreneurs and our 

clients asked us to be. As illustrated by our “Best Places to Work” recognition, LBMC is 
committed to attracting and retaining the nation’s best talent, positioning ourselves 
to best serve clients with the industry’s brightest minds. So, what is LBMC? Whether 

you need to supplement or outsource a single function, need an ally you can trust for 
your taxes, or are in the market for a comprehensive business solutions partner, LBMC 

is what your business needs. 
  



 

 

 
Cecil C. Humphreys School of Law 

Advertisement 
 

The Institute for Health Law & Policy (iHeLP) at the University of Memphis Cecil C. 
Humphreys School of Law has a mission encompassing three areas: Education, 

Scholarship, and Service. Each area is grounded by an overarching mission to use law 
and policy to advance health. The Institute prides itself on being a catalyst for 

community engagement and systemic change for the community’s overall health. It 
has a focus on service-learning opportunities around health law and policy and has a 
number of multi-sector partnerships in place, such as the Healthy Homes Partnership 

and the iHeLP Policy Lab, which enable it to further its mission of advancing 
community health initiatives with policy research and recommendations that will lead 

to a healthier Mid- South. The Institute strives to address unmet health law issues of 
local organizations and communities, host forums on health law and policy issues, 

and work with community leaders to proactively address health policy needs.  
 

http://www.memphis.edu/law/programs/ihelp.php 
 



 
 
 
 
 

Faculty Biographies 
 
Producer  
 
Monica Wharton 
Monica Wharton serves as chief legal officer for Methodist Le Bonheur Healthcare and is the current Vice-Chair 
of the Tennessee Bar Association Health Law Section. Wharton served as a law clerk for the United States District 
Court for the Western District of Virginia, been recognized by the Tri-State Defender as a “Woman of Excellence” 
and by The Memphis Business Journal as one of the Top 40 under 40 in the Memphis Community. She is a 
graduate of the TBA Leadership Law program, and in 2012, was appointed by Governor Bill Haslam as a special 
justice for the Tennessee Supreme Court. Wharton holds degrees from Hampton University and the William and 
Mary School of Law. 
 
Speakers 
 
Angela Bergman 
Angela Bergman represents healthcare providers and companies facing claims of fraud, patient protection 
violations and government investigations. She serves a broad range of clients in all sectors of the healthcare 
industry including hospitals, long-term care facilities, ambulatory surgery centers, home health and hospice 
providers. Bergman is an active participant in the firm's pro bono initiatives, devoting significant efforts to 
fighting for the constitutional rights of indigent defendants in Tennessee's public defense system and other 
criminal justice reform issues in the State of Tennessee. Prior to joining Bass, Berry & Sims, Angela worked as a 
business consultant for major companies across several industries including healthcare, insurance and financial 
services. 
 
Christopher Sabis 
Chris Sabis is an Assistant United States Attorney in the Middle District of Tennessee. He focuses his practice in 
civil health care fraud, particularly False Claims Act investigations and litigation. Sabis also has experience in 
criminal health care fraud prosecution, transportation and education fraud, general procurement fraud, MLAT 
and extradition treaty compliance, Federal Tort Claims Act defense, and ADA litigation. Before joining the United 
States Attorney’s Office, Chris was an associate at Drinker Biddle & Reath, LLP, in Washington, DC, representing 
clients in complex commercial litigation and business disputes, including qui tam and ERISA defense. been an 
Adjunct Professor of Law at the Belmont University College of Law, where he taught Pretrial Litigation. 
 
 



Glen ‘Jed’ Roebuck 
Jed Roebuck is a member of Chambliss Bahner & Stophel’s Business, Health Care, and Startup Sections. 
Roebuck focuses his business and startup practice on private equity transactions, corporate restructurings, and 
other business combinations over a divergent field of industries.  He also provides advice with respect to entity 
formation and ongoing corporate governance. Roebuck has extensive experience in mergers, acquisitions, and 
joint ventures, representing buyers, sellers, and would-be partners.  He is also involved in representing 
physician groups, revenue cycle management companies, and other health care entities regarding operations, 
regulatory compliance, contracts, and strategic planning. 
 
Scott B. Shanker 
Scott Shanker is an attorney in Butler Snow’s Memphis office. Shanker has extensive experience representing 
hospitals and health systems, single- and multi-specialty physician practices, ambulatory surgery centers and 
ancillary service providers. He regularly works with the Office of Civil Rights in Breach notifications and 
settlements; drafts Business Associate Agreements, supply purchase agreements, hardware and software 
license and procurement contracts. Shanker also handles HIPAA Authorizations and advises clients regarding 
HIPAA privacy matters. 
 
Tizgel High 
Tizgel High is the Vice President and Associate General Counsel, Physician Services at LifePoint Health. High 
provides legal counsel to LifePoint’s employed physician practices and to the physician services department to 
ensure awareness of and compliance with all applicable laws and company policies and procedures. She holds 
degrees from Princeton University and the University of Georgia School of Law. 
 
Katie Graham 
Katie Graham is a Senior Manager with LBMC's Healthcare Consulting practice where she works directly with 
medical practices and healthcare organizations. Graham leads the firm's healthcare compliance service line and 
helps in the administration of best-practice standards to reinforce appropriate guardrails and ensure compliance 
with regulatory requirements. She also provides Quality Payment Program advisory services pertaining to 
clients' Merit-Based Incentive Payment System (MIPS) measure selection, reporting and overall performance, 
while strategically evaluating the potential effects on future reimbursement. 
 
Loretta Hinton 
TBD. 
 
 
 
 
 
 



Jeffrey D. Moseley 
Jeffrey Moseley is a Member at Buerger, Moseley & Carson, where his practice is focused on health care law. He 
represents hospitals throughout the United States in relation to medical staff issues, including peer review and 
credentialing, board and medical staff bylaws, operational issues, EMTALA and contract matters. Moseley has 
presented educational seminars for hospital boards and medical staffs, and recently served as a presenter for an 
American Health Lawyer’s Association educational session entitled “The Hospital, the Board, and the Medical 
Staff: Who is the Client When Advising on Medical Staff Issues.” He holds degrees from the University of 
Alabama and Vanderbilt University School of Law. 
 
Robyn Diaz 
Robyn Whipple Diaz is Senior Vice President and Chief Legal Officer at St. Jude Children’s Research Hospital, 
where she advises clients on health care regulatory matters, biomedical ethics, medical staff affairs, 
employment law and general operational, regulatory and transactional issues. Before joining St. Jude, Diaz was 
a member of the in-house legal team at MedStar Health, a healthcare system in the Washington, D.C. region. 
She was also previously an Adjunct Instructor at the Georgetown University School of Nursing and Health 
Studies, where she taught courses on health law and served as an academic preceptor to students in 
Georgetown University’s Program in Health Care Management and Policy. Diaz received her J.D. from 
Georgetown University Law Center, her B.A. from Brandeis University, and earned a Certificate in Executive 
Leadership for Healthcare Professionals from Cornell University.  
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Introduction to Fraud and Abuse Laws
2018 TBA Health Law Primer

October 10, 2018

Today’s Speakers

Disclaimer: These materials are for educational purposes only and do not constitute legal advice. The 
views expressed herein are the personal views of the authors and do not represent the position of their 
respective organizations, any other individual attorneys associated with the organizations, or any of 
their clients. The authors expressly reserve the right to freely advocate other positions on behalf of 
clients.

2

Christopher Sabis
U.S. Attorney’s Office 
for the Middle District 

of Tennessee

Angela Bergman
Bass, Berry & Sims, 

PLC
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Overview
1. Introduction
2. Federal Fraud and Abuse Laws

a. Administrative Penalties and Sanctions
b. Anti-Kickback Statute
c. Stark Law
d. False Claims Act
e. Criminal Statutes

3. State Fraud and Abuse Laws
4. Enforcement Tools

A Starting Point

• We spend a lot on health care
– CMS estimates total health care expenditures in 2015 to be 

$3.2 trillion, or $9,990 per person, and is expected to 
grown 5.6% per year

• The government foots a large part of the bill
– Medicare and Medicaid accounted for about 37% of 2015 

expenditures
• Fraud accounts for a lot of spending

– Estimated 3-10% of total health care spending is lost to 
fraud ($90 billion - $300 billion)

• Fighting fraud is a good investment
– DOJ estimates $7.70 returned for every $1 spent over past 

three years
4
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A Starting Point

• The stakes are high
– Criminal and civil penalties, treble damages, and exclusion 

• The laws are complex
– Large amount of regulatory guidance that has been characterized 

by courts and others as “completely impenetrable,” “ambiguous,” 
“arcane,” and “barely decipherable bureaucratese”

• And far-reaching
– Practices that are standard in other industries may be illegal in 

health care

5

Federal Health Care Programs

• Federal Health Care Program Defined
– Federal health care program means any plan or program providing health care 

benefits, whether directly through insurance or otherwise, that is funded directly, in 
whole or part, by the United States Government (other than the Federal Employees 
Health Benefits Program), or any State health care program as defined in this section. 
(HHS OIG exclusion definitions section at 42 CFR 1001.2)

– For purposes of this section, the term “Federal health care program” means— (1) any 
plan or program that provides health benefits, whether directly, through insurance, or 
otherwise, which is funded directly, in whole or in part, by the United States 
Government (other than the health insurance program under chapter 89 of title 5); or 
(2) any State health care program, as defined in section 1320a–7 (h) of this title. (AKS
Statute 42 USC 1320a-7b).

• Medicare – Parts A, B, C (managed care), D (prescription drug benefit)
• Medicaid
• DOD - TriCare/VA
• Federal Employee Health Benefit Program (FEHBP)
• Railroad Employees National Health and Welfare Plan
• Indian Health Service
• Others

6
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Who Regulates Healthcare
(a partial list…)

7

Administrative Enforcement

• Mandatory and permissive exclusion governed by 42 
U.S.C. §§ 1320a-7(a), (b)(1)-(16)
– Resulting from convictions for certain types of criminal 

offenses or other specified conduct, including civil 
judgments

• Civil Monetary Penalties of $10,000 to $50,000 
authorized by 42 U.S.C. § 1320a-7a; 42 C.F.R. §
1003.102

» Resulting from violations of Anti-kickback Statute, 
certain Medicare provisions or submission of false or 
fraudulent claims

» The CMP Section recently expanded, and is now very 
specific based on the violation at issue and also adjusts 
for inflation

8
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Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b)) 

• The AKS is a criminal statute that prohibits knowingly 
and willfully offering, paying, soliciting or receiving any 
form of remuneration in return for, or to induce, or in 
exchange for the recommending of, the referral of items 
or services reimbursable by a federal health care 
program 

• Courts have held AKS applies to any arrangement where 
just one purpose of the remuneration is to generate 
referrals, even if other lawful purposes (see United States 
v. Greber, 760 F.2d 68 (3d Cir. 1985)) 

9

AKS – Penalties 

• Violations are punishable by a criminal fine of up to 
$25,000 or five years imprisonment, civil penalties of up 
to $74,792 per violation and damages of up to three 
times the total amount of the remuneration, and 
exclusion from participation in federal health care 
programs 

• Affordable Care Act provides that submission of a claim 
for items or services generated in violation of the AKS
constitutes a false or fraudulent claim and may be 
subject to additional penalties under the federal False 
Claims Act 

10
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AKS – Analytical Framework 

1. Does the arrangement involve parties who may refer
federal health care program business? 

2. Is remuneration offered, paid, solicited, or received by 
the parties? 

3. Does the arrangement fit within a safe harbor? 

4. Is there relevant guidance—fraud alerts, bulletins, 
compliance program guidance, advisory opinions? 

5. What facts and circumstances raise or lower the risk of 
a violation? 

11

AKS – Key Concepts 

• The AKS is a criminal statute 
• Referrals and remuneration should be understood broadly 
• Violations require that remuneration be paid purposefully to 

induce or reward referrals (no specific intent to violate the 
state is required) 

• Failure to meet to a safe harbor does not mean there is a 
violation 

• Rulemaking is relatively scant, but OIG has provided a great 
deal of subregulatory guidance in the form of advisory 
opinions, fraud alerts, bulletins, etc. 

• Fair Market Value is essential component of most safe harbors 
- Arrangements that are outside of the range of fair market 
value or that vary with revenue or referrals are inherently 
suspect 

12
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AKS – Safe Harbors 

• The AKS includes a number of statutory 
exceptions and regulatory safe harbors for 
common arrangements that OIG has determined 
pose a minimal risk of fraud and abuse, including: 
– Space and equipment rentals 
– Services and management contracts 
– Employment arrangements 
– Practitioner recruitment arrangements 
– Sales of practices 
– Discounts 
– Waivers of co-insurance/deductibles 

13

AKS – Common Areas of Risk 

• Investments by physicians in companies to which they refer 
• Gifts from recipients of referrals 
• Consulting agreements with drug companies, manufacturers, 

etc. 
• Services agreements with hospitals, nursing homes, and other 

facilities 
• Referral fees or the division of fees 
• Marketing or sales arrangements with compensation based on 

revenue 
• Leases between physicians and entities to which they refer 
• Any non-FMV relationships between parties who have a 

referral relationship

14
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AKS – Reference Guide 

• Statute: 42 U.S.C. § 1320a-7b(b) 
• Safe Harbor Regulations: 42 C.F.R. § 1001.952 
• Key Commentary: 

– Safe Harbor Regulations Final Rule (56 Fed. Reg. 35952 (Jul. 29, 1991)) 
– Safe Harbor Regulations Final Rule (64 Fed. Reg. 63518-63557 (Nov. 19, 1999)) 

• OIG Guidance (available on OIG website): 
– Advisory Opinions, http://oig.hhs.gov/compliance/advisory-opinions/index.asp 
– Special Advisory Bulletin: Offering Gifts and Other Inducements to Beneficiaries (Aug. 

30, 2002) 
– Special Advisory Bulletin: Contractual Joint Ventures (Apr. 23, 2003) 
– Special Fraud Alert: Physician-Owned Entities (Mar. 26, 2013) 
– Updated Special Advisory Bulletin on the Effect of Exclusion from Participation in 

Federal Health Care Programs (May 8, 2013) 
– Fraud Alert: Physician Compensation Arrangements May Result in Significant Liability 

(Jun. 9, 2015) 
• Case Law: 

– U.S. v. Greber, 760 F.2d 68 (3d Cir. 1985), cert. denied, 474 U.S. 988 (1985) 
– U.S. v. Bay State Ambulance, 874 F.2d 20 (1st Cir. 1989) 
– Hanlester Network v. Shalala, 51 F.3d 1390 (9th Cir. 1995) 

• General: OIG Website, http://oig.hhs.gov/ 
15

Stark Law (42 U.S.C. § 1395nn)

• The federal physician self-referral prohibition, 
commonly known as the “Stark law,” prohibits 
physicians from referring patients to an entity for 
the furnishing of certain designated health services 
(DHS) that are otherwise reimbursable by 
Medicare if the physician or an immediate family 
member has a financial relationship with that 
entity, unless an exception applies 

• The Stark law also prohibits entities that provide 
DHS reimbursable by Medicare from billing the 
Medicare program for any items or services that 
result from a prohibited referral 

16
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Stark Law – Definitions 

• “Designated health services” or “DHS” include: 
– Clinical laboratory services 
– Physical therapy, occupational therapy, and speech-

language pathology services 
– Radiology and certain other imaging services 
– Radiation therapy services and supplies 
– Durable medical equipment and supplies 
– Parenteral and enteral nutrients, equipment, and supplies 
– Prosthetics, orthotics, and prosthetic devices and supplies 
– Home health services 
– Outpatient prescription drugs 
– Inpatient and outpatient hospital services 

17

Stark Law – Definitions 

• “Financial relationship” means: 

– Direct or indirect ownership or investment interest 
• May be through equity, debt, or other means 
• Includes an interest in an entity that holds an ownership or 

investment interest in any entity that furnishes DHS 

– Direct or indirect compensation arrangement 
• A compensation arrangement is any arrangement involving 

remuneration between a physician (or immediate family 
member) and DHS entity 

• Direct compensation arrangement exists if remuneration passes 
between physician and entity without any intervening persons or 
entities 

• Definition of indirect compensation arrangement is complex 
(see 42 C.F.R. § 411.354(c)(2)) 

18
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Stark Law – Penalties 

• Violations are subject to various sanctions, including 
denial of payment, civil penalties of up to $24, 253 per 
claim submitted, and exclusion from federal health care 
programs 

• Entities that receive payment as a result of a Stark 
prohibited referral must also refund such amounts—
failure to do so may constitute a false or fraudulent claim 
under the FCA 

• May be subject to additional penalties under the FCA 

19

Stark Law – Analytical Framework 

1. Is there a referral from a physician to an entity for a 
designated health service payable by Medicare*? 

2. Does the physician (or an immediate family 
member of the physician) have a financial 
relationship with the entity furnishing the 
designated health service? 

3. Does the financial relationship meet all of the 
requirements of an applicable exception? 

20
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Stark Law – Key Concepts 

• Strict liability—because no intent is required for a 
violation, Stark Law analysis is fairly mechanical, 
and violations can occur due to technical or 
procedural deficiencies 

• Determine that the Stark Law is implicated before 
analyzing exceptions 

• Most key terms are defined … often using other 
defined terms 

• CMS has added quite a bit through a long history of 
rulemaking—be careful about reaching conclusions 
based solely on the plain meaning of the statute and 
regulations 

21

Stark Law – Exceptions 

• The Stark Law includes exceptions for many of the 
customary financial relationships between physicians 
and health care providers 

• If a financial relationship implicates the Stark Law, it 
must comply with each and every requirement of an 
exception in order to avoid a violation 

• Most commonly used exceptions include: 
– Rental of office space 
– Rental of equipment 
– Bona fide employment relationships 
– Personal service arrangements 
– Physician recruitment 

22
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Stark Law – Exceptions 

• As with the AKS, certain Stark Law 
exceptions have common elements: 
– Compensation must be fair market value 
– Compensation must be set in advance 
– Compensation must not take into account the 

volume or value of referrals
– Arrangement must be commercially 

reasonable (in the absence of referrals) 
– Evidenced by a signed writing 

23

Stark Law – Reference Guide

• Statute: 42 U.S.C. § 1395nn
• Regulations: 42 C.F.R. Part 411, Subpart J – Financial Relationships Between Physician and 

Entities Furnishing Designated Health Services 
• Key Commmentary: 

– Stark II Phase I Final Rule (66 Fed. Reg. 856-965 (Jan. 4, 2001)) 
– Stark II Phase II Interim Final Rule (69 Fed. Reg. 16054-16146 (M ar. 26, 2004)) 
– Stark II Phase III Final Rule (72 Fed. Reg. 51012-51099 (Sept. 5, 2007)) 
– Miscellaneous Changes; Excerpt from FY 2009 IPPS Final Rule (73 Fed. Reg. 48434, 48688-48740 

(Aug. 19, 2008)) 
– Changes to Whole Hospital Exception; Excerpt from CY 2011 OPPS Final Rule (75 Fed. Reg. 72128, 

72240-72256 (Nov. 24, 2010)) 
– Miscellaneous Changes; Excerpt from CY 2016 PFS Final Rule (80 Fed. Reg. 70886, 71300-71341 

(Nov. 16, 2015)) 
• Case Law: 

– U.S. ex rel. Perales v. St. Margaret’s Hospital, 243 F.Supp.2d 843 (C.D. Ill. 2003) 
– U.S. ex rel. Kosenske v. Carlisle HMA Inc., 554 F.3d 88 (3d Cir. 2009) 
– U.S. ex rel. Singh v. Bradford Regional Medical Center, Civ. No. 04-186, 2010 WL 4687739 (W.D. 

Pa. Nov. 10, 2010) 
– U.S. ex rel. Drakeford v. Tuomey Healthcare Sys., 792 F.3d 364 (4th Cir. 2015) 

• General: CMS Physician Self-Referral Website, https://www.cms.gov/Medicare/Fraud-
and-Abuse/PhysicianSelfReferral/index.html 

24
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False Claims Act 
(31 U.S.C. §§ 3729-3733)

• The False Claims Act (“FCA”) was enacted during the Civil War to 
curb procurement fraud by suppliers to the Union Army.

• Key amendments in 1986, 2009 (FERA), and 2010 (PPACA &  
Financial Reform Act) expanded the FCA’s scope and made it easier 
for the government and qui tam relators (whistleblowers) to file suit.

• Strong enforcement tool for health care fraud and abuse due to 
scope, penalties, and qui tam provisions allowing private parties to 
bring suit on behalf of government and participate in % of any 
recovery

FCA: A Starting Point

• Key features include: 
– Mandatory treble (3x) damages and per claim penalty of up to 

$22,363 
– Strong whistleblower incentives (share up to 30% of the recovery)
– A permissive knowledge requirement
– Exposure of contractors and other third parties to liability 
– Gives rise to liability for certain false implied statements
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FCA: A Starting Point

FCA: A Starting Point

• Main industries exposed to FCA enforcement include: 

– Healthcare ($2.4 billion or just under 65% of all recoveries in 
2017)

– Housing and Mortgage

– Defense & National Security 

• Other industries increasingly exposed to FCA liability include: 

– Educational lending

– Stimulus projects and alternative energy

– Technology
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Health Care Fraud Enforcement – 2017

does not account for the additional millions of dollars 
recovered for state Medicaid programs related to state and 
federal level enforcement activity 

Liability Under the FCA

• The FCA (31 U.S.C. §§ 3729-3733) creates liability for seven specific 
types of prohibited conduct. The two most often used in FCA 
litigation are: 

– The false claims provision, which creates liability for 
“knowingly present[ing], or caus[ing] to be presented, a false or 
fraudulent claim for payment or approval” (31 U.S.C. §
3729(a)(1)(A)); and  

– The false statement provision, which creates liability for 
“knowingly mak[ing], us[ing], or caus[ing] to be made or used, a 
false record or statement material to a false or fraudulent claim” 
(31 U.S.C. § 3729(a)(1)(B))

• The FCA also prohibits retaliatory actions against employees, 
contractors, or agents who report or act to stop an FCA violation (31 
U.S.C. § 3730(h)(1))
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Liability Under the FCA

• Failure to Return Overpayments & 60 day Rule – Under the 
PPACA, overpayments from Medicare or Medicaid must be reported 
and returned within 60 days after identification, after which time it 
becomes an “obligation” subject to enforcement under the FCA’s 
“reverse false claims provision” (31 U.S.C. § 3729(a)(1)(G)) which 
prohibits knowingly retaining money owed to the government 

• “Identification” (i.e., what starts the 60 day clock) = “when the 
person has, or should have through the exercise of reasonable 
diligence, determined that the person has received an overpayment 
and quantified the amount” 

• 6 year lookback period 

Liability for Failure to Return Overpayment

– U.S. ex rel. Malie v. First Coast Cardiovascular 
Institute, P.A., No. 3:16-cv-1054 (M.D. Fla.) Jacksonville 
cardiovascular practice agreed to pay $448,821 to settle 
allegations that practice did not return known overpayments 

– Alleged overpayments arose from credit balances or 
overpayments owed to federal health care programs. These 
credit balances often occur in a medical practice, for example, 
when two insurers share responsibility for a payment and one 
pays too much.

– Settlement amount more than 2.5x alleged overpayment amount 
($175,000)
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Liability Under the FCA

• A properly pleaded FCA claim must contain four elements: 
1. A claim for payment was submitted to the government
2. The claim (or record or statement material to the claim) was 

false
3. Defendant knew or should have known the claim was false
4. The claim or statement was material to the government’s 

decision to pay

Liability Under the FCA

• “Claim” is defined broadly as “any request or demand … for money 
or property” made to the government (31 U.S.C. § 3729(b)(2)(A))

• Includes requests or demands made to a contractor, grantee, or 
other recipient if the money or property is: 
– To be spent or used on the government’s behalf, or to advance a 

government program or interest; or 
– Paid for or reimbursed by the government
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Liability Under the FCA

• “False” and “fraudulent” not defined by the statute

• A factually false claim contains an incorrect description of the 
goods provided or requests reimbursement for goods not provided.

• A legally false claim occurs when a submitted claim certifies 
compliance (either expressly or impliedly) with a material statutory, 
regulatory, or contractual provision:

– Express False Certification – company that submits a claim 
expressly certifies compliance with ancillary legal requirements, either 
accompanying the invoice or at some other point

– Implied False Certification – theory that company implicitly 
certifies compliance with relevant ancillary requirements each time it 
submits an invoice to the government for any work performed or 
product delivered, even if no express certification of compliance has 
been made 

Liability Under the FCA

• “Knowingly” defined broadly to include: 
– Actual knowledge
– Deliberate ignorance of the truth or falsity of the information
– Reckless disregard of the truth or falsity of the information 
(31 U.S.C. § 3729(b)(1))

• Specific intent to defraud is not required
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Liability Under the FCA

• “Material” is defined as “having a natural tendency to influence, or 
be capable of influencing, the payment or receipt of money or 
property”  (31 U.S.C. § 3729(b)(4))

• The materiality requirement is “rigorous” and “demanding,” and 
must be strictly enforced to prevent the FCA from becoming an “all-
purpose antifraud statute or a vehicle for punishing garden-variety 
breaches of contract or regulatory violations.” Universal Health 
Services, Inc. v. U.S. ex rel. Escobar, 136 S.Ct. 1989 (2016). 

Medical Necessity

Whether the medical judgment of professionals may be the subject of False
Claims Act liability is the subject of significant debate. One example:

United States v. Paulus, 2017 WL 908409 (E.D. Ky. 2017) – Cardiologist indicted for
health care fraud and making false statements related to medically unnecessary cardiac
procedures, including catheterizations and stent placements, and falsely recorded the
existence and extent of lesions observed during the procedure and then submitted the
allegedly false and fraudulent claims to health care benefit programs. District court
overturned a jury verdict holding that the medical judgment associated with whether to
insert cardiac stents was a subjective opinion and not subject to proof or disproof.

The Sixth Circuit reversed in June, stating that despite the governments acknowledgment
that medical judgment varies in determining the degree of blockage, medical opinions may
trigger liability for fraud where “they are not honestly held by their maker, or when the
speaker knows of facts that are fundamentally incompatible with his opinion.” Id. at 276.
The Sixth Circuit accepted the governments argument that the physician at issue did not
simply have a different medical judgment, but that the physician repeatedly misstated what
his interpretation of the test was. The court found that expert witnesses asserting that the
physician exaggerated the results of testing were sufficient for a jury to find falsity.
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Damages and Penalties 

• FCA violations are punishable by treble (3x) damages (may be 
reduced to mandatory double damages if defendant self-discloses 
fraudulent activity), plus

• Per claim civil penalty between $11,181 and $22,363 for penalties 
assessed after Jan. 29, 2018 (applies to violations occurring after 
Nov. 2, 2015) 

Qui Tam Provisions

• Both the U.S. Attorney General and private persons may bring a civil 
action under the FCA

• An action commenced by a private litigant (qui tam relator or 
whistleblower) is in the name of the government

• Qui tam relators must: (1) file the complaint under seal; and (2) give the 
government a copy of the complaint and substantially all material 
evidence and information they possess (31 U.S.C. 3730(b)(2))

• Government has 60 days to investigate and elect to intervene in the case 
(courts routinely extend this period for good cause shown) 

• Main investigative tool is the Civil Investigative Demand (“CID”). The 
FCA authorizes the DOJ to use CIDs to make document requests, issue 
interrogatories, and conduct depositions before the defendant is served 
with formal notice of the suit or the qui tam relator’s complaint is 
unsealed (31 U.S.C. 3730(b)(2))
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Qui Tam Provisions

• Whether the government intervenes in a qui tam case is a major 
factor in the probable outcome and recovery

• The qui tam relator stands to collect a % of any judgment or 
settlement regardless of government’s intervention decision
– 25-30% if the government does not intervene
– Up to 25% if the government intervenes

• To what extent did relator’s counsel contribution to prosecution?
• To what extent was the action based on disclosures and information from 

relator? 
• Did the relator plan or initiate the underlying violation?
• Will the relator be convicted of criminal conduct arising from its role in the 

alleged violation of the FCA? 

• Qui tam relators are entitled to reasonable expenses and attorneys’ 
fees (31 U.S.C. § 3730(d)(3))

Qui Tam Provisions

• The FCA protects whistleblowers from adverse employment actions related 
to their whistleblowing activities

• To establish that an employer retaliated against an employee in violation of §
3730(h), an employee must demonstrate that: 
– (1) the employee engaged in protected activity; 
– (2) the employer knew that the employee was engaged in protected 

activity (the notice element); and 
– (3) that, as a result, the employee was discriminated against.

• Protected activity includes:
– Employee “conduct in furtherance of an action under this section;” and
– “Other efforts to stop 1 or more violations of this subchapter”  

• Prevailing employee entitled to: (1) reinstatement; (2) backpay x2 plus 
interest; and (3) compensation for any special damages sustained as the 
result of the discrimination, including litigation costs and reasonable 
attorneys’ fees
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Moving to Dismiss an FCA Complaint

• The most common grounds to dismiss FCA cases are: 
– Failure to plead fraud with particularity (Fed. R. Civ. P. 9(b))
– Failure to state a claim upon which relief can be granted (Fed. R. 

Civ. P. 12(b)(6))
• Lack of a false statement
• Lack of materiality
• Lack of knowledge 

– The public disclosure bar (31 U.S.C. § 3730(e)(4)(A))
– The first-to-file bar (31 U.S.C. § 3730(b)(5))
– The statute of limitations (31 U.S.C. § 3731(b))

FCA Public Disclosure Bar

• A qui tam action must be dismissed if substantially the same allegations 
or transactions in the complaint were publicly disclosed in any of the 
following: 
– A federal criminal, civil or administrative hearing in which the 

government or its agent is a party
– A congressional, Government Accountability Office or other federal 

report, hearing, audit or investigation
– The news media

• Exception where the qui tam relator is an “original source” of the 
information, meaning they:
– Conveyed the information to the government prior to the public 

disclosure; or 
– Had independent knowledge that materially adds to the publicly 

disclosed allegation and provided that information to the government 
before filing the FCA action
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FCA First-to-File Bar

• Limits the rights of private litigants to bring an action premised on 
facts that are already at issue in another pending FCA matter

• Application presents numerous difficulties
– Is the first-to-file bar jurisdictional? 
– Can a later-filed suit that violates the first-to-file bar be “cured” 

with dismissal of first suit? 
– Can a first-to-file violation in a later-filed suit be cured through 

amendment?
– If yes, is the FCA’s limitations period measured from the date of 

the relator’s curative pleading or original complaint? 

FCA Statute of Limitations

• Either: 

– Six (6) years after the date on which the violation is committed; 

or 

– Three (3) years after the date when the U.S. official responsible to 
act in the circumstances knew of, or reasonably should have 
known, the facts material to the right of action, but not more than 
ten (10) years after the date on which the violation is committed
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FCA Trends 

• Filing of qui tam cases remains high post-PPACA
– 600+ cases/year and $29.5 billion in recoveries since 2009
– 2017’s recoveries originating from qui tam lawsuits (over $3.4B of 

$3.7B total) is the second-highest total ever 
• A more sophisticated and aggressive relator’s bar 
• More declined cases being pursued
• Government increasing use of data analysis
• Increased focus on individual liability/responsibility (Yates Memo)
• Increased focus by DOJ criminal division
• Rise in state AG/Medicaid Fraud Control Unit actions

– Including opioid-related suits against drug manufacturers, 
distributors, providers, and pharmacists

Escobar – Implied False Certification & Materiality

Universal Health Services, Inc. v. U.S. ex rel. Escobar, 136 S. Ct. 1989 (2016)

• History: Teenage Medicaid beneficiary died after receiving treatment from 
unlicensed and unsupervised professionals at a mental health clinic. Parents filed 
complaints with several state agencies and a qui tam action that alleged that lack of 
compliance with state regulations governing staff qualifications and supervision 
rendered claims “false”

• District Court
– Granted Defendant’s motion to dismiss
– Parents’ complaint failed to allege that compliance with regulations at issue was 

a condition of payment of Massachusetts Medicaid

• 1st Circuit Court of Appeals
– Reversed
– Supervision standards at issue were “express and absolute” conditions of 

payment and provided “dispositive evidence of materiality”
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Escobar - Implied False Certification & Materiality

• Held: UHS’s submission of claims designating payment codes for specific 
counseling services without disclosing underlying violations of the staff 
and licensing requirements at issue constituted actionable FCA violations

• Escobar: (1) affirmed the viability of the implied false certification theory 
of liability, “at least” when two conditions are met; and (2) articulated the 
standard for analyzing the FCA’s materiality requirement

• Two conditions:
– (1) The claim submitted to the government not only requests payment, “but 

also makes specific representations about the goods or services provided”; 
&

– (2) The defendant’s “failure to disclose noncompliance with material 
statutory, regulatory, or contractual requirements makes those 
representations misleading half-truths.”

Escobar - Implied False Certification & Materiality

• Materiality: 
– Scope of FCA liability can be policed through “strict enforcement” of 

materiality and scienter
– Materiality is a “demanding” and “rigorous” standard

• “We now clarify how that materiality requirement should be enforced”:
– It is not sufficient for a finding of materiality that the government “would have had 

the option to decline to pay if it knew of the defendant’s noncompliance.”

– The government’s decision to “expressly identify a provision as a condition of 
payment is relevant, but not automatically dispositive” of the materiality inquiry.

– It is evidence of materiality “that the defendant knows that the government 
consistently refuses to pay claims in the mine run of cases based on noncompliance” 
with a requirement.

– It is “[v]ery strong evidence” of immateriality “if the government pays a particular 
claim in full despite its actual knowledge that certain requirements were violated.”

– It is “[s]trong evidence” of immateriality “if the government regularly pays a 
particular type of claim in full despite actual knowledge that certain requirements 
were violated, and has signaled no change in position.”
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Aftermath of Escobar

• On remand, First Circuit again held that compliance with the 
regulations at issue was material. Centrality of licensing and 
supervision requirements go to “very essence of the bargain.”  Fact 
that Government might have paid with knowledge is not dispositive.

• Post-Escobar, how does a provider evaluate whether a particularity 
regulatory or contractual requirement is material to payment?

• Strategic considerations regarding the government’s decision to pay 
will drive discovery 

• Watch for continued developments regarding falsity and materiality 
in the wake of Escobar

Developments to Watch

• The effect of Associate Attorney General Rachel Brand’s 1/25/2018 
memorandum entitled “Limiting Use of Agency Guidance 
Documents in Affirmative Civil Enforcement Cases” 
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Relevant Criminal Statutes 

• Offenses Involving False Claims and False Statements 
– 18 U.S.C. §§ 287, 1001 (false statements), 1035 (false 

statements relating to healthcare matters) 
• Fraud Scheme Statutes 

– 18 U.S.C. §§ 1341 (mail), 1343 (wire), 1347 (healthcare 
fraud – covers all “healthcare benefit programs” not merely 
federal programs) 

• Aggravated Identity Theft 
– 18 U.S.C. §§ 1028A – covers transfer, possession or use of 

identification without lawful authority; mandatory 2 year 
minimum sentence 

• Obstruction of Audits and Investigations 
• Medicare/Medicaid Fraud Statutes 

53

State Fraud and Abuse Laws 

• Most states have fraud and abuse 
prohibitions, some of which are similar to 
their federal counterparts, including the FCA, 
AKS, and Stark 

• States often have other laws of more general 
application that may apply to health care 
industry arrangements, including laws on fee 
splitting, insurance fraud, deceptive trade 
practices, and consumer protection laws 

54
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State Fraud and Abuse Laws 

• TennCare Anti-Kickback and Anti-Solicitation 
Provisions 
– Tenn. Comp. R. & Regs. 1200-13-13-.08(4); 1200-13-14-

.08(4) 
• Physician Advertising/Anti-Kickback Prohibition 

– Tenn. Comp. R. & Regs. 0880-02-.13(4)(t) 
• Medical Practice Act Rebate Prohibition 

– Tenn. Code Ann. § 63-6-214(b)(16) 
• Tennessee Medical Laboratory Act Anti-Kickback 

Prohibition 
– Tenn. Code Ann. § 68-29-129(7) 

• Tennessee Physician Self-Referral Prohibition 
– Tenn. Code Ann. § 63-6-602 

55

State Fraud and Abuse Laws 

• Tennessee Physicians’ Conflict of Interest Disclosure 
Act of 1991 
– Tenn. Code Ann. § 63-6-501 et seq. 

• Tennessee Medicaid False Claims Act 
– Tenn. Code Ann. § 71-5-181 et seq. 

• Tennessee False Claims Act 
– Tenn. Code Ann. § 4-18-101 et seq. 

• Physician fee splitting prohibitions 
– Tenn. Code Ann. § 63-6-225 
– Fee splitting laws for other professionals (dentists, 

podiatrists, optometrists, labs, etc.) 
• Corporate practice of medicine 

– Tenn. Code Ann. §§ 63-6-201; 63-6-204; 68-11-205 

56
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Federal Agencies & Law Enforcement 
Partners

• DOJ works with numerous federal 
agencies and contractors to investigate 
allegations of fraud.
– HHS, DOT, DOE, DOD, FBI, USPS, Secret 

Service, MACs & ZPICs
• Tennessee’s Office of the Attorney General
– And other State Attorneys General

• Tennessee Bureau of Investigation

57

Investigative Tools 

• Civil Investigative Demands, 31 U.S.C. § 3733 
– Thanks to FERA, CIDs can be authorized at the 

U.S. Attorney level (not just by the Attorney 
General of the U.S.). 

– Through CIDs, the U.S. can propound document 
requests and/or interrogatories. Can also compel 
deposition testimony. 

– Materials may be shared with a relator or any 
attorney within the DOJ working on a related 
civil, criminal, or administrative matter. 

58
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Investigative Tools 

• Authorized Investigative Demands, 18 U.S.C. 
§ 3486 
– Yes, it does mean there is a criminal investigation. 
– Can also be authorized at the U.S. Attorney level. 
– Unlike proceeds from grand jury subpoenas, 

these materials may be shared with civil AUSAs.

• Search warrants 
– Proceeds may be shared with civil AUSAs. 

59

Investigative Tools 

• Grand Jury Subpoenas 
– Can require documents or testimony. 
– Can be authorized by the criminal AUSA on 

behalf of the grand jury. 
– Secrecy rules of Federal Rule of Criminal 

Procedure 6(e) restrict sharing of information. 
– Proceeds generally limited to the grand jury, 

criminal AUSAs, and authorized agents unless 
a 6(e) Order from a court is obtained. 

60
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Takeaways

1. Consider whether fraud and abuse laws apply whenever one of the 
parties to a financial relationship can generate business for the 
other. 

2. Given the stakes, consider how the government (or a 
whistleblower) would view an arrangement—a healthy dose of 
cynicism can be helpful, particularly when structuring an 
arrangement on the front-end.

3. Identify and return overpayments! 

4. If it sounds too good to be true, it probably is. 

5. Just because others are doing it doesn’t mean it is legal. 

6. If no one else is doing it, be wary. 

61
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18th Annual TBA Health Law Primer

Lifecycle of a Deal & Key Healthcare 
Issues in Transactions

October 10, 2018

Tizgel High, VP, Associate General Counsel, Physician Services 
at LifePoint Health

Jed Roebuck, Chambliss, Bahner & Stophel, P.C.
Scott Shanker, Butler Snow LLP

Objectives
This presentation will introduce you to key deal 
milestones and terms. You will also learn some 
practical tips to use when representing health care 
clients in a transaction. Health care transactions 
have unique regulatory considerations that we 
will review at a high level. 
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Deal Phases
� Pre-deal strategy
� Confidentiality agreement and LOI/term sheet
� Due diligence
� Negotiations
� Formalizing the deal
� Closing
� Post-closing

Pre-deal Strategy
� Why are you considering a deal?
oBuyer:
üIncrease the service offerings to the community/patient base 

that you currently serve (new opportunity or growth 
opportunity)

oSeller:
üOpportunity to liquidate and realize a return on investment
üOperations challenges (e.g. increased regulation) 
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Finding a Partner
• Synergistic 
oCost savings to be realized
oExpand market presence
oComplimentary services

• Cultural Alignment
oPersonnel
oPolicy and procedure
oMission and vision

Non-disclosure Agreements
• Used to allow parties to talk openly without 

fear of proprietary or confidential information 
from being shared with outside parties
oOne way or reciprocal
oKeep the fact that a deal may occur private
oAllows the parties to get the information they need 

to assess whether a deal is viable and potentially 
under what structure
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Letter of Intent --- Purpose?  Useful?
• Establish structure and “blue print” for definitive documents 
• Determine purchase price, diligence period and closing date
• Nonbinding, except certain provisions (e.g., confidentiality)
• Exclusivity of negotiations (no shop; binding)

o Identify timeframe and scope
o Breakup fees

• Ensures that parties are on same page from the beginning

Due Diligence (aka find the needle in the haystack)

• Immediately identify all federal, state and local licenses, 
certificates, registrations, permits, accreditations, etc.
o Expiration dates; transferable?
o CHOW / CHOI?
o Collaborative approach with counsel, clients and agencies

• Certificate of Need
o Timely filings and notices
o Public hearings

• Attorney General (for NFPs)
• Conduct UCC lien search
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Due Diligence (aka find the needle in the haystack)

• Analyze target’s operations and compliance with laws (e.g., 
healthcare, environmental, tax, L&E, etc.)

• Stark & AKS regulatory diligence:
o Review all referral source arrangements (employment 

agreements, medical directorship, on-call contracts, 
professional service agreements, leases, non-monetary 
compensation arrangements, etc.)

o Review AP statement and cross reference contracts
o Identify an applicable exception for each arrangement with 

a physician and an IFM of a referring physician
o FMV backup

Due Diligence (aka find the needle in the haystack)

• Billing and coding audit
• CMS enrollment 

o Medicare and Medicaid agencies
o Location specific
o CHOW / CHOI?

• Commercial payer contracts --- assignable?
• Pending litigation or investigations
• Vendor contracts (equipment leases; maintenance contracts)

o Change of control provisions
o Assignment (notices vs. consent)
o Termination rights; payment
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Due Diligence (aka find the needle in the haystack)

• At the end of the diligence period, the company should be 
able to answer the following questions:
o Should we do the deal?
o Identify any deal breakers 

or additional pre-closing conditions 
(e.g., self-disclosure).

o Should there be a purchase price adjustment?
o Should reps, warranties and/or covenants be 

expanded?
o Should there be any special indemnity (not subject to 

a basket, cap or expiration)?

Deal Structure
• Assets vs. Stock vs. Merger
• Structure may depend on a number of factors including:

o Assets and liabilities
o Economics of the deal
o Assume provider numbers; successor liability 
o Tax considerations
o Required third party / governmental consents
o Seller’s corporate structure (e.g., county hospitals)
o CHOW avoidance
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Deal Terms and Negotiations
• Negotiate deal terms:

o Purchase price adjustments
o Accounts receivable
o Reps/Warranties and covenants
o Materiality and knowledge 

definitions and qualifiers
o Indemnification

ü Direct and third party claims
ü Caps and baskets (tipping vs. deductible)
ü Survivability (12 - 36 months, SOL, indefinite) 

o Holdbacks and escrows
o Restrictive covenants

The Purchase Agreement: Overview
• Regardless of the form of the transaction (stock, asset, merger) 

the seller wants certainty as to actual closure of the deal and its 
purchase price.

• Buyer wants assurance assets/company will be as represented 
following closing and recourse for misrepresentations.

• Five general parts: 
o Terms of the deal 
o Reps/warranties 
o Covenants 
o Conditions to closing
o Indemnification
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The Purchase Agreement: Terms of the 
Deal

• The purchase agreement begins with a description of:
o What is purchased: stock or assets
o What is paid: stock, debt assumption, cash 
o How much is paid: including any pre or post-closing 

adjustments.
• In asset purchase, buyer typically takes an expansive view of 

what it is purchasing.
o Medical Records – If a part of the transaction, particular 

care needs to be given to their transition.
• In asset purchase, also address which, if any, of seller’s 

liabilities/contracts will be assumed.  Buyer typically opens 
with position that it is assuming none of seller’s liabilities.

• Time and location of closing are also covered.

The Purchase Agreement: 
Representations and Warranties

• Reps/warranties are legally binding statements by the parties about 
themselves inducing one another to make a deal.

• Buyer’s: Limited, principally address ability to perform (fund) the 
transaction.

• Seller’s: Substantial, with three primary purposes:
o Disclosure: Buyer wants to know what it is paying for.  Assists in 

integration planning. Supports (or questions) valuation, which was 
based on limited information. 

o Condition Precedent: Facts buyer relies upon and must be continually 
true for closing.  If not, buyer may justifiably refuse to close or 
renegotiate price or other deal terms.  
ü Bring Down Certificate.

o Indemnification: if reps/warranties survive closing, they form basis for 
seeking indemnification from seller.
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The Purchase Agreement: Covenants
• Typically express agreements between buyer and seller 

regarding their pre (and sometimes post) closing conduct.
o Seek necessary regulatory approvals/third party consents.
o Limit seller’s discretion in operating the business, i.e., 

maintain operations in the ordinary course. 
o Prohibit certain specific acts pending closing (incurring 

debt, capital expenditures, compensation changes).
o Access to Patient Records: who will fulfill patient requests, 

document production requests, other required disclosures.
o Post closing non-compete/non-solicitation restrictive 

covenants are also common. 
o Other covenants: confidentiality, “no shop”, public 

announcements.

The Purchase Agreement: 
Indemnification

• Powerful tool for allocating risks.  Often subject to extensive 
negotiation.    

• Most indemnification claims are brought by buyer against 
seller as buyer is more likely to incur loss after closing.  
Therefore:
o Buyer wants broad indemnification rights.
o Seller wants to limit indemnification as much as possible.

• Indemnification clauses often reflect the relative negotiating 
powers between the buyer and the seller.
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The Purchase Agreement: 
Indemnification (continued)

• Specifies what matters may be brought:
o Breach of reps/warranties/covenants (non-competes!) 
o Losses related to specific matters: tax, litigation, etc.
o First party (direct) claims versus third party claims.

• Survival periods: 
o Can be individualized based on claim types, but usually 

range from 12-36 months.
o Reps covering certain claims (title to stock/assets, taxes, 

fundamental corporate matters) often survive until the 
expiration of the applicable SOL, indefinitely or for a fixed 
number of months greater than the general survival period. 

The Purchase Agreement: 
Indemnification (continued)

• Other indemnification concepts to consider:
o Notice procedures – how will notice of claims be given?
o Exclusive Remedy – Only remedies available for breach.
o Defense of claims – Who controls?
o Funding – streamline process of recovering indemnified 

losses (escrow, set-off, holdback, reps and warranty 
insurance).

o Limits:
ü Baskets – limits exposure until losses exceed a specific 

amount (tipping basket, deductible, or hybrid).
ü Caps – limits maximum exposure (entire purchase 

price, percentage of purchase price, carve-outs).
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The Purchase Agreement: 
Conditions to Closing

• Specify the conditions which must be satisfied before each 
party is obligated to close.  Typically these will include:
o Reps/warranties of the other party were correct when made 

and remain correct as of closing.
o Performance of all pre-closing covenants.
o Absence of litigation challenging the deal.
o Receipt of necessary regulatory approvals and third-party 

consents.
o Delivery of documents conveying assets or stock.
o Absence of material adverse change in seller’s business.

The Purchase Agreement: 
Conditions to Closing & Deliverables
• Debt free / no liens or encumbrances (i.e., ensure all UCCs are 

terminated and released)

• Execute physician employment agreements

• “Onboarding” for staff

o Carryover credit for PTO / benefits?

o Work with Human Resources

• Finalize real estate matters (e.g., environmental issues; title)

• Closing deliverables (e.g., good standing certificates, 
resolutions, third party consents and governmental approvals, 
schedules, purchase price, executed agreements, “bring-down” 
certificate, etc.)
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Ancillary Documents to Consider
• Bill of Sale – In asset deal, serves as type of “receipt.”  Don’t 

forget to include it!
• Employment Agreement Considerations:

o Anti-Kickback – do not induce Medicare referrals/services
o Stark Law – do not make unauthorized referrals for DHS 
o Corporate Practice of Medicine
o Non-Competes - State specific differences between 

acquisition-based and employment-based non-compete 
laws.

• Lease Agreements – Ensure space and equipment leases are 
assigned and required consents are obtained.

• Escrow Agreement – Place portion of purchase price into 
escrow to secure post-closing obligations of seller.

Post-Close
• Integration
oReduce duplication of resources/ overhead 

(purchasing, supply chain, IT, personnel)
oEstablish strong channels of communication and 

decision making
oConnect processes to ensure minimal disruptions 

in day to day operations
oPlan for the unknown



10/2/18

13

Post-Close
• Execution
oImplementation of deal strategies
oEstablish a clear definition of what success looks like 

and the tools to measure key indicators
oAccountability
üAre deal covenants being met? (e.g. capital expenditures, 

charitable care)
üROI
ØFinancial
ØOther- service and quality, meeting unmet community 

needs

Questions
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Roadmap to a Successful Compliance Plan

October 10, 2018

Loretta Hinton, Methodist Le Bonheur Healthcare

Katie Graham, LBMC

A. Examiners rely upon analytical tools along with new investigative and auditing 
techniques, which create enhanced expectations for compliance programs and 
risk mitigation factors.

B. What IS a compliance program?

A comprehensive program that helps organizations and their employees 
conduct operations and activities ethically; with the highest level of 
integrity, and in compliance with legal and regulatory requirements.

We are in the Age of Healthcare Compliance
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A. Compliance programs are not voluntary 

• 2010 Patient Protection and Affordable Care Act (PPACA)

B. Where to find Current Guidance:

• Office of Inspector General (OIG) Guidance (nursing facilities, research grants, 
hospitals, pharmaceutical companies, ambulance suppliers, physician 
practices, nursing homes, home health agencies, Medicare choice 
organizations, Durable Medical Equipment (DME) suppliers, third-party billing 
companies, clinical laboratories and hospices).

• Federal Sentencing Guidelines for corporate entities (Chapter 8)

• Corporate Integrity Agreements (CIAs)

Mandatory Compliance Plans

Current Compliance Environment – 2017 Statistics

A. During FY 2017, the federal government won or negotiated over $2.4 billion 

in healthcare fraud judgments and settlements

B. 2017 Department of Justice (DOJ) investigations –

• 439 cases of criminal charges filed against 720 defendants, of which 639 

were convicted of healthcare fraud-related crimes

• 948 new civil health care fraud investigations, with 1,086 civil health care 

fraud matters still pending

C. 2017 Federal Bureau of Investigation (FBI) criminal investigations –

• Dismantlement of 148 healthcare fraud criminal enterprises
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D. HHS-OIG investigations –

• 788 criminal actions against individuals/entities engaged in crimes against 
Medicare or Medicaid, and 818 civil actions.

• HHS-OIG excluded 3,244 individuals and entities in 2017, of which 1,281 
were due to criminal convictions for crimes against Medicare and Medicaid. 
(HHS maintains the authority to exclude any individual or entity from 
participation in Federal health care programs for engaging in prohibited 
conduct.)  

Current Compliance Environment – 2017 
Statistics

A. Healthcare Fraud Prevention and Enforcement Action Team (HEAT) –

Created in 2009, HEAT represents a joint task force from HHS and DOJ including
top level agents, prosecutors, attorneys, auditors, evaluators and more
committed to prevent and enforce anti-fraud laws around the country.

https://www.justice.gov/criminal-fraud/health-care-fraud-unit

Enforcement Initiatives

https://www.justice.gov/criminal-fraud/health-care-fraud-unit
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B. Healthcare Fraud Prevention Partnership (HFPP) –

Created in 2012, this is CMS’s groundbreaking voluntary partnership between the
federal government, state agencies, law enforcement, private health insurance
plans, employer organizations and healthcare anti-fraud associations. The
purpose is to exchange data between the partners to help improve ability to fight
fraud, waste and abuse. The organization currently has 85 participants.

HFPP Partners: https://hfpp.cms.gov/about/current-partners.html

Enforcement Initiatives

Noteworthy HFPP Partners
Humana United Healthcare
Anthem BCBS of Alabama
BCBS of Louisiana Amerigroup
Aetna SO MANY MORE…..

C. Medicare Fraud Strike Force (Strike Force) –

Launched in 2007, the Strike force is comprised of interagency teams that focus 
on the biggest offenders in regions with the highest concentration of fraudulent 
activities. They use advanced analytic techniques to identify abnormal billing 
levels in healthcare fraud hotspots and target suspicious billing patterns, as well 
as emerging schemes that migrate from one community to another. 

https://oig.hhs.gov/fraud/strike-force/

Enforcement Initiatives

https://hfpp.cms.gov/about/current-partners.html
https://oig.hhs.gov/fraud/strike-force/
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D. Opioid Fraud and Abuse Detection Unit –

Developed in 2017, the Attorney General announced the formation of the Opioid 

Fraud and Abuse Detection Unit, a new DOJ pilot program that utilizes data to 

help combat the devastating opioid crisis. This unit will fund 12 AUSAs for a 3-year 

term who will work with the HHS-OIG, FBI and DEA to focus on the investigation 

and prosecution of fraud related to prescription opioids.

Enforcement Initiatives
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D. Opioid Fraud and Abuse Detection Unit –

Developed in 2017, the Attorney General announced the formation of the Opioid 
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Enforcement Initiatives

D. Opioid Fraud and Abuse Detection Unit –

Developed in 2017, the Attorney General announced the formation of the Opioid 

Fraud and Abuse Detection Unit, a new DOJ pilot program that utilizes data to 

help combat the devastating opioid crisis. This unit will fund 12 AUSAs for a 3-year 

term who will work with the HHS-OIG, FBI and DEA to focus on the investigation 

and prosecution of fraud related to prescription opioids.

Enforcement Initiatives
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Fraud Takedown Trends

A. Depending on the facts and circumstances presented, OIG will usually pursue one 
of the following approaches with respect to a person when settling a civil or 
administrative health care fraud case: 

(1) Exclusion;

(2) Heightened scrutiny (e.g., implement unilateral monitoring); 

(3) Integrity obligations; 

(4) Take no further action; or 

(5) In the case of a good faith and cooperative self-disclosure, release 
1128(b)(7) exclusion with no integrity obligations.

Consequences of Noncompliance 
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Risk Mitigation

1) Standards, Policies and Procedures

2) Compliance Program Administration

3) Screening and Evaluation of Employees, Providers and Vendors

4) Communication, Education and Training

5) Monitoring and Auditing

6) Discipline for Non-Compliance

7) Investigations and Remedial Measures
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Element 1 – Written Standards, Policies and Procedures 
1) Research, develop, write, present and amend policies and procedures in 

accordance with regulatory compliance that support the compliance 
program.

2) Policies for risk areas should include, but not-be-limited to:

• Billing/Coding/Claim Submission

• Credit balances/Refunds/Small balance write-offs

• HIPAA

• Conflicts of Interest (medical directorships, outside employment,                                                          
advisory boards)

• Gifts/gratuities/Marketing

• Self-reporting of overpayments

• Contracts – physician, employment, organizational

• Human Resources

Compliance Policy Considerations
A. Access

• Compliance program awareness 

• Policy communication

• Availability of policy content

B. Accountability

• Ownership of policies

C. Review

• Board approval of compliance plan

• Maintenance of policies

• Policy approvals and review process

• Process to ensure full organizational participation in policy development
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Compliance Policy Considerations
D. Quality

• Industry best practice

• Written in plain language

• Usefulness

E. Assessment

• Fundamental policies and procedures in place

• Effectiveness of policies

• Policies identified as part of a Corrective Action Plan (CAP)

• Policies for high risk areas

• Policy inventory to reduce overlap

• Investigation policy 

Compliance Policy Considerations
E. Code of Conduct (COC)

• Compliance program awareness and communication

• Integrate mission, vision, values and ethical principles in COC

• Maintenance of COC

• Distribution of COC

• Staff understanding of COC

F. Enforcement

• Policy violations
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Element 2:  Compliance Oversight and Administration
A. Designate a Compliance Officer with the overall responsibility for day-to-

day operations of the compliance program;

B. Compliance Officer must have direct access to BOD and report to the BOD 
annually; and

C. Establish a Compliance Committee to oversee the Compliance Program 
with organizational leadership driving the process that promotes 
effectiveness and follows the Federal Sentencing Guidelines.

Compliance Oversight and Administration Considerations
A. Board of Directors (BOD)

• Active BOD

• BOD understanding of oversight and responsibilities

• Commitment from top

B. Compliance Budget

• Sufficient resources

• Compliance Committee(s)

• Active Compliance Committee

• Committee structure

• Compliance Committee composition and attendance
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Compliance Administration Considerations
C. Compliance Officer and Compliance Department

• Compliance Department involvement in enterprise wide initiatives/strategies

• Compliance Department structure/independence

• Compliance Officer authority

• Compliance Department staffing

D. Culture 

• Accuracy and trust in monitoring

• Effectiveness of compliance program in the field

• What is the organization doing to drive compliance culture?

Compliance Administration Considerations
E. Risk Assessment

• Monitoring of regulations that impact the organization

• Risk Assessment Cycle

• Work plan development based on risk assessment

• Prioritization

F. Legal Counsel’s Role

• When are they brought into matters?

• Where is counsel situated to the compliance officer on the organizational 
chart?
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Element 3:  Compliance Communication, Education and 
TrainingA. The organization must take practical steps to disseminate information 

about the organization’s compliance program and its policies and process.

B. Training should occur upon hire and on an annual basis to include general 

compliance/HIPAA training for board members, physicians, vendors and 

employees.

C. Provide separate clinician/provider education to ensure accurate coding 

and documentation. Conduct annual chart audits for each provider to 

establish a  baseline of knowledge and structure education based on 

results. 

D. Consider assessing training effectiveness through post-education quizzes.

Compliance Communication, Education and Training Considerations
A. Training

• Risk area specific training

• Established compliance training 

• Established process to communicate and provide training to employees on new 
laws/regulations 

• Compliance education is deployed throughout the organization

• The organization maintains documentation of all education provided

• The organization evaluates training effectiveness

B. Board

• Board specific training plan

• Formal program to orient new Board members to the compliance program

C. Vendors
• The organization has established training requirements for 

vendors.
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Element 4:  Investigations and Remedial Measures -
ReportingA. Complaints must be vetted; what mechanisms are in place for staff to 

communicate their concerns?

B. Organizations should ensure proper internal controls (separation of
duties) are implemented upon the conclusion of an investigation, as
needed.

C. There should be a process and plan for audit and repayment activity.

D. Effective compliance plans identify errors and resolve them.

Investigations and Remedial Measures Considerations
A. Guidelines for Conducting an Investigation

• Effectiveness of investigative process (approval process, timelines to 60-day 
rule, centralized process, etc.)

B. Tracking and Trending Investigations

• Investigation categorization process and trending

• Retaining of documentation of investigations in records management system

• Compliance log

C. Escalation of Investigations

Ensure adequate and timely escalation of investigation outcomes

Significant investigations are reported to the BOD

Regular reporting of investigations to BOD (at least annually)
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Investigations and Remedial Measures Considerations
D. Training/Competency of Investigators

E. Involvement of Legal Counsel

− Should audit occur under attorney-client privilege 

F. Timeliness of Response

− Is length to close investigations being documented, tracked, trended and 
reported?

− Timely processing of refunds, self-disclosures

G. Corrective Action Plans (CAP)

− Business leaders are accountable for follow-up to investigations

− Accountability (how are CAPs tracked and how often reported to Compliance 
Committee)

Investigations and Remedial Measures Considerations
H. Root Cause Analysis

− Was root cause resolved?

I. Adherence to Non-Retaliation Policy

J. Monitoring Results

− Validate investigations are complete
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Element 5:  Discipline for Non-Compliance

A. Do employees understand their obligation to report?

B. Are they held accountable?  If there is a breach of the employee 
handbook, code of conduct, policy/procedure, are there known 

consequences?

C. Is documentation maintained of employee disciplinary actions taken as a 

result of investigating inappropriate conduct?

D. Should be clearly stated within the organization’s Standards of Conduct 

and separately identifiable disciplinary policy for non-compliance.

Discipline for Non-Compliance Considerations
A. Consistency 

• Method to create audit plan

• Auditing and monitoring based on risk assessment

• Compliance department role in establishing audit plan

• Completion rate for compliance work plan

B. Awareness

• Accountability of corrective action

• Action plans in response to an audit finding

• Documented process and in a timely fashion

C. Documentation

• Exit interviews/employee surveys
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Element 6:  Monitoring and Auditing 
A. The organization should take reasonable steps, including monitoring and 

auditing to ensure the organization’s compliance and ethics program is 
followed.

B. Effectiveness of the organization’s compliance program should be 
reviewed periodically.

C. Internal monitoring and assurance processes should be ongoing

D. After monitoring and auditing occurs, reasonable steps should be taken 
to respond appropriately.

Monitoring and Auditing Considerations
B. Monitoring and auditing work plan

• Method to create audit plan

• Auditing and monitoring based on risk assessment

• Compliance department role in establishing audit plan

• Completion rate for compliance work plan

C. Corrective Action Plans

• Accountability of corrective action

• Action plans in response to an audit finding

• Documented process and in a timely fashion

D. Non-Retaliation

• Exit interviews/employee surveys
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Element 7:  Screening of Employees, Providers and Vendors-
Prevention

A. Organizations should continuously assess its compliance risk and culture.

• How effective is compliance training?

• Is there a willingness to report concerns?

• Are there clear and understood delegations?

Screening of Employees, Providers and Vendors 
ConsiderationsA. Exclusion Screening

B. Potential Conflicts of Interest are Disclosed

• Does the organization conduct education on Conflict of Interest?

C. Employee Accountability and Disclosure

D. Employee Screening Upon Hire

E. Response to Screening and/or Exclusion

F. Vendor Screening

− Do vendors adequately satisfy compliance obligations?
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Medical Staff Issues and 
Physician Employment: 

The Fundamentals

1

Outline
2

• Medical Staff Basics
• Medical Staff Bylaws
• Relevant Sources of Authority as to Medical Staffs

• TN Hospital Licensure
• CMS Hospital Conditions of Participation
• Joint Commission and Other Accrediting Bodies

• Credentialing, Appointment Process, Problems in Credentialing
• PPE and MEC’s Role in PPE
• Corrective Action
• Behavior That Undermines a Culture of Patient Safety
• Practitioner Wellness
• Physician Employment

• TN Corporate Practice of Medicine Restriction
• TN Non-Compete Statute
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Medical Staff Basics
3

• Medical Staff is a voluntary association of independent and employed 
physicians, and sometimes advanced practitioners (APNs, PAs). 

• Apply for membership through appointment process every two years.
• Apply to a particular membership category (Active, Consulting) and a 

particular department (Surgery, Cardiology) and request clinical 
privileges consistent with their education, background, training and 
experience in order to treat patients.

• Not a separate legal entity; Medical Staff makes recommendations to 
the Hospital.  The Hospital is responsible for compliance, licensure, etc.

• However, accrediting bodies consider the Medical Staff “self governing” 
and as having primary responsibility over patient care matters, subject 
to the authority of the Board.

Medical Staff Basics
4

� The Bylaws provide the foundation for the relationship between the 
hospital and the medical staff.

� The Medical Executive Committee (MEC) represents the medical staff, 
and is responsible for the Bylaws and their development and 
enforcement.

� Medical staffs and governing bodies often rely on the MEC to act 
expeditiously on urgent and other delegated matters - MEC is 
accountable to governing board for fulfilling those functions.

� MEC role is vital for communication between staff and governing body to 
provide feedback on quality and patient safety. 
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Medical Staff Bylaws
5

� Bylaws should provide structured processes that makes medical staff leadership 
functions easier and serve as a guide when there are questions about how to proceed.

� Through its bylaws, a Medical Staff addresses issues governed by state and federal law:
¡ Eligibility standards/credentialing
¡ Medical Staff responsibilities and duties 
¡ Process for nominating, electing and removing Officers
¡ Peer review and remedial actions
¡ Fair hearing/appeals process
¡ Admission and  discharge procedures
¡ Medical record documentation
¡ Corrective action/due process
¡ Behavior and harassment issues
¡ Process for amending

Relevant Sources of Authority: TN Licensure Regulations
6

� Tenn. Comp. R. & Regs. §1200-08-01-.01(50): 
� Medical Staff - An organized body composed of individuals appointed by the hospital governing 

board that operates under bylaws approved by the governing body and is responsible for the 
quality of medical care provided to patients by the hospital.  All members of the Medical Staff 
shall be licensed to practice in Tennessee, with the exception of interns and residents.

� Tenn. Comp. R. & Regs.§1200-08-01-.06(2)(d):
� Bylaws must:

¡ Be approved by the Board
¡ Include a statement of duties and privileges of each staff category
¡ Describe the organization of the Medical Staff
¡ Describe qualifications candidates must meet
¡ Include criteria and procedures for granting membership and clinical privileges
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Relevant Sources of Authority: Medicare COPs
7

� 42 CFR § 482.12: Governing Body must:
• Determine categories of eligible members to the Medical Staff and appoint after considering 

Medical Staff recommendations.
• Assure that there are Bylaws and must approve Bylaws and other rules and regulations.
• Ensure that Medical Staff is accountable to governing body for the quality of patient care 

provided. 
� 42 CFR § 482.22: Medical Staff must:
• Be composed of MDs or DOs and “may also be composed of other practitioners appointed by 

the governing body” in accordance with state law. 
• Examine credentials and make recommendations to governing body on appointment. 
• Have an executive committee, the majority of which must be MDs and DOs.
• Have Bylaws which are approved by the governing body, set forth the duties and privileges of 

each category of the Medical Staff, describe the organization of the Medical Staff, and describe 
qualifications for candidates. The Bylaws must include standard language for conducting a 
medical history and physical examination. 

Relevant Sources of Authority: Joint Commission
8

• There are a number of hospital accrediting bodies, including The Joint Commission, 
which accredits most hospitals in the United States.  Accrediting bodies establish 
comprehensive standards dealing with environment of care, HR, leadership, life safety, 
as well as medical staffs and a dispute resolution process.

• If the hospital is accredited by an agency approved by CMS, it is deemed to be in 
compliance with the Medicare Conditions of Participation.

• The Joint Commission Standards –
• The Medical Staff provides oversight of the quality of care, treatment, and 

services delivered by practitioners who are credentialed and privileged 
through the Medical Staff process.

• The organized Medical Staff is also responsible for the ongoing valuation of the 
competency of practitioners who are privileged, delineating the scope of 
privileges that will be granted to practitioners, and providing leadership and 
performance improvement activities within the organization.”
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Relevant Sources of Authority: Joint Commission Cont’d
9

• The Joint Commission Standards –
• Medical Staff must create and maintain a set of Bylaws that define its role 

within the context of the hospital setting and responsibilities in the oversight 
of care, treatment, and services.

• Medical Staff is also responsible for the ongoing valuation of the competency 
of practitioners who are privileged, delineating the scope of privileges that will 
be granted to practitioners, and providing leadership and performance 
improvement activities within the organization.

• Hospital’s governing body has the ultimate authority and responsibility for the 
oversight and delivery of health care rendered by licensed independent 
practitioners, and other practitioners credentialed and privileged through the 
Medical Staff process or any equivalent process.

Credentialing
10

� The medical staff must be accountable to the hospital’s 
governing body for the quality of medical care provided to the 
patients. The medical staff demonstrates its accountability 
through its exercise of its duties related to appointment of 
members of the medical staff, its conduct of reappraisals, 
including peer reviews, its approval of policies and procedures 
as required under other conditions of participation and its 
leadership participation in the organization and 
implementation of the hospital’s quality assessment and 
performance improvement program required in accordance 
with §482.21.
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Credentialing
11

� MS.06.01.03: The hospital collects information regarding each 
practitioner’s current license status, training, experience, 
competence and ability to perform the requested privilege.

� MS.06.01.05: The decision to grant or deny a privilege(s), and/or to 
renew an existing privilege(s), is an objective, evidenced-based 
process.

� MS.06.01.07: The organized medical staff reviews and analyzes all 
relevant information regarding each requesting practitioner’s 
current licensure status, training, experience, current competence 
and ability to perform the requested privilege.

� Peer Review Toolkit contains standard forms and resources

Appointment Process
12

� Establishment of rules
� Submission of completed application
� Collection/Verification
� Review/Recommendation
� Approval, Grant, Denial
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Problems in Credentialing
13

� Is the MEC receiving sufficient data on applicants and re-
applicants?

� Are applications actually ‘complete’ when action is being 
taken?

� Are applications being processed ‘pending receipt of...’?
� The applicant bears the burden of establishing sufficient 

credentials to gain membership
� Consistent application of requirements
� Negligent Credentialing

What Is “Professional Practice Evaluation (PPE)?”
14

• Contemporary definition:
¡ “Evaluation of a physician’s professional performance for all defined competency 

areas using multiple data sources”
• Professional Practice Evaluation is the process through which the medical staff fulfills 

its accountability to the Board of Trustees for oversight of the quality of care, treatment 
and services rendered by practitioners privileged through the medical staff process. 

• Relevant information from evaluation processes is integrated into performance 
improvement initiatives hospital-wide and is considered on an ongoing basis, including 
at appointment and reappointment.

• On the basis of these general duties, the Joint Commission has created two required 
components for PPE processes:
• Ongoing Professional Practice Evaluation (OPPE)
• Focused Professional Practice Evaluation (FPPE)
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What Is “Professional Practice Evaluation (PPE)?”
15

� Ongoing PPE: The ongoing professional practice evaluation allows the organization to 
identify professional practice trends that impact on quality of care and patient safety. 
Such identification may require intervention by the organized medical staff. 

� Focused PPE: A process whereby the organization evaluates the privilege-specific 
competence of the practitioner who does not have documented evidence of 
competently performing the requested privilege at the organization. 
¡ May also be used when a question arises regarding a currently privileged 

practitioner’s ability to provide safe, high quality patient care. 
¡ Time-limited period during which the organization evaluates and determines the 

practitioner’s professional performance. 

MEC’s Role in PPE
16

� Accurately define and oversee the process through bylaws, 
policies and administrative support.

� MEC must review and approve OPPE indicators and analyze data 
collected for each provider.

� Implement FPPE for practitioners with clinical concerns or 
questions and define specific parameters.

� Review information gathered from OPPE as part of the 
credentialing process.

� Make final reports and recommendations in evaluation and 
credentialing process.
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Corrective Action
17

� Process for restriction, limitation or revocation of medical staff membership 
and/or clinical privileges

� Usually occurs after an investigation process
� Can arise from routine peer review process, sentinel event, staff or patient 

reports or just about any other source
� Valid Justifications for Corrective Action

¡ Clinical/Competency issues
¡ Utilization issues
¡ Current drug or alcohol abuse
¡ Disruptive behavior/bylaws compliance
¡ Sexual or other prohibited harassment
¡ Providing false (or omitting requested) information on 

application/reapplication

Corrective Action
18

� Improper Justifications for Corrective Action
¡ Anti-competitive reasons (i.e. protection of current staff)

÷But not all economic justification are invalid
¡ Referral patterns (Anti-Kickback Statute)
¡ Physical or mental impairment that does not affect ability to fulfill 

medical staff duties or perform clinical privileges appropriately
¡ History of alcohol and drug use if no basis for current concern
¡ Race, gender, nationality, cultural differences, religious beliefs
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Corrective Action

Triggering Event
• Incident report, quality trends, etc…

Initial Review
• Nurse, physician, or committee 

Request for Corrective Action

Investigation

Recommendation

Corrective Action Process

Behavior That Undermines a Culture of Safety
20

� Can disrupt hospital operations and impact patient 
safety and care

� Hospital has an obligation to address undermining 
behavior 

� Progressive discipline policy that allows for escalation 
to the MEC
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Practitioner Wellness
21

� Practitioner wellness involves more than just abuse of alcohol 
or drugs. Various mental and physical issues, both temporary 
and permanent, are encompassed by “practitioner wellness” 
as well.

� Evaluation is Key to success for provider and hospital
� Be open to treatment options—but firm if practitioner rejects 
� Provide for MEC intervention if practitioner refuses to 

cooperate with process

Physician Employment Trend
22

• Hospitals or hospital-related entities have been employing more 
physicians and purchasing more practices 

¡ 1975: 78% of physicians were in solo or two person practice
¡ 2008: 25% of physicians in solo practice
¡ Hospitals employed 211,500 physicians in 2010, a 34% increase 

since 2000, according to the American Hospital Association
• Why?

• ACA incentivizes this through Accountable Care 
Organizations

• Independent practice can be expensive: at-risk revenue 
streams, increasing paperwork requirements, malpractice 
premiums
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TN Corporate Practice of Medicine Prohibition
23

� Tenn. Code Ann. §68-11-205—No person, partnership, association, or any state, county, or local 
governmental unit, etc. may engage, in any manner, in the practice of the healing arts, or the 
practice of medicine, except:
¡ To treat only its employees, the entity’s retirees, or dependents of the entity’s retirees, in 

accordance with §63-6-204.
¡ Hospitals and hospital affiliates can employ physicians (other than radiologists, 

anesthesiologists, pathologists, or emergency physicians), provided:
÷ Employing entities shall not restrict or interfere with medically appropriate diagnostic or 

treatment decisions
÷ Employing entities shall not restrict or interfere with physician referral decisions, unless

¢ The employed physician has agreed to the specific restriction in writing when the 
contract is executed;

¢ The restriction does not adversely affect the health or welfare of the patient; and
¢ The employing entity discloses the restrictions to the patient.

TN Non-Compete Statute - Tenn. Code Ann. §63-1-148
24

� A covenant not to compete will be deemed reasonable if:
• The restriction is set forth in an employment agreement or other written 

document signed by the health care provider and the employing/contracting 
entity; and

• The duration of the restriction is two years or less and either:
¡ (i) The maximum allowable geographic restriction is the greater of:

÷ (a) A 10 mile radius from the primary practice site of the provider while 
employed/contracted; or

÷ (b) The county in which the primary practice of the healthcare provider 
while employed/contracted is located; OR

¡ (ii) There is no geographic restriction, but the provider is restricted from 
practicing his/her profession at any facility at which the 
employing/contracting entity provided services while the provider was 
employed/contracted with the employing/contracting entity



13

Questions?

25

Jeffrey D. Moseley
BUERGER, MOSELEY & CARSON, PLC

306 Public Square
Franklin, TN 37064

jmoseley@buergerlaw.com

Robyn Diaz
St. Jude Children’s Research  Hospital

262 Danny Thomas Place, MS 280
Memphis, TN 38105

Robyn.diaz@stjude.org
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